European network of paediatric research EUROPEAN MEDICINES AGENCY

at the European Medicines Agency SCIENCE MEDICINES HEALTH

Agenda - Enpr-EMA Coordinating Group meeting
Date: 30 June 2022; 14:00-15:30 CEST,; via Webex

Chairpersons: Pirkko Lepola / Gunter Egger
Agenda Topic leader Time

OPEN SESSION (with participation of
industry observer members)

Adoption of agenda Pirkko Lepola For adoption 1’

Overview of Enpr-EMA working groups (WG) Gunter Egger / For information 4’
Pirkko Lepola

e WG on international collaboration >
e WG on research staff

e WG on off-label evidence

e WG on inclusion of paediatric patients
in trials across countries

Overview of other activities: Gunter Egger / For information 5’

Pirkko Lepola
e Linking up with “Accelerating Clinical o

Trials in the EU” (ACT EU): for better
clinical trials that address patients’
needs

e Collaboration with Multi-Regional
Clinical Trials Center (MRCT) of
Brigham and Women’s Hospital and
Harvard (e.g. trial information
brochures, webinars)

Topic proposals for f2f meeting and beyond: Pirkko Lepola / For discussion 20’
Gunter E
e Trial site standards All;m er Egger /

e Call for topic proposals for network
specific slot at the annual f2f meeting

e Call for topic proposals for industry
slot at the annual f2f meeting
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Agenda Topic leader Time

CLOSED SESSION (without participation of
industry observer members)

Endorsement of newly received or updated Gunter Egger For adoption 5’
applications for Enpr-EMA membership

Enpr-EMA membership and coordinating Pirkko Lepola For discussion 45’
group composition:

e How to manage “double-
membership” of networks like
currently those part of
conect4children (c4c)

e How to ensure equal voice / influence
/ representation of networks ->
future structure and memberships

e Call for feedback on Enpr-EMA self-
assessment form for membership
application

Election of chairperson of coordinating group  Gunter Egger For information 5’
at f2f meeting in October 2022

AOB All 5’

End of meeting



