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Developmental Pharmacology — Drug Disposition, Action, and Therapy 

in Infants and Children Kearns et al., N Engl J Med 2003;349:1157-67

.

Developmental physiology



Challenges 1

• Children

– Different responses (PD)

– Different drug handling (PK)

• Study procedures

– Consent / Assent

– Blood volumes and sampling methods

– Outcomes



Challenges 2

• Poor delivery

• Poor design

• Fragmentation

• Inefficiency

• Poor engagement

• Poor feasibility



Challenges 3

Involvement of multiple countries in clinical trials

• Participants in paediatric trials can be rare

• Single countries may not be big enough to enrol all
participants in a trial with appropriate power

• There are considerable barriers to opening clinical
trials in extra countries

– Particularly for publically-funded trials



Opportunities

• Improved understanding of how to do trials

– Trial design

– Trial management

• Paediatric Regulation



Industry Clinical Trials for Children



Proportion of paediatric clinical trials 
of all trials (by year of authorisation).



Number of children planned to be enrolled in clinical trials, 
by age by year of authorisation of the trial 

(or, if not available, by year of protocol upload into EudraCT).

2006 2007 2008 2009 2010 2011 2012 2013 2014 2015

Preterm 
neonates

0 0 0 327 82 2,527 1,552 3,634 4,997 1,979

Term neonates 0 98 5 184 169 1,353 2,283 1,488 2,168 1,749

Infants and 
toddlers

530 119 20 54,715 2,224 13,318 62,226 17,772 39,095 122,295

Children 2,683 706 270 5783 2,771 21,665 30,831 27,994 65,824 48,358

Adolesecents 435 36,458 285 5801 4,869 20,206 22,680 17,628 45,717 36,921

Total 3,648 37,381 580 66,810 10,115 59,069 119,516 68,516 157,261 211,302



Opportunities

Precision Medicine

Biologics

Repurposing

Methods
PK/PD
Design

Extrapolation
Devices

Apps





EPCRTI



EPCRTI

Existing infrastructures such as the ESFRI 
Landmarks ECRIN, BBMRI, EATRIS and others 
could connect in a "meta-structure" aiming at 
providing a full pipeline for drug development. 



PedCRIN



PedCRIN

WP1 

• Management and coordination of PedCRIN

WP2 

• Business case and Strategy for PedCRIN. 

WP3 

• Locate, Adapt, Develop and Adopt measures for management of 
multinational paediatric trials 

WP4 

• Attract new studies in paediatrics and treat these studies as 
pilots for the upgrade to ECRIN. 

WP5 

• Communication and Empowerment 



PedCRIN







PedCRIN

Good opportunity to test joint working

• National vs Specialty networks

– Differentiation not competition

– Consistent

– Comprehensive

– Reduce duplication by sites and funders

• Main competition is the status quo

– Need to overcome costs of collaboration





State of the Art
In Western Europe, much of the burden of childhood disease is amenable to drug therapy



State of the Art
In Western Europe, much of the burden of childhood disease is amenable to drug therapy



PedCRIN

• Allow publically-funded trials to open in multiple
countries

• Promote shared working

– Integrated product development for publically-funded
studies

– Collaboration between national and specialty networks

• Improve child heath through improved access to
information about medicines


