
















































































































































FORGDS027927-ENOO V4.0 PREGNANCY REPORT 

REPORT ON EXPOSURE TO MEDICINES DURING PREGNANCY Part 1 

Name of Vifor Drug (Trade name / IMP): 

Patients Initials / No: Country: Local Reference No: 

Details of Mother and Pregnancy 

Date / Year of Birth:  /   / Age: Occupation: 
(dd/mmm/yyyy) 

Previous Pregnancy 

Yes          No Total  no. of  pregnancies: Normal Deliveries: 

Abortions (Spontaneous ): Abortions (performed): 
Relevant Medical History: 
(including pregnancy risk factors,  Pre-eclampsia, 
eclampsia, smoking, alcohol, environmental & occupational 
exposures etc.) 

Relevant Family History:    
(hereditary diseases e.g. hypertension, diabetes) 

Current Pregnancy 

First day of Last Menstruation: /   / Expected Delivery Date: /   / 
(dd/mmm/yyyy) (dd/mmm/yyyy) 

Gestational age of foetus (specify at time of exposure / time of reporting) : 

Ultrasound performed? Yes    No      If yes, findings if any: 

Any complications, infections or illnesses during pregnancy?    Yes    No  

If yes, elaborate: 

Drug Exposure during Pregnancy 
Mother 
/Father 

Exposure 

Suspect 
Drug/ 

Concomitant 
medication 

Product 
Name (Trade / 

IMP) 
Batch no. 

Total 
Daily 
Dose 

(Units) 

Therapy 
Start 
date 

Therapy 
Stop date 

Indicatio
n for use 

Route of 
application 

(oral, infusion, 
injection) 

Reporting Physician:    Name:    Profession: 

Privacy Notification: 
The personal data that you provide, such as your name and contact details, will be handled and stored by Vifor Pharma. You 
can read in detail what information we save and how the information will be handled in our Privacy Notices on the Vifor Pharma 
website (www.viforpharma.com/dataprivacy) where you also find contact details if you have questions. 

NOTE: The Health Insurance Portability and Accountability Act (HIPAA) Privacy Rule specifically permits covered entities (such 
as pharmacists, physicians or hospitals) to use and disclose health information without authorization in order to report adverse 
events and other information related to the quality, effectiveness and safety of FDA-regulated products both to the 
manufacturers and directly to FDA.  Please submit only that health information which is reasonably necessary to achieve the 
purpose of the report.    
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FORGDS027927-ENOO V4.0 PREGNANCY REPORT 

REPORT ON EXPOSURE TO MEDICINES DURING PREGNANCY Part 2 
Information on Outcome of Pregnancy 

Name of Vifor Drug (Trade name/IMP): 

Patients Initials / No: Country: Local Reference 
No: 

Outcome of Pregnancy 

 Full Term     Normal delivery or Caesarean: 

 Premature Birth     If premature birth, gestational 
age:      

weeks 

 Spontaneous Miscarriage 

 Elective termination        Medical Reason?   Yes        No 

If yes, specify: 

Details / Comments (if any): 

 Healthy Baby      Multiple Births 

 Sick Baby (e.g. Birth trauma, infection etc.)  Congenital anomaly or Birth 
defect 

 Still Birth 

Date of 
Birth 

/   / Sex     Male       Female     

(dd/mmm/yyyy) 

Size: Weight: APGAR scores, if provided (Birth/5/10 
mins.) 

Details / Comments (if any): 

Please comment on any abnormal condition or occurrence regarding outcome of pregnancy and/or 
birth/delivery. 

Is there a suspicion that adverse outcome of pregnancy is related to exposure to Product? 

  Yes         No 

Please elaborate: 

Reporting Physician:    Name:    Profession: 

Please provide all available information and send to  completed form. Attach any applicable supporting 
documentation if applicable. (such as pictures, autopsy report, hospital discharge summary, laboratory values) 

Privacy Notification: 
The personal data that you provide, such as your name and contact details, will be handled and stored by CSL Vifor. You 
can read in detail what information we save and how the information will be handled in our Privacy Notices on the CSL Vifor 
website (https://privacy.csl.com/cslviforpv) where you also find contact details if you have questions. 
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FORGDS027927-ENOO V4.0 PREGNANCY REPORT 

NOTE: The Health Insurance Portability and Accountability Act (HIPAA) Privacy Rule specifically permits covered entities 
(such as pharmacists, physicians or hospitals) to use and disclose health information without authorization in order to report 
adverse events and other information related to the quality, effectiveness and safety of FDA-regulated products both to the 
manufacturers and directly to FDA.  Please submit only that health information which is reasonably necessary to achieve the 
purpose of the report. 

Please always send both, Part I and Part II of the form to safety@viforpharma.com or fax to: +41 58851 8659 
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