


develop a  guidance, in collaboration with all participants (Ethics committees, national 
competent authorities, EMA, COM, academic and industry sponsors and CROs) about 
the classification of changes to clinical trials as substantial modifications or non-
substantial changes which are relevant for supervision (NSM notification - new concept 
in the CTR). DG SANTE proposed to use this new category of changes in a broad sense as 
this would considerably increase the flexibility of the system for the submission of 
changes and at the same time would be compliant with the Regulation.  

 
The proposal received strong support from all participants, who have been and will 
remain actively involved in the development of the guidance. The guidance is aimed to 
be published as a COM guidance following an endorsement by CTEG.  

 
SANTE proposal to finalise the first draft of the guidance by the CTEG meeting on 20 
November was accepted by the group. To achieve this, a full-day meeting will be 
organised with this group in October.  
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