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Chair: Isabelle Moulon - Head of Medical Information

28 October 2011 — 09:00hrs -15:45hrs - Conference room: 2G

European Medicines Agency - 7, Westferry Circus, Canary Wharf, London E14 4HB

28 October 2011

09:00 Registration and reimbursement arrangements

09:30 Welcome and introduction Isabelle Moulon
(EMA)
Adoption of the agenda

1. Area of involvement in the Agency’s activities

09:35 1.1 Work Programme 2012 For information  Ivana Silva (EMA)

2. Area of PharmacoVigilance

10:00 2.1 Web-based Adverse Drug Reaction Reporting  For information =~ Sabine Brosch (EMA)
and discussion Victoria Newbould
(EMA)

10:45 Coffee Break

11:00 2.2 Effectiveness of Risk Minimisation Activities in  For information Roberto De Lisa
Clinical Practice: exploring two examples and discussion (EMA)
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2.2.1 The case of gadolinium containing Doris Stenver (DKA)
contrast agents for magnetic resonance:
communication practices in EU member
states
e List of questions on Gadolinium-
containing contrast agents for magnetic
resonance : Input from HCPs to the PhVWP

2.2.2 The case of Isotretinoin: compliance Sarah Mee (MHRA)
with the Pregnancy Prevention Program (PPP)
in Europe

e List of questions on Isotretinoin
Pregnancy Prevention Program (PPP): Input
from HCPs to the PhVWP

Panel discussion Experts from HCP
Organisations
12:30 Lunch break
13:30 2.3 Access to EudraVigilance Data — For information =~ Steven Le Meur
Demonstration and discussion (EMA)

14:15 Coffee break
3. Area of Information on Medicines

14:30 3.1 New falsified medicines legislation - What will  For information = Katrin Nodop (EMA)
change for you and discussion

15:15 3.2 Update on the EMA website For information  Sarah Weatherley
(EMA)

15:30 A.O.B.

15:45 End of the meeting
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