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From 2018 to today – with the eye on the ball

1. Closure of 
Action plan

2. Revision of 
legislation

1

EMA Multi-stakeholder 
workshop  

Mar 18

EMA/EC action plan on 
paediatrics

Oct 18

Focus groups 
EMA/industry

Mar 21 – Oct 22

Paediatric processes review

Feb 22 – Apr 22

To note: progress with the implementation of the action plan was intermittently guided by BCP considerations

EC 10-year report 
on the Paediatric
Regulation

Closure of paediatric action plan

https://www.ema.europa.eu/en/documents/report/european-medicines-agency-european-commission-dg-health-food-safety-action-plan-paediatrics_en.pdf
https://health.ec.europa.eu/system/files/2017-11/2017_childrensmedicines_report_en_0.pdf
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Highlights from the Action Plan delivery

2 Closure of paediatric action plan

Medical needs

• Multi-
stakeholder 
forums on 
unmet needs

• Framework for 
systematic 
assessment of 
unmet needs in 
PIPs 

Cooperation of 
decision makers

• CTCG/PDCO 
working group 
established

• International
relations 
(FDA/EMA, 
Enpr-EMA)

• Collaboration 
EMA/PDCO and 
HTA bodies

Timely PIP 
completion

• Paediatric
clinical trial 
preparedness
framework

• Guidance on 
the use of 
extrapolation

• Paediatric 
addenda to 
scientific EMA 
guidelines

Handling of PIP 
applications

• Compliance 
check 
simplification

• Paediatric 
process review

• Stepwise PIP 
concept

• Key elements 
revision

Transparency

• Community 
register and 
increased 
transparency 
around 
paediatric 
medicines
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In summary, the action plan has led to:

3

Increased 
collaboration of 
stakeholders

Focus on areas of 
high unmet medical 

need 

Adapting to 
evolution of clinical 

development 
through utilisation of 
extrapolation, M&S

Strengthened 
cooperation among 

regulators

Less bureaucracy

Future proof 
processes adaptable 

to innovative 
medicine 

developments (sPIP)
Closure of paediatric action plan
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Planned publication of closure report

Closure report: 

• making transparent the 
achievements

• brief summary explaining key 
progress and relevance,

• followed by tabulated list of 
achievements on basis of 
interim report

Closure of paediatric action plan4

Snapshot of tabulated list:
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Thank you

Official address Domenico Scarlattilaan 6  ● 1083 HS Amsterdam  ● The Netherlands
Telephone +31 (0)88 781 6000
Send us a question  Go to www.ema.europa.eu/contact

Follow us on @EMA_News
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