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Office of the Center Director

Jeffrey Shuren, M.D., JD, Director (Acting)
Lilian Gif), D.P.A,, Senlor Assoclata Director
Vacant, Associate Diractor for Regulations and Policy
Jonathan Sackner-Bernstein, M.D., Associate Director for Postmarket Operations
Ruth McKee, Assoclate Director for Management

CDRH Ombudsman
Les Welnstein, J.D.

Office of Office of Device Office of Office of
Compliance Evaluation Management Surveiltance &
Timothy A. Ulatowskd Donna-Bea Tillman, Ph.D. Operations Blometrics

Frank Benedett! Susan N. Gardner, Ph.D.

Office of

Communication, Office of In Vitro Office of Sclence &
Education, & Diagnostic Device Engineering Laboratories
Radiation Evaluation Steve Pollack, PhD

Programs & Safety
Lynne L. Rice Alberto Gutierrez, PhD
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Legislation

Advanced Therapies

Science

Medical Tissue " Celi Therapy Gene Therapy Biotech Pharmaceuticals
Devices Engineering (e.g. insulin) (e.g. aspirin)
NEW Committee for CHMP
Advanced Therapies expertise
(CAT)

Specific expertise

6 EEQLELEMRBELOXry TOBEL (CAT EEBIRME)

IRV
fls

CAT should covers
the acientific areas
relevant to
advanced therapies,
including: '
- Medical devices

@42 ethaantly
~Tissue
engineering,
- Gene therapy,
- Cell therapy,
- Biotechnology,
- Surgery,
Pharmacovigilance,
- Risk management
and
- Ethics.

[Realal 98 At 23

From s AR
National Carmpeten autharities + 98"

7 EMAZBERZEES(CAT)OHAE (CAT BXHIRED

Members and their alternates, as of February 2010, of the European Commitiee for Advanced
Therapies (CAT) are outlined below. Full details of each member, including contact details,
are available from the European Medicines Agency website {see Further information).

« CAT Chairman: Christian K. Schneider
+ CAT Vice-Chairperson: Paula Satmikangas

« European Conmission representative: Maria-Angeles Figuerola-Santos

* European Medicines Agency and CAT Scientific Secretariat: Lucia D'Apote

» European Medicines Agency and CAT Secretariat: Olga Oliver-Diaz
» Paul-Ehdich-Institut and CAT Scientific Secretariat: Isabel Biittet
* European Medicines Agency and CAT Scientific Secretariat: Patrick Celis

Country/Organization Representative

Alternate

Members nominated from within the Conunittee for Medicinal Products for Human Use

Lithuania Romaldas Magiulaitis Jolanta Gulbinovic
Luxembourg Jean-Louiis Robert Guy Berchem

Portugal Beatriz Silva Lima Margarida Menezes-Ferreira
Spain Sol Ruiz Marcos Timon

Members nominated by member states

Austria Bernd Jitma llona G. Reischt
Belgium Bruno Flamion Claire Beuneu

Bulgaria Lyubina Racheva Todorova Rosen Georgiev
Cyprus : Anna Paphitou Maria Vassiliou

Czech Republic ivana Haunerova Alena Pychova
Denmark Awaiting nomination Mette Clausen

Estonia Toivo Maimets Awaiting nomination
Finland Paula Salmikangas Taina Methuen

France Jean-Hugues Trouvin Sophie Lucas

Germany Egbert Flory Martina Schiissler-Lenz
Greece Asterios Tsiftsoglou Vasileios Kokkas
Hungary Balazs Sarkadli 2Zsuzsanna Buzas
lceland Kolbeinn Gudmundsson Awaiting nomination
treland Maura Q'Donovan Niall MacAleenan

Italy Giovanni Migliaccio Maria Cristina Galli
Latvia Janis Ancans Ajja Ling

Mala Anthony Samuel( Awaiting nomination
Netherlands Johannes H. Ovelgdnne Awaiting nomination
Norway Marit Hystad Awaiting nomination
Poland Andrzej Mariusz Fal Mariusz Fraczek
Romania Anca Steta Moraru Nela Vilceanu

Slovakia Peter Turgani Mikulas Rrubisko
Slovenia Robert Zorec Petra Marinko

Sweden Lennart Akerblom Wing Cheng

United Kingdom Copalan Narayanan George Andrew Crosbie
Mentbers repre ing patient organizatl

EGAN Alastair Kent Nick Meade
EURORDIS Fabrizia Bignami Michelino Lipucci cli Paola
Members representing clinictans

ESGCT ). George Dickson Thierry VandenDriessche
EBMT Dietger Niederwieser Per Ljungman
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EBMT, Europeon Group for Blood and Marrow Transplantations; EGAN, European Genetic Alliances’ Network,
ESGCT, European Society of Gene and Celt Therapy; EURORDIS, Evropean Organisation for Rare Diseases.
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I. ORGANISATIONAL SHEET Q
afssaps =

Blological: -
Medicinal
- . products

Characteristics : large scope (products/ activities)

Integrated structure : products assessment and vigilance connected in the same structure

3 , DEPB ENGLISH 2009

18 AFSSAPS &MBAIFEOHEEE (AFSSAPS 1R1%)

94





