
Comments received from Genethon during the public consultation on the revision of the 
"Definition of Investigational Medicinal Products (IMPs) and use of Auxiliary Medicinal Products 
(AMPs)" (previously called "Guidance on Investigational Medicinal Products (IMPS) and Non-
Investigational Medicinal Products (NIMPs)"). 
 

Original text Suggestion for modification  

89 be expected to use an authorised AMP. 89 be expected to use an authorised AMP, or 
where the AMP is to be used outside is current 
SmPC. 

109 536/2014.. 109 536/2014. 
(typo) 

131 AMP movements and administration 
should be ensured taking into 

131 AMP movements and administration should be 
ensured taking into 
(Subject to misunderstanding) 

182 reactions (as referred to in Article 42). 
Annex 1 – Types of AMPs with 

182 reactions (as referred to in Article 42).  
 
185 Annex 1 – Types of AMPs with 
(Formating error: Annex 1 and title should appear 
on the subsequent page)  

 
 


