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	Pregnancy Outcome Reporting Form
	e-mail: PVUK@eu.techdow.com


In case of adverse event in pregnancy Adverse Event Reporting Form should be filled in.


	For Techdow Europe AB use only                                                                         CASE ID      
Date of receipt by MAH/Publication receipt date by MAH      
Received by                                                                      Signature of receiving person _______________________________


1) DRUG(S) EXPOSED

	Brand or active substance name

     
	Indication(s)

     
	Lot no.*
     
	Exp.



	Action taken with Suspect Drug (dose reduced/increased, drug is dechallenged/ rechallenged, no action taken, not reported)

     
	Dosage, route of administration, pharmaceutical form

     
	Start date


	End date




*It is highly recommended to include lot number of the suspect drug(s)

2) REPORTER INFORMATION

	Name

     
	Address (street, city, country)
     

	Phone number
     
E-mail

     
	Reporter’s qualification

 FORMCHECKBOX 
 Physician 

 FORMCHECKBOX 
 Pharmacist
 FORMCHECKBOX 
 Other Healthcare Professional
 FORMCHECKBOX 
 Patient 
 FORMCHECKBOX 
 Non Healthcare Professional

 FORMCHECKBOX 
 Publication first author 

	Date of report
     
	Reported to the Authority?

 FORMCHECKBOX 
 Yes                      FORMCHECKBOX 
 No                      FORMCHECKBOX 
 Not known


3) MOTHER INFORMATION

	Initials

     
	Date of birth or age
     
	Weight (kg)

	Height (cm)



	Is pregnancy continuing?
	 FORMCHECKBOX 
 Yes        FORMCHECKBOX 
 No
	Gestational age in weeks.:      

	Predicted delivery date:      
	Delivery date:      

	Pregnancy diagnosis:
	 FORMCHECKBOX 
 USG
	 FORMCHECKBOX 
 Pregnancy test
	 FORMCHECKBOX 
 Gynaecological examination

	Medical and gynaecological examination (mother health problems, medicines used, smoking, alcohol, allergies, previous pregnancies, children)
     

	If there were any adverse event during pregnancy?       FORMCHECKBOX 
 Yes       FORMCHECKBOX 
 No
Please provide any complications, infections, diseases and drug exposures during pregnancy:
     


4) INFORMATION ON PREGNANCY TERMINATION
	 FORMCHECKBOX 
 Natural delivery                         FORMCHECKBOX 
 Caesarean section                   FORMCHECKBOX 
 Instrumental delivery                        FORMCHECKBOX 
 Miscarriage               
 FORMCHECKBOX 
 Elective termination

Was the elective termination recommended by the attending physician?       FORMCHECKBOX 
  Yes        FORMCHECKBOX 
 No

If Yes, please specify:      
 FORMCHECKBOX 
 Intra uterine foetal death

 FORMCHECKBOX 
 Full term delivery – gestational age in weeks:      
 FORMCHECKBOX 
 Pre-term delivery. If pre-term delivery, please provide gestational age       weeks

 FORMCHECKBOX 
 Not reported

Please, include any complications, infections or illness during pregnancy and any further drug exposures

     


5) CHILD INFORMATION
	 FORMCHECKBOX 
 Healthy newborn                              FORMCHECKBOX 
 Neonatal complications                              FORMCHECKBOX 
 Congenital Anomaly/Birth defect
 FORMCHECKBOX 
 Still birth                                           FORMCHECKBOX 
 Multiple births                                             FORMCHECKBOX 
 Infant death after birth

	Child birth date

     
	Weight (g)

     
	Length (cm)

     
	Infant sex
 FORMCHECKBOX 
 Female               FORMCHECKBOX 
 Male

	Apgar score
	In 1st minute:     
	In 5th minute:      
	In 10th minute:     

	Additional information on child health
     

	If there is an event (maternal, foetal or neonatal), do you consider there is reasonable possibility that it may have been caused by the medication(s) taken during pregnancy?

 FORMCHECKBOX 
 No                              FORMCHECKBOX 
 Yes; please specify drug and reason:      


1

Techdow Europe AB, Kåbovägen 32, 75236 Uppsala, Sweden, is authorized to collect and analyze the information provided for the purpose of assessing side effects related to the use of a Techdow Europe AB product in compliance with Regulation (UE) no 520/2012 of 19th June 2012, and to disclose this information as required by law or regulation to health authorities. You may forward any questions or request for access, correction or deletion of data.
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