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Agenda - 19t Industry Stakeholder Platform — Operation
of EU Pharmacovigilance
15 November 2024, 09:30-13:30, Virtual meeting

Co-Chairs: Ulla Wéndel Liminga and Evdokia Korakianiti

Item Agenda Time

1. Welcome and matters arising 09.30 - 09.40
- Ulla Wéndel Liminga and Evdokia Korakianiti 10 min

2. DARWIN EU and RWE studies in medicines regulation 09.40 - 10.05
Andrej Segec (EMA) 15 min
Q&A (All) 10 min

3. PSUR updates 10.05 - 10.35
- EU network pilot (Maria Escudeiro Santos, Benjamin Pelle, EMA) 10 min
- Frequency aspects (Marta Lopez Fauqued, EMA) 10 min
Q&A (All) 10 min

4. Non-fixed Drug Combinations & Pharmacovigilance 10.35 - 11.00
Magnus Ysander (EFPIA) 15 min
Q&A (All) 10 min
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Coffee break

5. Guidance update

- Pregnancy Labelling guideline update (Dinah Duarte, EMA)

- Good Pharmacovigilance Practices (EU-GVP) - Update (Priya Bahri, EMA)

Q&A (All)

6. AI in PhV update
Julie Durand, Luis Pinheiro (EMA)

Q&A (All)

7. EudraVigilance update
-  Retention of personal data (Rodrigo Postigo, EMA)
- FU cases (Peter de Veene, EUCOPE)
- Proposal to reduce replication of ICSR
(Marcus Musilek, Medicines for Europe)

Q&A (All)

8. A.O.B
Implementing Regulation (EU) No. 520/2012 update
- Georgy Genov (EMA)
Regulation (EU) 2024/568 - changes for PhV procedures

- Mariana Rivera Vargas, Patrick Lopez Fernandez (EMA)

Q&A (All)
9. Summary and follow-up items
Close of meeting

- Ulla Wandel Liminga and Evdokia Korakianiti

END

11.00 - 11.10

10 min

11.10 - 11.40

10 min

10 min

10 min

11.40 - 12.05

15 min

10 min

12.05 - 12.45

10 min

10 min

10 min

10 min

12.45 - 13.20

5 min

15 min

15 min

13.20 - 13.30

10 min
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