[image: ]






NITROSAMINE – Revised (simplified) Questionnaire 

Number of products in scope of the nitrosamine RA	
	Number (or percentage) of reported* assessments – refers to assessments that were already reported to NCA or EMA		
Number (or percentage) of outstanding assessments  - refers to assessments still to be reported to NCA or EMA		
 Of which x% API completed – purpose is to identify only those where there is actions ongoing since for those where a risk was identified at API level reports were already sent. 			
Number of products (or percentage) for which the RA is likely to be completed and reported by the October deadline? 		
What are the current issues which prevent completion of RA? (please tick the relevant ones indicating a priority ranking – 1 being really relevant to 3 - less relevant)		Delayed response from API suppliers 	No response from APIs suppliers	Quality of the response from API suppliers		Delayed response from excipients suppliers	No response from excipient suppliers	Quality of response from excipient suppliers		Open scientific questions on the formation of nitrosamine remains and prevent RA completion		Other reason(s) – please explain	
The question in green below are to gather data for internal use, not for sharing with EMA		Have you experienced issues during review of a MAA due to nitrosamine RA?		Was the procedure put on hold as a result of the lack of nitrosame RA documentation provided in the dossier?	If so what type of process(es) (NP, DCP/MRP,CP) and products (OTC or Rx) and which national competent authority (NAP) / RMS in the case of a DCP/MRP? ?		Did the authority (please precise which) agree to have the nitrosamine RA documentation provided as post-approval commitment? 	If so what type of process(es) (NP, DCP/MRP,CP) and products (OTC or Rx) and which national competent authority (NAP)/ RMS in the case of DCP-MRP	


*For Germany. Please also indicate the number of assessments here which are completed but reporting pending due to non-availability of system
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