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Understanding the issues for action 

• Understand the points raised by Industry 

• Setting them into the context of the regulatory framework 

• Discussion  

• Agreeing on the action items/ areas for improvement  

 Today 

Presentation title (to edit, click Insert > Header & Footer) 1 



How will the points be addressed?  

• Survey of the network to identify assessors’ issues and expectations (Oct 2015) 

• Advisory Group for the EURD list (GPAG – established)  

• Development of a procedural guidance for assessors (started) 

• PRAC Assessors’ training on 19/20 November with a focus on PSUSAs 

• Review and refinement of the assessment report template Q1 2016 

• SCOPE “Hints and Tips” document for PSUR/PSUSA Assessment  

• Revision of the regional part of GVP VII in 2016  

 Review with Industry on success of measures 
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Thank you for your attention 

Irene.rager@ema.europa.eu 

 

European Medicines Agency 

30 Churchill Place • Canary Wharf • London E14 5EU • United Kingdom 

Telephone +44 (0)20 3660 6000 Facsimile +44 (0)20 3660 5555 

Send a question via our website www.ema.europa.eu/contact 

 

Further information 

Follow us on      @EMA_News 
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