
Official address  Domenico Scarlattilaan 6  ●  1083 HS Amsterdam  ●  The Netherlands 

 An agency of the European Union      
Address for visits and deliveries  Refer to www.ema.europa.eu/how-to-find-us  
Send us a question Go to www.ema.europa.eu/contact  Telephone +31 (0)88 781 6000 
 

© European Medicines Agency, 2020. Reproduction is authorised provided the source is acknowledged. 

September 2020 
EMA/473607/2020 

Comments received from public consultation on good 
pharmacovigilance practices (GVP) 
Product- or Population-Specific Considerations III: Pregnant and 
breastfeeding women (EMA/653036/2019) 

The draft of this module was released for public consultation between 11 December 2019 and 28 
February 2020. The module has been revised, taking the comments received into account.  

Those who participated in the public consultation were asked to submit comments using a specific 
template.  

The comments received are published, identifying the sender’s organisation (but not name). Where a 
sender has submitted comments as an individual, the sender’s name is published. 

The European Medicines Agency thanks all those who participated in the public consultation 
for their contributions. 
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Please note that these comments and the identity of the sender will be published unless a specific 
justified objection is received (please see privacy statements: https://www.ema.europa.eu/en/about-
us/legal/general-privacy-statement and https://www.ema.europa.eu/en/documents/other/specific-
privacy-statement-public-consultation-good-pharmacovigilance-practices en.pdf). 

When completed, this form should be sent to the European Medicines Agency electronically, in Word 
format (not PDF) (see Introductory cover note for the public consultation of GVP under Practical advice 
for the public consultation: https://www.ema.europa.eu/en/documents/other/guidelines-good-
pharmacovigilance-practices-introductory-cover-note-public-consultation-first-seven en.pdf). 
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Page 15, on line 511: retrospective cases can be very useful, but only if collected as cohort of a defined disease (like 
in registries) ; to introduce one single case or to let patients introduce their own case, can cause bias.  
Page 23, on line 818-822: systemic autoimmune rheumatic diseases should be included among medical disorders 
that ca be considered risk factors for adverse pregnancy outcome.  
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