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21st March 2023, 09:00 - 13:15 (WebEx)

Chair: Marie-Helene Pinheiro

Item

Agenda

A. EMA extended mandate topics

1.

Welcome / Introduction
Marie-Helene Pinheiro, EMA

Medicine shortages and Medical Devices
2.1 Medicines shortages activities
EMA

e Update on iSPOC registration, and Industry’s reporting obligation
compliance for ongoing public health emergencies and ISG
operational group on medicines shortages activities

e 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

EMA
e Update on MDSSG preparation implementation

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

Q&A session (All)

HERA-EMA JICF?2 joint working group on data collection update

Q&A session (All)

! Health Emergency Preparedness and Response Authority
2 Joint Industrial Cooperation Forum

Time

09:00-09:05

09:05-09:55

09:55-10:25

10:25-10:45
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4. Medical Devices expert panels 10:45-11:25
EMA

e Update on Expert panels’ activities
e Update on the medical device manufactures advice pilot

MD Industry

e Update from MD industry expected pipeline submissions to MD Expert
Panels and device expert panels advice pilot

Q&A session (All)
5. Emergency Task Force (ETF) 11:25-11:45

ETF implementation update including preparedness activities

Q&A session (All)
Coffee break 11:45-12:00

B. Other cross-stakeholders strategic topics

6. CTR implementation and ACT EU update 12:00-12:20

Q&A session (All)

7. EMA COVID-19 Lessons Learned activities 12:20-12:40

Q&A session (All)

8. Agile Transformation update 12:40-12:55
Q&A session (All)

9. Outcome from 2022 ISG Survey and Key Industry stakeholder 12:55-13:05
2023 meetings

Q&A session (All)
10. AOB 13:05-13:10

11. Summary of actions and next steps 13:10-13:15

Close of meeting
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