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Overview

March 2022 PCWP-HCPWP joint meeting

« Presentation on: Awareness raising on the development and evaluation of ATMPs

« Authorisation of ATMPs in the EU - Patrick Celis
« How to support & improve patients’ access to ATMPs - Ana Hidalgo-Simon
« Slides and video

« Many questions following the presentation

« Agreed to have follow up webinar on topic

Feedback on ATMP webinar


https://www.ema.europa.eu/en/documents/presentation/presentation-awareness-raising-development-evaluation-atmps-pcelis-ahidalgo-simon-ema_en.pdf
https://youtu.be/8ptjjXUITAU
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Information session on ATMPs

Webinar held on 28 June 2022

e Recorded and published on EMA website and EMA YouTube channel
e Topics included:

Industrially manufactured ATMPs versus hospital manufactured products

e Revision of the Blood, Tissue and Cells legislation expert subgroup
- Pilot to support academic developers of ATMPs

- Support to hospital manufacture of ATMPs via industrial partnerships or governmental funds explain
potential support to academic development and/or ATMP production

- Obstacles to hospital manufacture of ATMPs expert group clarification

Included presentations from patient and HCP representatives on:
Challenges related to medicines manufactured at national level

Feedback on ATMP webinar


https://www.youtube.com/watch?v=9MavNtX0kW8

EUROPEAN MEDICINES AGENCY

Feedback on ATMP info-session/webinar

13 responses to the questionnaire shared via Slido

Almost 100% agreement that:

« role of EMA in the ATMP regulation is clearer following this dedicated session

« format was suitable to address the follow up from ATMP session in March*

« it was helpful to hear from other patients and HCP during this dedicated session
« info sessions such as this are a good format to address other topics in the future

Comments included that more time for discussion would be helpful, request for
involvement of developers and differences between member states

Feedback on ATMP webinar
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Topic specific meetings

ATMPs:

« Launched first in WP meeting and extended via dedicated webinar
« Qutside of margin of working party meetings

« Continued learning and interaction

Model to explore for future webinars and training

Feedback on ATMP webinar
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Any questions?

Further information

[Insert relevant information sources or contact details as applicable.]

Official address Domenico Scarlattilaan 6 « 1083 HS Amsterdam « The Netherlands

Telephone +31 (0)88 781 6000
Send us a question Go to www.ema.europa.eu/contact

Follow us on % @EMA_News



