EUROPEAN MEDICINES AGENCY

SCIENCE MEDICINES HEALTH

EMA/266811/2023
9th June 2023

Agenda - 10" Meeting of the industry stakeholder platform on the operation
of the centralised procedure for human medicines.
27% June 2023, C.E.T.: 09:30-13:30 virtual meeting: WebEx

Chair: Alberto Gafan Jiménez

Item Preliminary Draft Agenda

Welcome / Introductions

1. Expansion of OPEN framework to other type of products
Focus Group on Regulatory Reliance

2. ePI

3. Update on Policy 0070

4. Update on CHMP AR Revamp project

5. Scientific Committees organisational aspects post EMA business continuity plan (BCP)
6. Update on RMP publication

7. Update on submission predictability focus group

8. Patient engagement: from a patient centric drug development to authorisation

Summary of follow-up item
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