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NITROSAMINE - Questionnaire 

Risk assessment feedback (used to update EMA)
 
1a. N° of MA’s affected by the notification	
1b. N° of MA assessments completed to date (ready to report or reported to competent authority)	
 
2a. N° of API sources affected by the notification	
2b. N° of API assessments completed to date 	
 
3a. N° of other sources (excipient/finished dosage form/packaging) affected by the notification	
3b. N° of assessments completed to date 	

Survey feedback (internal KPI)
 
4a. % of API survey’s sent out to API manufacturers (can be in house source) at current date 	
4b. % of complete and acceptable responses received back from API manufacturers (can be in house source) at current date 	
 
5a. % of survey’s sent out to other sources (can be in house source) at current date 	
5b. % of complete and acceptable responses received back from other sources (can be in house source) at current date 	

6. Based on the returns of the survey’s: what % of MA’s you expect to be covered with a risk assessment and information forwarded towards competent authorities until 26 March 2020
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