H MA EUROPEAN MEDICINES AGENCY
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EMA/94337/2026

Agenda - HMA-EMA group focused on Al with industry
stakeholders
2 June 2026, 13.00-14.30, virtual

Co-Chairs: Joerg Zinserling (BfArM), Peter Arlett (EMA)

Item Preliminary draft agenda Speakers Time
1. Welcome and adoption of draft agenda Peter Arlett, EMA 5°

2. NDSG workplan AI workstream: progress update Francois Domergue, EMA 10’
3. AI guidance in clinical development 25’

Gabriel Westman, MPA
e Update from the Network

e Industry perspective Alison Bond, EUCOPE
i ) All
e Open discussion
4. AI guidance in pharmacovigilance 25’
Julie Durand, EMA & Jean-
e Update from the Network Michel Dogne, FAMHP&PRAC

e Indust erspective
ustry perspectiv Thomas Brookland, EFPIA

e Open discussion All

5. International collaboration 15’
Joerg Zinserling, BfArM &
Luis Pinheiro, EMA
e Industry perspective Ana Padua, EuropaBio
All

e Update from the Network

e Open discussion
6. AOB and close Joerg Zinserling, BfArM 10’

e Next meeting: 5 October (10.30-12.00)

e Annual multi-stakeholder data forum and Al
workshop: 12-13 November
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