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PEDSTART

The French National Pediatric Clinical Research Network

Zane OPINCANE, Regis HANKARD
INSERM

Pedstart — a national network of sites that shares on
organization and a quality approach of excellence

The network brings together pediatric clinical sites and recognized
experts of the various specialties as well as offers a European
structure facilitating multi-centre and multi-national trials

Medical expertise: Premature to adolescent age groups in all
pediatric disciplines, including but not limited to the following:

neonatology - developmental origins of health status,
gastroenterology - nutrition,

infectious and inflammatory diseases,

pneumology,

rare diseases.

Scientific expertise adapted to studies in children :
Project engineering and strategy,
methodology,
pharmacology,
modeling,
epidemiology.

PEDSTART offers services for the pharmaceutical industry
and academic sponsors:

Implementation of pharmaco-epidemiological studies.

Establishment of clinical trials under optimized and harmonized
conditions:

« Proof of concept » studies - early phase trials.
Evaluation of new medicines.

New uses for existing medicines.

Strategic therapeutic trials.

Facilitate the recruitment of patients in clinical trials and
pharmaco-epidemiological studies.

Promote the establishment of biobanks and registries.

Pedstart participates and promotes collaboration with c4c-s.

Our goals:

Promote clinical research in children.

Establish a single point of contact for international trials and facilitate
their implementation with French clinical centres (solicitations, budgets,

procedures).

Federate investigators around common scientific objectives to promote
competitive and high-quality academic research.

Guarantee public and private sponsors excellence in good clinical
practices and quality assurance in children.

University Hospital of Orleans

PEDSTART in numbers :

19 network member sites all over France
3051 patients/volunteers recruited
46 clinical research projects

1 unique international project developed - TREOCAPA

TREOCAPA and TREOCAPA-LT — a success story with c4c

TREOCAPA : Prophylactic treatment of the ductus arterious in
preterm infants by acetaminophen.

The project was coordinated by a French research team and
coordinated by PEDSTART and INSERM.

The international trial conducted in more than 60 centres in 17
European countries. TREOCAPA tried to find out whether the
preventive use of paracetamol in preterm infants during the first five
days of life is safe and effective to close the ductus arteriosus blood
vessel and reduces the risk of prematurity associated complications.
The study attained 99% inclusion rate! (i.e. 790 premature babies)

The study was funded by the c4c call for academic Proof of Viability
(PoV) studies. The study research teams all over France proved their
competences and expertise, showing the ability to exist at the
European level as a national team. In the context of the study a
pediatric pharmacovigilance system was created, led by Dr A. Diallo,
demonstrating the added value of such a specific pediatrics
dedicated service.

The study and its success allowed the team to win an Inserm
funding competitive call for a 2-year follow-up of the TREOCAPA
cohort - TREOCAPA-LT. The follow up project is dealing with medium

term outcomes which is instrumental for many pediatric studies and
not covered by the c4c-POV call.
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pedstart@inserm.fr

zane.opincane@inserm.fr
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