
An agency of the European Union

EMA-EC Action Plan on Paediatrics
Progress update

5th Industry Stakeholder Platform on R&D support, 16 November 2020

Presented by Gunter Egger

Scientific officer / Paediatric medicines



Classified as public by the European Medicines Agency 

Reminder: development of the EMA-EC action plan

• Nov 2017: EC 10-year-report on Paediatric Regulation

• March 2018: EMA/EC multi-stakeholder workshop 

• Oct 2018: Publication of action plan

• → Ongoing work – multi-stakeholder effort
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To note: progress with the implementation of the 

action plan has been guided by BCP considerations
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Today’s context for the action plan

Important now to take stock and to 

progress, also in the context of: 

• the EC study on the paediatric regulation 

• the EC pharmaceutical strategy

Scope for today:

1/ inform stakeholders about 

the progress with the action 

plan 

2/ learn about Industry’s 

initiatives/proposals

3/ agree on next steps to 

progress topics further 
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Status update – paediatric medical needs
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Status overview
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Planned publication of interim progress report

• Published action plan to be updated with column for progress report

• By mid-December 2020
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Next: Working together to progress remaining 

actions and to find best solutions


