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Item

Preliminary draft agenda

A. EMA extended mandate topics

1.

Welcome/ Introduction
EMA

ISG Mandate update
EMA

Medicine shortages and Medical Devices
2.1 Medicines shortages activities

- Review activities and discontinuation of the ISG operational
group on medicines shortages
- i-SPOC registration status update

- Joint EMA/HERA exercise on the monitoring of a subset of
antibiotics in preparation for the autumn/winter 2023-2024

- Update on ESMP development progress status and ESMP Road-
map

Q&A session (All)

2.2 Monitoring and mitigating shortages of critical medical
devices in the context of a public health emergency

- Update on the” Critical Medical Devices Shortage Reporting
System” development

- Q&A session (All)

Mins

09:00-09:05

09:05-09:10

09:10-10:10

10:10- 10:40
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4 Medical Devices expert panels 10:40-11:10
-Update on Expert panels’ activities
-Update on the medical device manufactures advice pilot

Q&A session (All)

Coffee break 15 min - 11:10-11:25
B. Other cross-stakeholders strategic topics
5. ACT EU and CTIS update 11:25-11:45

Q&A session (All)
6. Pharmaceutical legislation review 11:45-12:30

Q&A session (All)
7. Transition to new EMA Working Party Governance -status 12:30-12:55
update

Q&A session (All)
8. Quality Innovation Group 12:55-13:15

Q&A session (All)
9. A.O.B or Tour de Table 13:15-13:25

10. Summary of actions and next steps 13:25-13:30
Close of meeting
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