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Additional activities for 2017 
 
 
 
 

• Revision of the Guideline on quality, non-clinical and 
clinical aspects of medicinal products containing genetically 
modified cells 

• Reflection on the Benefit-Risk assessment of ATMPs  
• CAT discussion on the use of registry data for the approval 

and post-marketing follow-up of ATMPs  (with cross-
committee Patient Registry Initiative) 

• Scientific and regulatory considerations on gene editing 
technologies  

• Contribution to the European Commission discussions on 
GMO related issues 

• Explore the possibility to set up and define the activities of 
an ad hoc COMP-CAT working group 
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Thank you! 
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