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“Review and reconnect” at the Agency  

• Analysis of certain areas and processes in the Human medicines areas,  
develop changes to allow meeting future challenges 

• Summary report:  

– To improve focus and flow of documentation 

– To focus commenting on key elements of strategy and of studies 

– To facilitate creating the Request for modification and the Opinion 
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Overview of assessment and documentation of paediatric 
medicine procedure 

Summary 
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Strengths of current summary report  

• Transparency of range and depth of discussion  

• Transparency of decision-making  

• Template is used by applicants and EMA 

• Includes guidance for assessors to inform applicants what is expected 

• Template permits to include many details 

• Objective of template includes to ensure application quality 

• Logical train of thought from disease to study details 

• Clear link to regulatory aspects (e.g. deferral, waiver) 

• Implements Commission guideline 
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Revised summary report template 

• Fewer comments needed in parts A, B and C 

• Part A simplified, more informative 

• Parts B and D partly restructured 

• Part C simplified  

• Part D (=PIP strategy and studies) to better inform understanding of proposals,  
to lead more directly to elements in Opinion and / or request for modification 

• Improved guidance to applicants about what is expected 

• Structuring involvement of other expert(s) and groups 
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Application handling 
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Commented  
in sequence  



Example:  
overview  



Example  
comment  

box 



Example commenting: 
• By design element  
• To modify element 



Plans for introducing revised template  

• Pilot phase  

– EMA to offer revised Summary template  

– to applicants identified based on letter of intent  

– for submitting PIP applications 

– from June to October 2016 inclusive.  

• Followed by review with PDCO and finalisation 
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Thank you 
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