What do c4c academic proof
of viability studies bring to
our Paediatric Clinical
Research National Network?

Pr Régis Hankard
French Paediatric Clinical Research National Network (Inserm-PEDSTART)
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Overview

* How is Paediatric Clinical Research organized in France?
* Our c4c experience

* Qur role in the c4c academic proof of viability studies




PEDSTART iIs the National Paediatric Clinical
Research Network in France

Inserm is the French National Agency for
i - Medical Research

Cardiologie

;I Tech4Health

Dispositifs médicaux

F-CRIN is the Inserm National

INI

X SRCT‘: _ Infrastructure for Clinical Research
ardio-néphrologie
oy v - (Adults and Children)
Vac;in;'l;:‘;-;e ’
imidicte® R LIS * 11 Thematicized Clinical Research
Maladies ) Bl \ : - - -
e imrsey = s networks in which PEDSTART is for
Paediatrics
SAINT-ETIENNE e A« central services » and
) . . TOULOUSE . .
‘ F-CRIN coordination _r J COO I"dlnatlon
Coordination de plateforme
multiservice
. . -~ Parkinson oroha
et i e ypeoe - : “;"T INTERACT WITH OTHER F-CRIN
CR SALIS Maladies Rares
it COMPONENTS

UStait

F-CRIN Network



‘conect w
chlldren

* COLLABORATIVE NETWORK FOR EUROPEAN
% CLINICAL TRIALS FOR CHILDREN

This project has received funding from
the Innovative Medicines Initiative 2 Joint
Undertaking under grant agreement No
777389.

The Joint Undertaking receives support
from the European Union’s Horizon 2020
research and innovation programme and
EFPIA.
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CONTACTS

Ragls.hankard@nsam. it
Sevarne.rochaud@nsam. ir

www.pedsiart.fr
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Dr Mirellle Castanet

Pr Michaal Fayon

Pr Fredaric Gettrand (co-coordinateur)
Pr Régls Hankard (coordinateun)
Pr Evelyne Jacqz-Algran

Pr Barnowz Kassal-Koupal
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COLLABORATIVE NETWORK FOR EUROPEAN
* CLINICAL TRIALS FOR CHILDREN

Better medicines for babies, children and young people
through a pan-European clinical trial network

Proof Of Viability (POV) studies to test that the c4c processes run as intended
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This project has received funding from the Innovative Medicines Initiative 2 Joint Undertaking
under grant agreement No 777389.

]
The Joint Undertaking receives support from the European Union’s Horizon 2020 research and Mgw
innovation programme and EFPIA. F-CRIN Network




c4c network — IMI2 prOJect 2018-2024

Map of the National networks
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IMI2 funding

IMI FUNDING MODEL

(2014-2020) ‘ Established
@ Under negotiation

« 10 EFPIA companies

« 19 paediatric national
networks

PUBLIC
CONTRIBUTION
€1.638bn

efpia

IN-KIND PRIVATE
CONTRIBUTION
€1.425bn

« 2 large patient advocacy
groups

v CONTRIBUTIONS
€213 MILLION

= 140 M€

EU funding goes to

SMEs
UNIVERSITIES

PATIENTS, REGULATORS...

Public and private
partners collaborate
in IMI2 projects

www.imi.europa.eu
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c4c-Academic Proof Of Viabllity trials Eu

TREOCAPA FR 748 + 30
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Very tight timelines !

5 [ Sept. 2017 J
TREOCA A
European c4c Project January 2018
- €= = e e e e e
ot * July 2018- c4c call
Prophylactic I €atment Of the duCtus . . [ O September 307 2018}
drteriosus in Preterm infants by Results :October 7th 2018
dcetaminophen
. 7 3 27 ile- th
Pr Jean Christophe Rozé, CHU Nantes [F“”f"e January 15 '2019J
* Anticipate 2 11 “Short List”
* Scientific and medical relevancy
* Collaborate at the national and European level
1 4 [ Results- April 4t, 2019 J




 National Hub Forum

Different countries-different experiences and
organisations

* The Network of National Networks



and Weaknesses (French point of view)

* National organisation (Inserm) * Resources

e Support for study design e Lack of harmonization
* Pharmacovigilance * Method

* Speciality groups

* To implement

* Network quality system

 Harmonized procedures at
national and European level




Strengths Weaknesses

e Bring resources -Timeline

e « Real-life » Network vs
e One contact per ,
country Science

e Pace

Threats Opportunities

e Time to set-up e Organisation
e Size of e National Hub

organization e « The others »
* Brexit




|dentify our limits and work differently

General interest over local interest
National football team

»
European football team? |



