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DEPARTMENT OF HEALTH AND HUMAN SERVICES
FOOD AND DRUG ADMINISTRATION
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AND BUDGET

DEPUTY (
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Jorwt W Tapioe 1
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QOFFICE OF THE COMMISSIONER
COMMISSIONER CF FOOD AND DRUGS
Margaret A. Hamburg, M0,

PRINCIPAL DEPUTY COMMISSIONER
Joshua M. Sharistein, M.D.

1

OFFICE OF WOMEN'S HEALTH
OIRECTOR
i LN, A O,

GOFFICE OF THE CHEF COUNSELZ]
CH¥EF COUNSEL
Rspn S Tyler, JD

OFFICE OF THE ADMINISTRATIVE
LAW JUDGE'
Carsel J. Davisson 2D

Main Tele: 301-796-5000
Fax: 301-847-3531
10803 New Hampshlire Avenue

WH.2297
Silver Spring, MD 20993-0002

OFFICE OF SPECIAL MEDICAL
. ""'gg"”‘m OFFICE OF EMTERMNAL nr:_;\_:u
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JI#amer {(Actng) Um
T 1 1 1
DFFICE OF ADMINISTRATION
OFFICE OF THE CHIEF SCIENTIST OFFICE OF INTERNATIONAL OFFICE OF EQ! UA\
PROGRAMS CHIEF FINANCIAL DFFICER EMPLOYMENT
OFFICE OF FOODS CHIEF SCIENTIST AND me T COMIMSSIONER OFFORTUNITY & DIVERBITY
DEPUTY COMMISSIONER FOR DEPUTY COMMIESIONER Russelld Abboit F = MAHAGEMENT
DEPUTY COMMISSIONER SCIENGCE AHD PUBLIC HEALTH Muray Lumgtin, kM O DIRECTOR
Mchael R Taylor JD. Jebie Goodman, MO, MPH {(Acing) b ASSOCIATE Mooea Davy ehzyng}
ASSOCIATE COMMISSICHER Gownvias Bartel (ATLng} -
Wary Lou Valoer
4
L]
Gl
FICE OF [cenTER Foa mmnm\' MNATIOMAL CENTER FOR CENTER FOR BRUG
SAFETY & APPLIED CEMNTER FOR DEVICES & CENTER FOR BIOLOGICS CENTERFOR TOBACCO
REGULATORY AFFAIRS HUTRTION TOXICOLOGICAL EVALUATION AND RADIOLOGICAL HEALTH EVALUATION RESEARCH PRODUCTS
ASS0CIATE DIIE&‘I'OR
DIRECTOR DIRECTOR DIRECTOR DIREGTOR
COMMISSDNER e i Duannam, IRECTOR DIRECTOR ek hon, rence Daylon, 5 PH
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! Reporis Directly 1o the Secretary, HHS
?Reports to the Genaral Counsel of the HHS,

adgvises the Commissioner of Food and Drugs

Kd’\@ﬂt_ % January 25, 2010

Approved by the FDA Reorganization Coordinator
and Principal Delegalion Control Officer

E2 FDA MR (2010 41 BEE)
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CDRH’s Organizational Chart

Office of the Center Director

Jeffrey Shuren, M.D., JD, Director (Acting)

Lillian Gill, D.P.A., Senior Associate Director
Vacant, Associate Director for Regulations and Policy
Jonathan Sackner-Bernstein, M.D., Associate Director for Postmarket O perations
Ruth McKee, Associate Director for Management

CDRH Ombudsman
Les Weinstein, J.D.

Office of Office of Device Office of Office of

Compliance Evaluation Management Surveillance &
Timothy A. Ulatowski Donna-Bea Tillman, Ph.D. Operations Biometrics

Frank Benedett Susan N. Gardner, Ph.D.

Office of :
Communication, Office of In Vitro Office of Sdence &

Education, & Diagnostic Device Engineering Laboratories
Radiation Evaluation Steve Pollack, PhD

Programs & Safety
Lynne L. Rice Alberto Gutierrez, PhD

B4 CDRH QO##R (2009 & 11 A®R#E)
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Legislation

Advanced Therapies

Science — =

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

Specific expertise

M6 EEREERMBEOTY Y TOB/EL (CAT ZHHBIRM)

CAT should covers
the scientific areas
relevant to
advanced therapies,

including: |
- Medical devices

[292 at least]y

- Tissue
engineering,

- Gene therapy,

- Cell therapy,

- Biotechnology,

- Surgery,
Pharmacovigilance,
- Risk management
and

- Ethics.

£
' -
[Recital 9 & Art 21] Pom Natigne

) Al el iy
i ':"Jh'i;"f."a‘i‘ﬁi‘? fh Cri"i‘!'lfﬂ" & Y0

7 EMAE£imERZES(CAT)DH#HEAE (CAT EBRHIRME)
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Members and their alternates, as of February 2010, of the European Committee 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: Chyistian K. Schneider
» CAT Vice-Chairperson: Paula Salmikangas
* European Commission 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-Ehrlich-Institut and CAT Scientific Secretariat: Isabel Biittel
* European Medicines Agency and CAT Scientific Secretariat: Patrick Celis

Country/Crganization

Representative

A_ltefr_iate

Mentbers nominated from within the Committee for Medicinal Products for Human Use

Lithuania  Romaldas Matiulaitis
Luxembourg Jean-Louis Robert
Portugal ‘ Beatriz Silva Lima
Spain Sol Ruiz
Memp.e.rs.homi‘n.ate& by member states
Austria Bernd Jitma
Belgium Brl;lno Flamion
Bulgaria Lyubina Racheva Todorova
Cyprus " Anna i’aphitou '
Czech Republic lvana Haunerova
Denmark Awaiting nomination
Estonia Toivo Maimets
Finland Paula Salmikangas
France lean-Hugues Trouvin
' Germany | - Egbert Flory '
Greece Asterios Tsiftsoglou
Hﬁngéfy Balazs Sarkadi '
lceland Kolbeinn Gudmundsson
Ireland ) Maura O‘Doriovanr '
lealy Giovanni Migliaccio
Latwa - Janis Ancans
Malta Anthony Samuel
. Netherlands Johannes H:O\fe'l_giinne
Norway Marit Hystad
Poland  Andrzej Mariusz fal
Romania Anca Stela Moraru
Slovakia Peter'l:uréé_ni_ )
Slovenia Robert Zorec
) Sweden o  Lennart Akerblom
United Kingdom Gopalan Narayanah
Members representing patient organizations
EGAN AlastairKent
EURORDIS  FabriziaBignami
Members representing clinicians
ESGCT " ].George Dickson
EBMT Dietger Niederwieser

Jolanta Guibi'ngvic
Guy Berchem :
Margarida Menezes-Ferrelra

Marcos Timén

llona G. Reischl

Claire Beuneu

Rosen Georgiev

Maria Vassiliou

Alena .Pychova

Mette Clausen
Awaiting nomination
Taina Methuen

Sophie Lucas

' _ Mértine; Schﬁsleerenz

Vasileios Kokkas
Zsuzsanna Buzas
Awaiting nomination
Niall MacAleenan
Maria Cristina Galli
Ajjaling . B - )
Awaiting nomiﬁa;ion
Awaifing nomination
Awaiting nomination
Mariusz Fraczek
Nela Vil;:éénu .
Mikulas Hrubisko
Petra Marinko

" Wing Cheng

George Andrew Crosbie

Nick Meade
Micheline Lipucci di Paola

Thierry VandenDriessche
PerLjungman

EBMT, European Group for Blaod and Marrow Transplantations; EGAN, European Genetic Alliances' Network,
ESGCT, European Saciety of Gene and Cell Therapy; EURORDIS, European Organisation for Rare Diseases.
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9 CAT ERIZRDEMME (CAT EHHiEM)

EXECUTIVE DIRECTOR

Executive support Senior medical officer
Legal sector Internal Audit
PRE-AUTHORISATICN POST-AUTHORISATION VETERINARY COMMUNICATIONS ADMINISTRATION
EVALUATION OF EVALUATION OF MEDICINES AND NETWORKING
MEDICINES FOR MEDICINES FOR AND INSPECTIONS
HUMAN USE HUMAN USE
—— Scientific advice and —— Regulatory affairs and —— Veterinary marketing —— Document management [—— Personnel and budget

orphan drugs

—— Quakty of medicines

—— Salety and efficacy
of medicines

organisational support

—— Pharmacovigilance and
risk management

authorisation procedures

— Safety of veterinary
medicines

Post-authorisation safety
and efficacy of medicines

Medical information

L— Inspections

and publishing

—— Meeting management
and conferences

— Project management

— Information technology

10 EMA #f#R (2009 & 3 AIR#E)
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— Infrastructure services

—— Accounting




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

& 11 CAT-CHMP :Hfi F— L & ZESRIDERE (CAT EHR/IEH)

Procurement,
d"::saﬁ?gn : Processing, preservation, storage, distribution
Grafts / transplants
EUTCD
activities
[ H
i GP |

b = =~ Dossier <+
4
Clinical Trials
Nationallicence — CTA
MHRA

B12 AFYRITEITSHATMP OFRFDOHHA (THK 7 » o EREL)
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Chief Executive

KentWoods
Devices Clinical De‘g‘:a:;""“-
Susanne Ludgate Clive Brayy
Information Operations and A 2
Management Geoff II:I:l Fevre FInAncess Shau: gﬁ?;gher c%ri?n";:né.:ﬂoorns
Alison Davis Peter Commins g
13 MHRAMD#EBEE (STHER7H 5 EREL)
Procuring
tissues or
cells

|

Regulated by
the HTA

|

Testing
tissues or
cells

v

Regulated by
the HTA —*

Avre the tissues and
cells to be made into
medicinal products
(MPs) or
investigational
medicinal products
(IMPs) ?

.
N

Yes —»

No —

Manufacture, storage, distribution, clinical
trials and pharmacovigilance will be
regulated by MHRA. European marketing
authorisations will be coordinated by the
EMEA

Processing, storing,

distributing or Regulated by End - users storing
importing/exporting tissues the HTA  —* tissues and cells
orcells

|

Regulated by
the HTA - need
alicence to
store for more
than 48hrs

H14 E MR - fEBHEEORSOREIZES T AHTAEMHRAD EiE
(THkOA 5 EEE)
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Paul-Ehrlich-nstitut &u

v i A Ressareh Group | Praslient's Ressarth Croug Procident and Professor YLl Ukt 12 [Ty T
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I 1 I [ | 1 1 | I
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Partancl Prwrmacovigiancs | EU Copparaion Virsl L Imeuntc baminiry Bariasls] Vaccings 41t Aevgend Aivanosd Thirsp) Cosgulion Praduets
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Emerging Futhogens Madicina) Predusts
Ui 23 Unii 33 Baston 11} Faviien 210 Bacthion W Sensien s} Baction 41 Sevtion b} Sarlion
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Aol Wallutn
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Xansganais Call
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Unit 28 Unit Baction 1N Savton W
Organisation and Chnical Tids aperiion Sarvess Virsd Gons Tranaler
Infarmancn Teshnoloyy Tor Bislegis Nhadivingl Frodutts
Madisinad Produsts
Uit 2¢
Occupisional
Babely B Health, Pormits
Ut ZT
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Exparionieisl Alsrgy New Veorlnation Colluar Aspects
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As of 1 Dscember 2009

15 PEIOHB#ER (TR 14 5 5 E5E)
91



Berlin - Leipzig Model

Ethical & legal implications

Reimbursment issues & Business Development

Funding of innovative high risk ~"herapy Funding of
Concepts Investigator
Initiated Clinical
Studies GCP

Model development 3

and pre-clinical
studies (QM, GLP,
TOX, 1S09001, 180 )

Therapy

' Ccmmercialisation

Conceptual Pre-clinical - Clinical
Services offerad (o dictech and academis gariners

E 16 BCRT & TRM-Leipzich & MiE# (3K 15 A 5 ExEL)
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May 2009
p-..m N
Agence frangaisc de sécurité sanitaire - Communication and Internet
des produits de santé Henriette GHAIBRIANT
Information, Surveillance and
Risk Management Affairs
Pascale MAISONNEUVE
Internationat and
European Relations
International Cooperaficn
Management Board Rosine DENIAU
Frangols CHOLLET European Relations
) Miguel BLEY
Project Manager
Caroline LABORDE
" Sclentific Board
Alain GRIMFELD
Deputy Medicinal and Biological Products
. Director General Evaluation Directorate
Fablenne BARTOL! Philippe LECHAT )
- N A ™
Medical Devices
] Evaluation Directorate
Jean-Claude GHISLAIN )
P
Jean MARIMBERT Adverfising, Cosmetics and Biocides )
Director General Evaluation Directorate
Catherine DESMARES
Laboratories and Control
1 Directorate
L Alain NICOLAS
s ~
Public Accountings Secrelary General | Inspection and Companies Direclorate
Odile FONTANA Michel POT Marc STOLTZ
e J

State Controd Finance and Adminisiration |
Albert PEIRANO Directorate
Jean-Pierre GONDRAN |
5
- - ( Human Resources Directorate
» Scientific Adviser ' Murielle BERGES )
Eric ABADIE N
. S ( 1T Direclorate
L Philippe BENAICHE
' N\ 4
- European and Legal Affairs Intemal Audit and 3
Elisabeth HERAIL Quality Management
> J\ Philippe LE LAN J
Ethical Watch
Marie-Laure GODEFROY

. A

17 AFSSAPS #&IEl (AFSSAPS #2{i)
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I. ORGANISATIONAL SHEET | .
-afssaps ~

il
HEAmedi,
7. ﬁﬁmmmm e
e ot | O GRS

Characteristics : large scope ,Av_.oﬁ_cnnm\w activities)
Integrated structure : products assessment and vigilance connected in the same structure

v

3 DEPB ENGLISH 2009

&R (AFSSAPS fR4)
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