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Nevertheless the growing number of unregulated application [A1][A2]of HE (which does not require 
long and costly demonstration of safety, quality and efficacy according to European legislation 
demonstrations) acts  
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 This chapter should be reflected and reworded. 
‐On which basis a growing number of HE has been verified? 
‐ HE is an alternative tool for regulated and supervised ATMP therapy, clearly not an unregulated situation 
‐ unregulated situation is in contrast when Point‐of care ATMPs are produced and administered solely under 
the practitioners responsibility 
‐HE is an important tool for university hospital‐based patient treatment and development 
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limited uptake in clinical practice 

 

Page 4: [5] Comment [A22]   Author    

 
Purpose of this sentence in this section unclear. There are  no distinct manufacturing approaches for GTMP 
and CBMP but a huge overlap, e.g. for genetically modified cells. 
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following production (depending on the type of product under consideration. T 
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This appears to be a very long term approach and may not impact on ATMP development in the short‐ or mid‐
term. 
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