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https://www.ema.europa.eu/en/about-us/about-website/legal-notice
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2026: New GVP 
Product- or 
Population-
Specific 
Considerations 
III: Pregnant and 
breastfeeding 
women and their 
children exposed 
in utero or via 
breastmilk
- published 
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2026: Revised 
GVP Module III: 
Pharmacovigilance 
inspections
- published
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2026: Revised 
GVP Module IX: 
Signal 
management
- under sign-off for 
publication



6 Priya Bahri: EU-GVP

2026: Revised 
GVP Annex I: 
Definitions
- under sign-off for 
publication
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2026: Revised 
GVP Module VIII: 
Post-authorisation 
safety studies
- under finalisation



2026 – GVP documents under revision -> 2027

• GVP Module II: Pharmacovigilance System Master File – Release for public 
consultation in Q1 2027  

• GVP Module IV: Pharmacovigilance audits – For public consultation

• GVP Module V: Risk management systems – For public consultation

• GVP Module IV: Collection, management and submission of reports of suspected 
adverse reactions to medicinal products – For public consultation

• GVP Module XV: Safety communication – For public consultation?

• Considerations P.I: Vaccines: For public consultation

• GVP Annex I: Definitions
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Thank you!
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2027 – GVP documents to be developed

• Module VII ADD I on RMM implementation updates in PSURs
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Thank you

Follow us

https://www.linkedin.com/company/european-medicines-agency/
https://www.youtube.com/user/emainfo
https://www.instagram.com/onehealth_eu/
https://bsky.app/profile/ema.europa.eu
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