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Chairperson: Peter Arlett

Time Item Name
09.30 1. General Matters
1.1 Welcome and introductory remarks Chair
1.2 Adoption of agenda
09.40 2. Report from the Steering Group & Working Groups
2.1 Report from ENCePP SG Deputy Chair
2.2 Reports from ENCePP Working Group Chairs WG Chairs
~10.30 COFFEE BREAK (30 minutes)

Break-out session: ENCePP HTA Task Force (Room 3C)

11.00 3. Implementation of PV legislation in practice
3.1 The EU PAS register X. Kurz
3.2 ADR reporting S. Perez-Gutthann
3.3 Open Discussion All
12.00 4. IMI Joint Undertaking
4.1 IMI JU: Highlights to date & longer-term perspectives Hugh Laverty
4.2 Open Discussion
~13.00 LUNCH (60 minutes)
14.00 5. Methodologies
5.1 Special Populations — Pregnancy
e Maternal medication and pregnancy outcomes M. Artama
e Different studies designs for signal detection and L. de Jong-van den Berg
signal evaluations in pregnancy
15.00 COFFEE BREAK (15 minutes)
15.15 e EUROmMediCAT: first results from an FP7 programme to C. de Vries

evaluate medicines in pregnancy
5.2 Panel Discussion

16.00 A.O0.B Chair
16.15 Summary of discussions & next steps Chair
16.30 Close of meeting
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