Pregnancy Drug Exposure Report Form

(AEs, Normal Pregnancy, Breastfeeding, Pregnancy Outcome

1. PARENT INFORMATION

| |motHR [ | FATHER

Country: UNITED STATES

Patient's Initials:

Date of Birth:

2. PREGNANCY HISTORY (For previous pregnancies only)

Age: 30 Year[s]

Page

Race: Not Available

1 of 2

Preghancy Year Outcome:

Number

Relevant medical history (including family history)

3. SUSPECT DRUG(S)

Generic Brand Admin. | Unit Frequ Daily Start Date| Stop Date | Batch Indication Trimester | Action Taken
Name Name Route Dose ency Dose No. Exposed
MIRENA Intra- Unknow n | 535960 | Contracepti
uterine on
4. CONCOMITANT MEDICATIONS
Generic Brand Admin. | Unit Frequency Daily Start Date Stop Date Indication Via Action Taken
Name Name Route Dose Dose
5.1 ADVERSE EVENTS AND CASE NARRATIVE
Adverse Event (s) Gestation time at onset date Start Date Stop Date Ongoing
(Weeks)
1. 10061178 - Genital haemorrhage Unknow n Unknow n
2. 10000081 - Abdominal pain Unknow n Unknow n
3. 10063130 - Pregnancy w ith contraceptive device Unknow n Unknow n

5.2 CASE NARRATIVE (Please provide full details of the pregnancy and\or event)

6. SERIOUSNESS AND OUTCOME

Not Serious

Seriousness

|| Did the patient die?  Death Date:
|:| Was hospitalization required or prolonged? Date:
|:| Did the AE cause a disability?

D Was the AE life threatening?

|:| Did the AE cause a congenital anomaly?
D Medically serious

|:| Autopsy

Reporter's Causality
(if Health Care Professional)

YES

Outcome

7. Pregnancy Information

Contraceptive Use: Please specify:

Last Menstrual Period (Date):

Estimated Due Date:

Outcome Date

Elective Abortion

Remarks (indication, lab result, etc.)

Type of pregnancy
Type: If Other:

Prenatal radiation dose limit for full duration of pregnancy

Dose Limit: Unit:
Dosage 1

Start: End: Taken: Dosimeter: Comment:
Dosage 2

Start: End: Taken: Dosimeter: Comment:




Pregnancy Drug Exposure Report Form
(AEs, Normal Pregnancy, Breastfeeding, Pregnancy Outcome

7. Pregnancy Information

Page 2 of

Dosage 3
Start: End: Taken: Dosimeter: Comment:
Dosage 4
Start: End: Taken: Dosimeter: Comment:
Dosage 5
Start: End: Taken: Dosimeter: Comment:
Dosage 6
Start: End: Taken: Dosimeter: Comment:
Dosage 7
Start: End: Taken: Dosimeter: Comment:
Dosage 8
Start: End: Taken: Dosimeter: Comment:
Dosage 9
Start: End: Taken: Dosimeter: Comment:
Dosage 10
Start: End: Taken: Dosimeter: Comment:
Child No. APGAR | Weight (kg) | Height (cm) Sex Date Of Birth | Week of Delivery outcome
score 1 gestation
1. Elective Abortion

8. Breastfeeding

Is the patient breastfeeding?

Y

|:| Yes  Start Date: End Date: Reason:

Did the patient notice any problem w hile breastfeeding (e.g: no milk, medical condition etc...)

9. REPORTING SOURCE (if the reporter is the patient, please provide only initials)

Source: Regulatory Authority

Reporter's Name: Occupation: Tel. No.:

Address (include country):
UNITED STATES

For internal use (will be filled by Local Drug Safety Officer)

Initial report: Yes |:| No If No, follow _up #: Global PHV case #:

For Europeans affiliates only: WW case ID:US-BAY ER-201041916NA Eudract #:

Marketing Approval number:
Local case #: 1111MAXITO00X001907XNS Date Received by group: 29DIC10

Receiver Name: Max Application Company Name:FDA Date: 11GEN12




