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CeNGEPS: United to Strengthen

Clinical Research in France
Clinical Research in France

Strengths

Weaknesses

Quality of Investigators
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Simplicity of Authorisation

Procedures
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Eastern Europe - 2.6
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Eastern Europe

Meeting Recruitment
Objectives

France _ 3.4
Germany _ 3.2
United States _ 3.0
I

UK

Organisation in Clinical
Research

United States _ 4.7

France _ 3.4
I
£ 26

Germany

Average Patient Numbers Recruited
per Active Centre

Scandinavia 131
Eastern Europe* [ TTTT13.0
Latn Am. 114
Asia [
Germany [T 8.3 Europe
. . . - — 98
Spain s
UK I X
Other West, Europ. [ ] 7.8
ltaly T 78
France [INNENEGNNNNNN 7.6
Middle East [ 75
Australasia [T 6.7
Canada [ 65

United States [ 5.7

Extract from a survey on the attractive position of
2008 by Leem, French Pharmaceutical companies) Pub

France in International Clinical Research (survey

assessed in
lished in Thérapie 2008 Sept-Oct; 63 (5): 345-357
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CeNGEPS, a bringing together of major
clinical research operators in France

Public Associate Members 5104

<>
DIRC

)

® 0
l] 1. L4 .;“.d -y LA RECHE m:‘"-!mmu;
o0
DIRC Est DIRC ngd Ouest
6%

!.DIRC ILE o= FRANCE *

DIRC lle-de-France
6%

DIRC Nord Ouest
6%

nter, .
o \nter,g

&

0

O

Déls

& op a\O“

Q
2 Auverg %

%, o
b-’/\) oy o

DIRC Rhone Alpes Auvergne DIIRG e MR e

6% 6%
Inserm
L]
Sud-o“':i: o la i of b I racharchve mvicicate .
QurrCS Inserm

9%

DIRC Sud Ouest Outre Mer
6%
* DIRC : Inter-regional Clinical Research Commissions

B4 9 Y & kA b

LEZ M

les entreprises

cdu medicament

4 Associated Partners
French Agency for the Safety of Medical Products (AFSSAPS)
Hospital Federation of France (FHF)
National Federation of French Cancer Centres (FNCLCC)

French Association of University Presidents Group for Research (ACPUR)
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CeNGEPS : A Common Objective
and Dedicated Resources

)  Objective : « Recruit More People, More Quickly
and More Efficiently » for Industrial Clinical Trials

More efficient organisation of Industrial Clinical Trials:
3 criteria:
— Facilitate and speed up the setting-up of clinical trials

— Increase inclusions numbers and percentages
— Provide quicker results

D CeNGEPS resources : One tax paid by
pharmaceutical companies on their turnover
(10 million Eurol/year)
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5 Actions

- « Industrial Clinical Trial » points of contact in inter-
regional clinical research centres and medical centres

B Human resources to support investigators

B Support for a national clinical investigation network
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Professional representatives ready to assist

Industrial sponsors In the 7 Inter

-Regional

Clinical Research Centres (DIRC)

DIRC lle de France
Dr Jean-Louis PETIT
jean-louis.petit@sls.aphp.fr
01 40 27 57 22

DIRC Nord Ouest
Mariam PETROSYAN
m-petrosyan@chru-lille.fr
03 20 44 67 37

DIRC Grand Ouest
Camille BERNEUR-MORISSEAU
camille.berneur@chu-nantes.fr
02 53 48 28 97

DIRC Sud Ouest Outre Mer
Eric DONOIS
eric.donois@chu-bordeaux.fr
0557 82 08 48

%
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Gundeoupe
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DIRC Est
- Carmen JOUANNEAU
c.jouanneau@chu-nancy.fr
03 83 65 66 14
- Alexandre BOLLE
alexandre.bolle@chru-strasbourg.fr
0388116271

DIRC Rhoéne Alpes Auvergne
Dr Marie-Claire MAZE
marie-claire.maze@chu-Ilyon.fr
0472115181

o, DIRC Sud Méditerranée
““Katia DEMEY

katia.solier@ap-hm.fr
0491381151

Centre national de gestion des essais de produits de santé



"CeNGEPS®

- Supports investigators

- Structures Investigation
networks




More efficient clinical research:
11 million Euros allocated per year

Supportive actions for hospital investigators
« More staff to facilitate inclusion »

Structuring industrial clinical trial activities in the hospital
sector Financing of 200 posts (including 160 Clinical
Trial Technicians (TECS)

Directory and contact details

http://www.cengeps.fr/Repertoires-
des-7-inter-regions
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160 CeNGEPS TECs working for
Investigators: what mission?

Main mission: to evaluate inclusion capacities and
facilitate inclusion

Screening of patients to be included in trials on the basis
of inclusion/exclusion criteria, Investigation centre’s
active-file and current protocols

Attendance at trial set-up meetings with Industrial
sponsors

Coordination and management of Iidentifled patients
(initial call, appointment, file retrieval...)

« CeNGEPS » TECs are different from

« investigation » TECs who, for their part, are responsible for the logistical
side of clinical trials, and who are financed by the industrial sponsor.
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A national network of 18 specialist
Investigation centres

Top specializations

B Infectious
diseases/Vaccinology

B Neurosciences/Alzheimer’s
E Psychiatry

B Cancer research : lymphoma,
sarcoma, gynaecology /
breasts, chest, early trials

Cardiology/Thrombosis
Paediatrics
Nutrition/Diabetic studies

Inflammatory diseases of the
digestive tract

More than
50 positions (ETP)

to Coordinate and Structure:

Doctors and Clinical Study Technicians,
Project Managers,

Clinical Research Nurses...

Organisational Priorities

B Nationwide
B Reactivate dormant active-files
Hospital Centres

B Practice/Hospital
diseases

Chronic

Centre national de gestion des essais de produits de santé



18 investigation networks
supported by CeNGEPS (1)

Access to a pool of highly qualified investigators
patient database via a national point of contact

and an extensive

Coordinators

Contact

Network Name Pathology
CeNGEPS Neurosciences
Alzheimer Alzheimer’s

EDDH Cardiology and psychiatry
GICIPI Psychiatry
CNCHG Cardiology
GIRC Thrombose Thrombosis
France
RCP Paediatrics
RIPPS Paediatrics
CRICS Intensive Care Sepsis and

Infectious Diseases

Pr Bruno VELLAS - Dr Pierre-Jean OUSSET /
CHU Toulouse

Pr Raymund SCHWAN - Pr Faiez ZANNAD /
CHU Nancy

Dr Joél GAILLEDREAU / Elancourt

Dr Loic BELLE / CH Annecy

Pr Hervé DECOUSUS / CHU Saint-Etienne

Pr Evelyne JACQZ-AIGRAIN /
APHP - CIC Robert Debré
Pr Gérard PONS / APHP - Dr Behrouz
KASSAI / HCL

Dr Bruno FRANCOIS / CHU LIMOGES

vellas.b@chu-toulouse.fr

contact@eddh.eu

joel.gailledreau@gicipi.com

cnchg@ch-annecy.fr
laure.panei@chu-st-etienne.fr
florence.emmanuel@rdb.aphp.fr
info@ripps.eu

secretariat.cic@chu-limoges.fr
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18 investigation networks
supported by CeNGEPS (2)

Network Name Pathology Coordinators Contact
Chronic inflammatory Pr Christian LIBERSA - Pr Jean-Frédéric : .
1S, diseases of the intestine COLOMBEL / CHU Lille clibersa@chrudiliext
REIVAC Vaccinology Dr Odile LAUNAY / APHP - CIC Cochin samira.chaalal@cch.aphp.fr
CNRH RA Nutrition gnd SRl Pr Martine LAVILLE / HCL martine.laville@chu-lyon.fr
Diseases
GOFEDI Diabetes Pr Michel KREMPF — Dr Lucy CHAILLOUS / michel. krempf@univ-nantes.fr
CHU Nantes
Infectious Diseases (HIV, Pr Pierre DELLAMONICA - Dr Pascal : :
NEDLo HCV, HBV) PUGLIESE / CHU Nice g e @ IR
Dr Pierre FOURNEL / Institut de Cancérologie . .
GFPC Chest Cancer de Ia Loire - Pr Christos CHOUAID / APHP christos.chouaid@sat.aphp.fr
IFTC Chest Cancer Pr Bernard MILLERON / APHP - Franck MORIN franck.morin@ifct.fr
GEP ety ikl el Dr Véronique DIERAS / Institut Curie veronique.dieras@curie.net
Cancerology
Pr Bertrand COIFFIER / HCL — Pascal
GELA-GELARC Adult Lymphomas DESCHASEAUX pascal.deschaseaux@gelarc.org
Pr Florence DUFFAUD / APHM — Pr Jean-Yves
GSF-GETO Sarcoma BLAY / Centre Léon Bérard Lyon fduffaud@ap-hm.fr
Gynaecological and Pr Eric PUJADE-LAURAINE / APHP —
RGRICIEINEC0 Breast Cancer Bénédicte VOTAN Eiolan@aicagyiaig
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"CeNGEPS®

Standardizes and
Rationalizes Procedures

to Shorten Clinical Trial
Set up Times




Several standardized documents
at national level

Agreements between industrial A national grid to calculate
clinical trial sponsors and hospitals additional costs

- Objective : to reduce negotiation time
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« SIGREC » a national hospital database
to manage and follow up inclusions

From manuals and logbooks to a national database
Partnership between CeNGEPS and the Ministry of Health (DHOS)

SIGREC « a research and clinical trial information management systems

Present in 80 health centres with the highest level of clinical
research activity (29 University Hospitals, 20 Cancer Centres ...)

Digitalize (1)
Automate (2)
Standardize (3)

- Objectives : Facilitate, Speed up
and availability of reliable data
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"CeNGEPS®

Promotes Clinical Trials

to Professionals and the
Public




www.cengeps.fr an information
site for research professionals

Free access to an

iInformation database
(www.cengeps.fr)

— Clinical Investigation
Networks Directory
88 networks
(ratings/specialisations)

— Information section on
clinical research
training
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« notre -recherche -clinique.fr », launch of a
website aimed at the general public in 2010

Taking part in clinical trials,
an act of civic duty

Two aims for this clinical research information sit e:

Inform patients and healthy volunteers, in a simple and
direct way of the objectives, risks and opportunities of
clinical research.

Facilitate inclusions by putting sponsors and investigators
In touch with patients and healthy volunteers.
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CeNGEPS (National Centre for the
Management of Health Product Trials )

A Public/Private Partnership Group

A Public/Private Partnership

For Clinical Industrial Research




