H MA EUROPEAN MEDICINES AGENCY

: SCIENCE MEDICINES HEALTH
Heads of Medicines Agenciss

13 October 2026
EMA/211242/2026

Agenda - HMA-EMA group focused on Al with industry
stakeholders meeting
5 October 2026, 10.30-12.00, 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. Perspectives on medicines regulatory Raja Shankar, ACRO (IQVIA) 15’

contribution to enabling Ai innovation in Europe
3. Data interoperability Henri Jonckheere, Europharm 15’
SMC
4. Update on the AI Guidance Coordination Group  Luis Pinheiro, EMA 5’
5. International collaboration 20’

) Ana Padua, EuropaBio
e Industry perspective

e Update from the Network Joerg Zinserling, BfArM

6. AI guidance in clinical development 25’

) Alison Bond, EUCOPE
e Industry perspective

e Update from the Network Gabriel Westman, MPA

7. AOB and close Joerg Zinserling, BfArM 5’

e Annual multi-stakeholder data forum and Al
workshop: 12-13 November 2026

e Next meeting: 2 February 2027 (13.00-
14.30)
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