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Topics to be covered 

• Ongoing initiatives 

• Update of processes and issues raised during validation 

• Simplification of submissions 

• Update of EMA guidance 

• Points for discussion 
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Ongoing initiatives 
 

• ICH Q12 – Technical and Regulatory Considerations for Pharmaceutical Product 
Lifecycle Management  

 

• ASMF Worksharing procedure  

 

• Regulatory Organisation Group - Type IAs. 

 



Update of processes and issues raised during validation 
• 62% of Quality Type IIs benefited from the weekly start of procedure allowing earlier outcomes  

• Reduction of issues raised during validation for IBs/ IIs, but still a significant number of Type IIs require 

supplementary information during validation (VSI). 

 

(n=104) (n=88) (n=216) 

Quality Type IIs 

(n=187) (n=176) (n=216) 

Type IBs 



Simplification of submissions 

• Simplification in the submission of multiple CEP updates (Oct 16) 

• Acceptance of multiple new pack sizes outside range as grouped IAs/IB (Jun 17) 

• Complex changes within a single  

Type II for addition of new manufacturers 

of AS (Jun 17) 
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• What is a non significant in-process control or specification parameter? (Oct 16) 

• New guidance for biologics medicinal products: (Jun 17) 

• how to introduce a new Working Cell Bank,  

• new reference standards,  

• how to update Section 3.2.A.1.  

• Variation vs. GMP (Jun 17) 

• guidance on changes to a manufacturing site, buildings, rooms covered under GMP 

• guidance on changes in equipment 

 

Updates to post-authorisation guidance 



Improvement of quality of submissions (I) 
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First webinar on regulatory and procedural aspects of Type I variations (15/11/16) 

• 6 sessions on common validation issues, eAF, dossier requirements, GMP, ASMF, CEP and 
update of safety information in PI for generics. 

• 750 connections of participants in average 

• High satisfaction on the outcome of webinar 

 

 

 

 

 

• Identified areas for additional sessions: grouping, worksharing, classification of variations, 
submission of post authorisation commitments (PAM), implementation of safety features. 

 

 

 

 

 



Improvement of quality of submissions (II) 
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• Publication on guidance on wording of precise scopes (Jun 16) 

 

 

 

 

 

 



Points for discussion 

• Industry experience and challenges with submission of quality variations 

• How can we work together to reduce the number of issues raised during validation  

• Feedback on the published guidance and supporting documents (IA/IB checklists, 
document on scopes) 

• Feedback on webinar and alternative ways of support to applicants 

• Other proposals for the Agency’s consideration 
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Thank you for your attention 

alberto.ganan@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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