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& (somatic cell therapy products)id,
B OERMB L UEREE L LR,
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FfE (BEFLSOE ), FIRE

(BipEak) oMot F TOEM) %
BT a8, ERASh MRS THRan
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e NERLAREKEELT) BHEE
& BEBE) a3a=f—varv Ry
FT—% 78 EEE) 05 >0HE
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WRIT1EOLEHY 50,000 2—f2
BELHEEEND (Dr. Purves MEREEIZ X
%)

(3) CAT DAEHS
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JRTE

Dr. John Purves (Head of Sector, Quality of Medicines, Pre Authorisation Unit)
Dr. Nick Gate (Specialized Group Leader, Quality of Medicines Sector, Pre
Authorisation Unit)

Dr. Patrick Celis (CAT, Scientific Administrator, Quality of Medicines Sector, Pre
Authorisation Unit)

Dr. Lucia D' Apote (Scientific Administrator, Regulatory Affairs & Organisational
Support Sector, Post Authorisation Human Unit)

Dr. Elisa Pedone (Scientific Administrator, Quality of Medicines Sector, Pre-
Authorisation Human Unit)

Dr. Marie Helene Pinheiro (Scientific Administrator, Regulatory Affairs Post
Authorisation Human Unit)

Legislation

Advanced Therapies
Science — = —

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

Specific expertise

Fig.1 Bridging the gap between medicinal products and medical devices




CAT should covers
the scientific areas
relevant to
advanced therapies,

including:
- Medical devices

1202 @t leant]y
- Tissue
engineering,
- Gene therapy,

- Cell therapy,

- Biotechnology,

- Surgery,
Pharmacovigilance,
- Risk management
and

- Ethics.

[Recital 9 & Art 21]

Fig.2 Composition of CAT

Fig.3 Fields of expertise within CAT Members and Alternates



EXECUTIVE DIRECTOR

\ Execulive support

Legal secior

Sanior medical officer

|

|

{ Internal Audil {
I | |
PRE-AUTHORISATION || POST-AUTHORISATION VETERINARY ! COMMUNICATIONS ADMINISTRATION
EVALUATION OF EVALUATION OF MEDICINES AND NETWORKING
MEDICINES FOR MEDICINES FOR | AND INSPECTIONS
HUMAN USE HUMAN USE |

—— Scienlilic advice and
orphan drugs

—— Quaity of medicines

—— Galety and eMicacy
of medicines

Rogulatory affairs and
organisational support

Pharmacovigilance and
risk management

Posl-authonsation salely
and elficacy of medicines

Medical information

I Velterinary marketing
authorisabon procedures

Salety of veterinary
medicines

—— Inspections

[ Documen management
and publishing

— Meeling management
and conlerences

— Project management

'— Informaton technology

Fig.4 EMEA Organigramme

Peer review by 1 CHMP
member 1 (or more) CAT
member(s)

CHMP Co-ordinator(s) responsible for flow
of information between CAT & CHMP +
discussion/adoption of opinion at CHMP

—— Personnel and budgel

— Infraskuclure services

l— Accounting

Fig.5 CAT-CHMP Assessment Teams and Committees’ interactions




Supplement— CAT Members

Chair

o Christian Schneider [RGJ}

Head of Division EU Cooperation/Microbiology Paul-Ehrlich-Institut Federal

Agency for Sera and Vaccines
Paul-Ehrlich-Institut
Paul-Ehrlich-Str, 51-59
D-63225 Langen

GERMANY

Tel: +49 6103 773700

Fax: +49 6103 771251
PE]-CAT(upei.de

Vice-chair

e Paula Salmikangas Q3

Senlor Researcher
Laakelaitos

P.O.Box 55
Mannerheiminitie 103b
00301 Helsinki

FINLAND

Tel: +358 9 47334356
Fax: +358 9 47334350
pauia.sairnth_arlgas;'rnaw_wi

Members nominated from within the CHMP

Representatives

Alternates

Denmark » Steffen Thirstrup I3

Lazgemiddelstyrelsen
Axel Heldes Gade 1
2300 Kebenhavn S
DENMARK

Tel: +45 44 889187
Fax: +45 44 889376
sth@dkma.dk

Lithuania

apsaugos ministerijos

State Medicines Contrel Agency

« Romaldas Matiulaitis I}
State Medicines Control Agency
Valstybiné valisty kentrolés tarnyba
prie Lietuvos Respublikos svelkatos
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e Mette Clausen QI3

Biologlcal Assessor
Lageml|ddelstyrelsen
Axel Heldes Gade 1
2300 Kgbenhavn S
DENMARK

Tel: +45 44 889245
Fax: +45 44 889232
mel@dkma.dk

o Jolanta Gulbinovic I

Vilnius University
Santariskiu 2

08661 Viinius
LITHUANIA

Tel: +370 5 2365013




220 Savanoriu pr,

Kaunas 3000

LITHUANIA

Tel: +370 37 408406

Fax: +370 37 408406
RomaldasMaciulaitis @vvkt.|t

Fax: +370 5 2687009
jolanta.gulbinovicitsanta.lt

Portugal Beatriz Silva Lima Q@3 ¢ Margarida Menezes-Ferreira Q3
Portugal
INFARMED - Autcridade Nacional do INFARMED - Autoridade Nacional
Medicamento e Produtos de Salde, do Medicamento e Produtos de
I.F. Saude, 1.P.
Parque de Salde de Lisboa Parque de Saude de Lisboa
Avenida do Brasil, 53 Avenida do Brasil, 53
1749-004 Lisboa 1749-004 Lisboa
PORTUGAL PORTUGAL
Tel: +351 21 7985202 Tel: +351 21 7985251
Fax: +351 21 7987255 Fax: +351 21 7987369
beatrizlimainetcabo.pt margarida.menezes@infarmed.pt
Spain Sol Ruiz Q& * Marcos Timén [ZE

Agencia Espafiola de Medicamentos y
Productos Sanitarios

Parque Empresarial Las Mercedes
Edificio 8

C/Campezo 1

28022 Madrid

SPAIN

Tel: +34 91 8225822

Fax: +34 91 8225892

sruiziuagemed.es

Agencia Espafiola de
Medicamentos y Productos
Sanitarios

Parque Empresarial Las
Mercedes

Edlficlo B

C/Campezo 1

28022 Madrid

SPAIN

Tel: +34 915 967882
mtimon@agemed.es

Members nominated by Member States

Representatives

Alternates

Austria e Bernd Jima @3 e llona G. Reischl Q)
Medical University of Vienna AGES PharmMed
Department of Clinical Pharmacology Schnirchgasse 9
Wahringerglrtel 18-20 . 1030 Vienna
1090 Vienna AUSTRIA
AUSTRIA Tel: +43 50555 36820
Tel: +43 1 404002981 Fax: +43 50555 36809
Fax: +43 1 404002998 llona,reischl@ages.at
bernd.jilma@meduniwien.ac.at
Belgium Bruno Flamion G} e Claire Beuneu @[3
Federaal Agentschap voor Non clinical assessor
Geneesmiddelen en Federaal Agentschap voor
Gezondheldsproducten - Agence Geneesmiddelen en
Fédérale des Médicaments et des Gezondheidsproducten - Agence
Produits de Sant& Fédérale des Médicaments et des
Eurostation Blok 2 Prodults de Santé
Victor Hortapleln 40 bus 40 Eurostation Blok 2
Eurostation Bloc 2 - 8D030 Victor Hortaplein 40 bus 40
place Victor Horta, 40 / 40 Eurostation Bloc 2 - 8D030
B-1060 Brussels - Bruxelles place Victor Horta, 40 / 40
BELGIUM B-1060 Brussels - Bruxelles
Tel: +32 81 724332 BELGIUM
Fax: +32 81 724329 Tel: +32 2 5248285
bflamign@fundp.ac.be Fax: +32 2 5248083
¢claire.beuneu@fagg.be
Bulgaria Lyubina Racheva Todorova 3 e Rosen Georglev [JE
WNanbnHUTeNHa areHyva no ManenHUTeNHa areHuMa no
nekapcrearta nekapcrearta
26 Yanko Sakazov Blvd 26 Yanko Sakazov Blvd
1504 Sofla 1504 Sofia
BULGARIA BULGARIA
Tel: +359 2 9442588 Tel: $359888497762
Fax: 4359 2 9434487 Fax: +35929434487
lyubina.racheva@bda.bg rosgeorglev@yahoo.com
Cyprus
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e Anna Paphitou Q3 » Maria Vassiliou I

Ministry of Health Minlistry of Health
7-9 Larnacos Avenue 7-9 Larnacos Avenue
1475 Nicosia 1475 Nicosia
CYPRUS CYPRUS
Tel: +357 22 407116 Tel: +357 22 407175
Fax: +357 22 407149 Fax: +357 22 407149
hitoutuphs.moh.gov.c myasiliou 1gh.gov.cy
Czech e lvana Haunerova Q3 s Alena Pychova Q3
Republic Statnl Gstav pro kontrolu lé&lv Pharmaceutical Assessor
Srobdrova 48 Statnl ustav pro kontrolu |éélv
100 41 Praha 10 Srobdrova 48
CZECH REPUBLIC 100 41 Praha 10
Tel: +420 2 72185841 CZECH REPUBLIC
Fax: +420 2 71732377 Tel: +420 272 185212
ivana.haunerovadsukl.cz alena.pychovalsukl.cz
Estonia e Tolve Maimets Q3 e Agu Teeveer QI3
University of Tartu Head of Dep.
Riia 23 Ravimiamet
51010 Tartu 1 Nooruse Street
ESTONIA 50411 Tartu
Tel: +372 737 5028 ESTONIA
Fax: +372 742 0286 Tel: +37 273 74140
Teive.Maimetsiwut.ee Fax: +37 273 74142
agu.teeveerfuravimiamet.ee
Finland e Paula Salmikangas QG e Taina Methuen QG
Senlor Researcher Lédkelaltos
L&&kelaitos . P.O.Box 55
P.O.Box 55 Mannerheiminitie 103b
Mannerheiminitie 103b 00301 Helsinkl
00301 Helsinki FINLAND
FINLAND Tel: +358 9 4733 4412
Tel: +358 9 47334356 taina.methuentnam.fi
Fax: +358 9 47334350
paula.salmikangasiéinam.fi
France e Jean-Hugues Trouvin Q3 * Sophie Lucas 3G
Agence Generale des Equipements et Agence Francgaise de Sécurité
Produits de Sante - Etablissement Sanitaire des Produits de Santé
Pharmaceutique des Hopitaux de 143-147 boulevard Anatole
Paris (AGEPS-EPHP) France
7 Rue du Fer & Moulin BP 09 93285 Saint-Denls Cedex
75221 Paris Cedex 05 FRANCE
FRANCE Tel: +33 1 55873512
Tel: +33 1 46691537 Fax: +33 1 55873492
jean- sophie.lucas-
hugues.trouvindafssaps.sante.fr samuelafssaps.sante.fr
Germany e Nominaticn Awaited e Egbert Flory @)
Head of Section Somatic Cell
Therapeutics

Paul-Ehrlich-Institut
Paul-Ehrlich Strasse 51-59
D-63225 Langen
GERMANY

Tel: +49 6103 775205
Fax: +49 6103 771255
floegifipei.de

Greece » Asterios Tsiftsoglou QI » Vasilelos Kokkas [}
Aristotle University of Thessaloniki Aristctle University of
School of Health Thessaloniki
Lab of Pharmacology Panepistimioupoll APTH
54124 Thessaloniki 541 24 Thessaloniki
GREECE GREECE
Tel: +30 23 10997631 Tel: +30 2310 959324
Fax: +30 23 10997618 Fax: +30 2310 999303
;g"rﬁ pharm.auth.gr kokkasba@wmed.auth.gr
Hungary o Baldzs Sarkadl Q@3 s Nomination Awaited

National Blood Service
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Dioszegi 64

1113 Budapest

HUNGARY

Tel: 436 1 3724326

Fax: +36 1 3724353
sarkadi@biomembrane.hu

Iceland Kolbeinn Gudmundsson @2 Nomination Awaited
Clinical Assessor
Lyfjastefnun
Eidistorg 13-15
15-170 Seltjarnarnes
ICELAND
Tel: +354 520 2100
Fax: +354 520 2100
kolbeinn@imca.i
Ireland Maura O'Donovan @0 Niall MacAleenan 3
Bord Lelgheasra na hEireann Pre-market Evaluation Manager
Kevin O'Malley House Bord Leigheasra na hEireann
The Earlsfort Centre Kevin O'Malley House
Earlsfort Terrace The Earlsfort Centre
2 Dublin Earlsfort Terrace
IRELAND 2 Dublin
Tel: +353 1676 4971 IRELAND
Fax: +353 1676 7836 Tel: +353 1 6764971
maura.odonovan@imb.ie niall.macaleenan@imb.ie
Italy Glovann! Migliaccio [J[E Maria Cristina Galli I3
Agenzia Itallana del Farmaco Instituto Superiore di Sanita
Via della Slerra Nevada 60 Viale Regina Elena, 299
00144 Roma 00161 Rome
ITALY ITALY
Tel: +39 06 49902576 Tel: +3% 06 43902780
Fax: +39 06 49387143 Fax: +39 06 49387143/2530
migliagi@iss.it me.gallidiss.it
Latvia Janis Ancans @33 Alja Liné QI3
Paula Stradins Clinical University Latvian Blomedical Research and
Hospital Study Centre
LV 1002 Riga Ratsupites Iela 1
LATVIA LV 1067 Riga
Tel: +37 1 26494422 LATVIA
Fax: +37 1 67034868 Tel: +371 6 7808208
janis.ancanslu.lv Fax: +371 6 7442407
jac@biomed.lu.lv
Luxembourg Guy Berchem Q& Nomination Awalted
Centre Hospitalier de Luxembourg
4 rue E Barblé
1210 Luxembourg
LUXEMBOURG
Tel: +352 441 12084
Fax: +352 441 215
berchem.guy@chl.lu
Malta Anthony Samuel 3G} Nomination Awalted

Mater Dei Hospital
B'Kara Bypass
Tal-Qreqq

MSD2090 Msida

MALTA

Tel: +356 2545 6748
Fax: +356 2545 6748
antheny.samuel@goy.mt

Netherlands

Hans Ovelgénne Q3

Rijksinstituut voor Volkgezondheid en
Milieu

Antonie van leeuwenhoeklaan 9
3720 BA Bilthoven

NETHERLANDS

Tel: +31 30 2744551

Fax: +31 30 2744422
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hans ovelgonned@rivm.nl

Norway e Marit Hystad 33 e Nomination Awaited
Clinical Assessor
Statens Legemiddelverk
Sven Oftedals vel 6
N-0950 Oslo
NORWAY
Tel: +47 22 857700
marit.hystadi@noma.no
Poland e Andrzej Marfusz Fal @3 e Tomasz Krzysztof Chwalinski @
Wroclaw Medical University D]
Pasteura 1 The Marla Sklodowska-Curie
ggaspfnwmc'aw Memeorial Cancer Center and
Institute of Oncolo
Tel: +48 71 7332414 Roentgena 5 gl
Fax: +48 71 7956424 02781 Warszawa
amfal@pro.onet.pl POLAND
Tel: +48 22 8946243
pepin@col.waw.pl
Romania e Anca Stela Moraru & e Nela Vilceanu Q3
AGENTIA NATICNALA A AGENTIA NATIONALA A
MEDICAMENTULUI MEDICAMENTULUI
Str. Aviator S&ndtescu 48 Aviator Sanatescu Str 48
Sector 1 Sector 1
011478 Bucharest 011478 Bucharest
ROMANIA ROMANIA
Tel: +40 21 3171102 Tel: +40 2 13161079
Fax: +40 21 3162178 Fax: +40 2 13163497
anca.merarufianm.ro nela,vilceanuf@anm.ro
Slovakia o Peter Turcédni I3 e Mikulds Hrubisko QI3
Faculty of Pharmacy Comenius Slovenska Zdravotnicka
University Univerzita
Odbojarov 10 Limbova 12-14
832 32 Bratislava 83303 Bratislava
SLOVAK REPUBLIC SLOVAK REPUBLIC
peter.turcanigfufaneba,sk Tel: +421 2 68673243
Fax: +421 2 63532167
hrubisko@@npba.sk
Slovenia e Robert Zorec 3} o Petra Marinko QI3
Unlverza v Ljubljani Head of Sector
Medicinska fakultete Javna agencija Republike
Zalo3ka 4 Slovenije za zdravila in
1000 Ljubljana medicinske pripomoéke
SLOVENIA Ptujska ulica 21
Tel: +38 61 5437080 SI - 1000 Ljubljana
Fax: +38 61 5437036 SLOVENIA
robert.zorecimf.uni-lj.s! Tel: +386 8 2000500
Fax: +386 8 2000 510
petra.marinkoi@jazmp.si
Sweden » Lennart Akerblom Q3 e Wing Cheng QA
L&kemedelsverket L&kemedelsverket
Dag Hammarskjslds vég 42 Box 26
751 83 Uppsala 751 03 Uppsala
SWEDEN SWEDEN
Tel: +46 18 174753 Tel: +4618174600
Fax: +46 18 548566 Fax: +4618503115
lennart.akerblom@mpa.se wing.cheng@mpa.se
United e Gopalan Narayanan QG » George Andrew Crosbie JJ
Kingdom Medicines and Healthcare products Medicines and Healthcare

Regulatory Agency
Market Towers

1 Nine Eims Lane
Vauxhall

London

SW8 5NQ

UNITED KINGDOM
Tel: +44 20 70842296
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products Regulatory Agency
Market Towers

1 Nine Elms Lane

Vauxhall

London

SW8 5NQ

UNITED KINGDOM

Tel: 442070843283



