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aediatric medicine
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Pharmacotherapy improvement cycle

1.
Paediatric Formulary

‘Best evidence’ dose

nevelogy

3.
IMI2
European Paediatric Clinical

Trial Network

Pedmed-NL 2

EPTRI
European Paediatric Translational
Research Infrastructure
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Innovative Medicines Initiatives call

Nos Nieuws Sport Uitzendingen ELEIERS o &
AEX  15Kkm

* To set up a Pan-European . _.
. - b \ &l

Paediatric Clinical Trial Network

* IMI2 funding

@y

mnovatlve
me icines
initiative

130 miljoen euro om medicijnen
specifiek te testen voor kinderen

Een gezamenlijk fonds van de Europese Unie en de farmaceutische industrie GESCHREVEN DOOR
stelt 130 miljoen euro beschikbaar om een netwerk op te zetten voor het doen Rinke van den Brink
van medicijnonderzoek bij kinderen. EU en de farmaceutische industrie delen redacteur Gezondheidszorg

de kosten.
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Conect4children
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Conect4children - vision

* Europe will use a coordinated approach to deliver high quality “regulatory grade”
clinical trials in

* Multiple countries
* Multiple sites
* All paediatric age groups

* All paediatric disease groups

ZonMW — GGG congres 2021



Site

Set-up :
Study Site Recruitment
identification
Feasibility

Scientific
advice
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Pedmed-NL 2021
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Pedmed-NL Network
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Site
Set-up :

Study Site

identification
Scientific
advice
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Pedmed-NL Trials and services

Pedmed-NL

* Feasibilities
Academic (>50)
Industry (>50)
e Study preparations
Budget proposal for grant
Budget negotiations
Contract negotiations for sites
IMP consultancy for NL
EC submission
Identification Dutch monitor
Training researchers (c4c academy)
e Study conduct
Business intelligence
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Pedmed-NL Trials and services
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COLLABORATIVE NETWORK FOR EUROPEAN

¥ CLINICAL TRIALS FOR CHILDREN .
Advice

Singledrug

Single/multiple PIP . . .
Seuempmzm e 22 scoping interviews

Clinical == + 13 completed advices

Methodology e 4 oneoin
Feasibility assessment g g
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Pedmed-NL Trials and services

Pedmed-NL services Pedmed-NL matchmaking
New

paediatric ‘*«Pedmed-NL ) /\/— Linchpin, point of Eﬁ@ Trial coordination

trial contact
Grant application @ Monitoring
support
i@ﬁQ Feasibility [gb’ Pharmacovigilance
= (3
‘ﬁ@ Budget support H PPI

Strategic feasibility
advice (c4c)

@ Contract support %E IMP
,i/j training (C4c) i‘ Pedmed_NL
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Facilitating Number of performed
1 clinical trials in The ‘ Work load
Netherlands
Successful
finished clinical ‘ Clinical trial time duration
trials
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Need help?

Pediatric trial in the planning?
Got stuck with your trial?

More sites needed, internationally?

e pedmed-nl.farmtox@radboudumec.nl

 www.pedmed.nl
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