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Item Preliminary draft agenda Mins*

1. 1.1 Welcome/Introduction 09:30-09:45

1.2 Actions arising from previous meetings and other updates

Implementation of legislative requirements
2. Revised pharmaceutical legislation (H) 09:45-10:25

Update from the EMA on the implementation of the revised
pharmaceutical legislation

3. Roll-out ePI vaccine Q4 2026 (H) 10:25-10:50
4. Harmonisation of shortages root cause terminology (H) 10:50-11:15
Coffee break (11:15-11:25)

5. Medical Devices expert panels (MD) 11:25-11:50
6. Regulatory/HTA interface under the HTA Regulation (H+MD) 11:50-12:15
Other topics of strategic interest
7. Update on COMBO (H+MD) 12:15-12:40
8. Instrument for Pre-accession Assistance (IPA) plans with 12:40-13:05

candidate countries (H+V)

9. End of the meeting 13:05-13:10
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