EUROPEAN MEDICINES AGENCY

SCIENCE MEDICINES HEALTH

20 October 2023
EMA/236061/2023
Stakeholders and Communication Division

Agenda - PCWP/HCPWP and all eligible organisations

meeting
14 and 15 November 2023, Hybrid meeting - WebEx/Room 1D

DAY 1: 14 November, 13:30-18:00 CET, WebEx/Room 1D

Co-Chairs: Juan Garcia-Burgos (EMA), Marko Korenjak (PCWP), Rosa Giuliani (HCPWP)

13:15 Joining and technical checks

13:30 Welcome and introduction to joint meeting Juan Garcia Burgos (EMA)

1. Availability and accessibility of medicines

13:45 1.1. Strengthening the regulatory/HTA interface: Michael Berntgen (EMA)
Update on the support to the HTA Regulation
implementation

Francesca Cerreta (EMA)

14:00 1.2. HTA Stakeholder network Bela Dajka (EC)
Valentina Barbuto (EC)

14:15 Q&A All

14:45 1.3. Update on preparedness Monica Dias (EMA)

Emilija Matelyte (EMA)

15:00 1.4. EU critical medicines list Joao Francisco Ferreira (EMA)

Inga Abed (EMA)

15:15 Q&A All
15:35 Coffee break
16:00 1.5. Restriction of the use of Per- and Polyfluorinated Maria Jesus Alcaraz Tomas (EMA)

Alkyl Substances (PFAS)
16:10 Q&A All
16:20 1.6. Update on repurposing activities Christelle Bouygues (EMA)
16:30 Q&A All



2. COVID
16:40 2.1. Update on COVID - report on lessons learnt
2.2. EMA-Workshop on generating clinical evidence for
treatment and prevention options for Long-COVID
and Post-acute sequelae condition (PASC)

3. Members’ Voice
17:30 3.1. Patient organisation:

e Skills Training for Young Patient Advocates (STYPA)
2023

3.2. Healthcare professional organisation:

e Next generation health guidelines: how to integrate
RWE & EBM

18:00 End of day 1

Melanie Carr (EMA)

Stephanie Buchholz (EMA)

All

Claudia Louati (EPF)

Ioana Agache (EAACI)

All
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Draft Agenda - PCWP/HCPWP and all eligible
organisations meeting

DAY 2: 15 November, 09:00-16:45 CET, WebEx/Room 1D

Co-Chairs: Juan Garcia-Burgos (EMA), Marko Korenjak (PCWP), Rosa Giuliani (HCPWP)

08:45 Joining and technical checks

09:00 Welcome and introduction to joint meeting Juan Garcia Burgos (EMA)
4. Updates from EMA and Scientific Committees

09:10 4.1. 2023 Highlights presentation Maria Mavris (EMA)

Ivana Silva (EMA)

09:20 e COMP Tim Leest /Maria Cavaller Bellaubi
e CAT Mencia de Lemus Belmonte
e CHMP Concha Prieto Yerro
e PDCO Johannes Taminiau

10:10 Coffee break

5. EMA data related initiatives and digitalisation

10:30 5.1. Update on patient experience data Rosa Gonzalez Quevedo (EMA)
5.2. Big Data SG Work Plan Denise Umuhire (EMA)
5.3. DARWIN EU Andrej Segec (EMA)
5.4. Delivering on stakeholders’ requirements for Al Luis Pinheiro (EMA)

11:25 Q&A All

6. Regulatory science and innovation

12:00 6.1. Facilitating innovation in regulatory science: Ralf Herold (EMA)
research needs and multistakeholder collaboration

12:15 Q&A All

12:45 Lunch break

7. Communications
14:00 7.1. Biosimilar medicines Bernard Duggan (HMA)
Rosa Gonzalez Quevedo (EMA)

14:15 Q&A All
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14:30 7.2. Corporate website and accessibility Chris Gadd (EMA)
14:45 Q&A All
15:00 7.3. Collaboration with eligible organisations in the Laure Herold (EMA)

implementation of the social media strategy Monika Benstetter (EMA)

15:10 Q&A All

15:40 Coffee break

8. Members’ Voice

16:00 8.1. Patient organisation:
e Goal Attainment Scaling Frangois Houyez (EURORDIS)
8.2. Healthcare professional organisation:

e Antimicrobial stewardship and public awareness - Marcin Rodzinka-Verhelle (CPME)
CPME survey results

16:20 Q&A All
16:30 AOB Juan Garcia Burgos (EMA)
16:45 End of meeting
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