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CAT Workplan 2016 (1) 

 
• Development of a guideline on the quality, non-clinical and clinical 

requirements for applications for clinical trials for ATMPs with a 
primarily focus on early trial requirements. 
 

• Development of a Questions and Answers document for minimally 
manipulated ATMPs and the application of the risk based approach 
for these products 
 

• Assist the Commission to finalise the GMP requirements for ATMPs 
 

• Assist the COMP/Commission with the revision of the Orphan 
legislation, with regard to the definition of ‘Principal Molecular 
Structural Features’ (PMSF) for ATMPs  
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CAT Workplan 2016 (2) 
 

• Streamline the process of the CAT-CHMP evaluation of ATMPs 
including a revision of the Procedural advice guidance on the 
evaluation of ATMPs  
 

• Organisation of training for assessors who are involved in the 
review of regulatory applications for ATMPs  
 

• Simplification of procedures and requirements for ATMPs in the 
post-authorisation phase  
 

• Organisation of a scientific Workshop on cell-based cancer 
immunotherapy products  
 

• Contribute to EMA activities related to extrapolation (lead 
committee: PDCO)  
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Thank you! 
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