EUROPEAN MEDICINES AGENCY

SCIENCE MEDICINES HEALTH

29 June 2017
EMA/337506/2017

Agenda — Update on the implementation of EMA policy on
publication of clinical data (Policy 0070) — Industry
Associations webinar

29 June 2017, 14:00 — 15:30 BST, Meeting room 05-B

Chair: Melanie Carr, Head of Stakeholders and Communication Division ad interim, Head of Corporate
Stakeholders Department, EMA

Item Topic

1. Welcome and introductions M. Carr 10 mins

EMA update on the guidance and related initiatives
e Currents status and upcoming submissions
e Follow up from previous webinar
2. A. Gross 15 mins
e Duplicate submissions
e “Foreign languages” in a redacted package
e Policy 0070 publication vs Policy 043 requests
Topics raised by EFPIA
e Definition of listings out of scope of Phase 1
3. EFPIA 15 mins

e Previously submitted studies in scope

e Processing of information in foreign languages

4. Discussion All 30 mins

Update on the survey on publication of clinical .
5. dat L. Enes 5 mins
ata
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Update on the status of the selection of members . .
6. i ) A M. Dias 5 mins
to the Technical Anonymisation Group

7. Next steps and close of meeting M. Carr 10 mins
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