Questionnaire on regulatory flexibility

1. Please indicate your Portfolio: Rx, OTC or Rx and OTC

1. Have you experienced a positive response from an authority to a request for regulatory flexibility ?   
1. If yes (i.e. positive feedback), could you please indicate: 
0. From which country
0. Did the EMA Q&A /CMDh practical guidance help?
0. Could you describe the issue you brought to their attention for help (without sharing any confidential information of course)
0. What was the outcome?

1. If no (i.e. negative response), could you please indicate: 
1. From which country
1. Did the authority refuse to follow the advice of the EMA Q&A or CMDh practical guide? 
1. Was the issue not addressed in any reg flex document?
1. Could you describe the issue you brought to their attention for help (without sharing any confidential information of course)
1. What was the outcome?

1. [bookmark: _GoBack]If you did not yet launch such a request, please indicate: ‘no experience’

