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27 October 2022 
EMA/855037/2022  

Agenda – 17th Industry Stakeholder Platform – Operation 
of EU Pharmacovigilance  
07 November 2022, 09:00-12:30, Virtual meeting 

Co-Chairs: Sabine Straus and Georgy Genov  

 

Item Agenda Time 

1. Welcome and matters arising 

- Sabine Straus and Georgy Genov 

09:00-09:10 

10 min 

2. PSUR: Adherence to PRAC recommendations for NAPs 

- Cristina Hentea, Jelena Rebernisak, Medicines for Europe jointly with EFPIA 
and AESGP  

Q&A (All)  

09:10-09:40 

20 min 

10 min 

3. Good Pharmacovigilance Practices (EU-GVP) - Update 

- incl. status of digital aRMM 

- Priya Bahri, EMA 

Q&A (All) 

09:40-10:05 

15 min 

10 min 

 Coffee break 10:05-10:15 

10 min 

4. Update on PRAC Impact Strategy (Rev. 2) and impact research 
projects 

- Thomas Goedecke, EMA 

Q&A (All) 

10:15-10:40 

15 min 
 

10 min 



 
 
Agenda – 17th Industry Stakeholder Platform – Operation of EU Pharmacovigilance   
EMA/855037/2022 
 

Page 2/3

 
 

5. Access of the off-patent sector to aRMMs & follow up questionnaires 
of the reference products  

- Klaudija Marijanovic Barac, Medicines for Europe 

Q&A (All) 

10:40-11:10 

20 min 

10 min 

6. PSUR frequencies for active substances with DLP 2025 based on a 
risk-based approach 

 - Marta Lopez Fauqued, EMA 

Q&A (All) 

11:10-11:40 

20 mins  

10 min 

 

7. PASS update  

- Guy Demol, EFPIA jointly with Medicines for Europe  

Q&A (All) 

11:40-12:10 

20 min 

10 min 

8. Summary and follow-up items 

Close of meeting 

- Sabine Straus and Georgy Genov 

END 

 

12:10-12:30 

20 min 
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