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Draft Agenda - Follow-up stakeholder meeting on the
implementation of EMA policy 0070 (on the publication of
clinical data)

7 September 2015, 13:00 to 16:00 BST, Meeting Room 02-A

Chair: Noel Wathion, Chief Policy Adviser, Head of Stakeholders and Communication Division (ad
interim), EMA

Item Topic Name Time
1. Welcome and introduction N. Wathion 13:00
2. Key aspects related to the submission of clinical reports for  F. Nuttall / 13:10
publication A-S. Henry-Eude
Discussion All 13:25
3. Commercially Confidential Information (CCI) A-S. Henry-Eude 14:00

e Revised draft Guidance on redacting CCI in clinical

reports
Discussion All 14:15
4. Anonymisation of clinical reports M. Dias 14:45

e Revised draft Guidance on anonymisation of clinical
reports for the purpose of publication

e Anonymisation report template

Discussion All 15:00
5. Additional comments from audience All 15:30
Discussion
6. Close of meeting N. Wathion 16:00
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