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Agenda - 20 Industry Stakeholder Platform — Operation
of EU Pharmacovigilance
13 November 2025, 13:30 - 17:40, Virtual meeting

Co-Chairs: Ulla Wandel Liminga and Evdokia Korakianiti

Item Agenda

1. Welcome and matters arising 13.30 - 13.40
- Ulla Wéndel Liminga and Evdokia Korakianiti 10 min
2. Real World Evidence update 13.40-14.20
- Studies to support regulatory decision (Andrej Segec, EMA) 15 min
- RW metadata catalogue (Katerina-Christina Deli, Stefania Simou, EMA) 15 min
Q&A (All) 10 min

Official address Domenico Scarlattilaan 6 e 1083 HS Amsterdam e The Netherlands
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 n agency of the European Union

© European Medicines Agency, 2025. Reproduction is authorised provided the source is acknowledged.



3. Guidance update 14.20 - 15.25

- Good Pharmacovigilance Practices (EU-GVP) (Priya Bahri, EMA) 20 min
- Modernising GVP modules VI and IX (Marcus Musilek, Amit Kubavat MfE) 10 min
- Off-patent sector perspective on aRRM, FU to 17t platform (Klaudija 10 min
Marijanovic Barac, MfE)
- Non-fixed Drug Combinations & Pharmacovigilance, FU to 19t platform - 15 min
mapping of guidance (Andreia Dinis, EFPIA)
10 min
Q&A (All)
Coffee break 15.25 - 15.35
10 min
4. EudraVigilance updates 15.35 - 16.30
- Challenges in adverse event follow-up reporting (Peter De Veene, EFPIA 20 min

Jjointly with EUCOPE, AESGP, MfE and EuropaBio)

- Termination of the pilot of signal detection by Marketing Authorisation

10 min
Holders (MAHSs) (Eleni Savvaidou, EMA)
- Compliance reports (Tom Paternoster-Howe, EMA) 10 min
Q&A (All) 15 min
5. Update on AI initiatives in the field of PhV 16.30 - 17.15
- EMA perspective (Julie Durand, Luis Pinheiro, EMA) 15 min

- Industry perspective (Andrew Semmes (EUCOPE), Martin Marshall (EFPIA)) 20 min

Q&A (All) 10 min

6. A.O.B 17.15 - 17.30
Drug-device fixed combinations for reporting ADRs/incidents (Graeme Ladds,
Europharm) 15 min

7. Summary and follow-up items 17.30 - 17.40

Close of meeting

- Ulla Wéndel Liminga and Evdokia Korakianiti

END
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