Richard
 
Before this document is circulated further am I correct in  thinking that
·         In respect to lines 67-68 (Biological Medicinal Products) and line 109-110-111 (Advanced Therapy Medicinal Products), it is unclear if clinical studies will be required in order to evaluate the difference in “similar” substances if the manufacturing processes are different. This can be important considering safety and efficacy for complex structure.
This could be interpreted as challenging the EMA decision on not having clinical trials for Biological Medicinal products- the manufacturing processes there are different as these are patented? Not sure that I am comfortable if that is the case. Will you send me the reference document again please - I will look at it at the weekend.
 
I will answer all emails outstanding at the weekend.
 
Do we have a policy call scheduled?
 
Kind Regards
 
 
Joan
 
 
[bookmark: _GoBack]Joan Peppard  Head of Pharmacy +353-579-358-698
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