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Objectives of the project

Clarify needs for
advice to sponsors
and needs for
exchange of best
practice among
assessors (CA,
ethics)

Analyse where
needs are covered
by existing advice
formats/assessors’

fora and where

there are gaps
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Propose how gaps
could be addressed

7/7/2026



@ EMA

EUROPEAN MEDICINES AGENCY

Timelines and progress
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Ongoing activities and next steps

« The 2 surveys to sponsors and authorities/ethics committees/ notified bodies have
been completed, and the analysis of the results is ongoing

« A draft report based on the available material from literature, project group
meetings, stakeholder workshop and survey results has been initiated

« Next stakeholder meeting to discuss the identified gaps planned for end of
September (TBC)

« Development of the proposals to cover the identified needs and gaps Oct-Q1 2027;
this phase will also include a stakeholder meeting
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Thank you

Any questions

Stiina.aarum@ema.europa.eu

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
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