Clinical Trials Directive Re-opening: Concrete orientations to
increase the European biomedical research competitiveness for
the benefit of patients

An exchange of views to prepare the forthcoming reopening of the
Clinical Trials Directive 2001/20/CE

European Parliament, June 22, 2011 - Room: “Salon des Membres”*
12.30 - 14.00

Chair: Pr. Philippe JUVIN, MD, PhD
MEP, Group of the European People's Party

Member of the Committee on the Environment, Public Health and Food Safety

12:15 Registration
12:30 - 12:35 Welcome by Pr. Philippe Juvin, MD, PhD, MEP
12:35 - 12:40 Consultation state of play by Andrzej Rys, Director Health

systems and products, DG SANCO

12:40 - 13:00 How to better harmonise/rationalise the technico scientific
administrative process of Clinical Trials?

13:00 — 13:20 How to adapt the regulatory oversight to a clinical Trials risk
based approach?

13:20 — 13:40 How to facilitate access to information and capacity building
for patients?

13:40 — 14:00 Conclusions & Next Steps by Pr. Philippe Juvin

participating organisations include:

efpia
FEAM

Federation of the European

Academies  of - Medicine *lunch is kindly offered by sanofi
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