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EMWA Professional Development Programme

Medical writing between dossier submission and 
drug approval

Drug development, advanced (DDA2b)

Douglas Fiebig (Trilogy Writing & Consulting GmbH)

Needs analysis questionnaire

To help ensure that the workshop corresponds to your needs, please complete this questionnaire together with the pre-workshop assignment. You may type directly into this document, expanding it as appropriate.

Name

Current job

How much experience do you have preparing documents needed in response to regulatory authority requests after a dossier has been submitted?


Do you have any other relevant experience?



Which three questions would you most like to see answered during the workshop?
1.
2.
3.

Please rate each topic in terms of its importance to you.  As far as possible, time during the workshop will be allocated to the items with the highest scores.
1 = I do not want much time on this    2 = I need some time on this    3 = I need lots of time on this

	Topic
	Score (tick appropriate box)

	
	1
	2
	3

	EU CHMP post-submission review processes
	
	
	

	US FDA post-submission review processes
	
	
	

	Types of documents and writing activities required during post-submission review
	
	
	

	Preparations for CHMP oral explanations or FDA Advisory Committee hearings
	
	
	

	The co-ordinating role of the Medical Writer in 
post-submission activities
	
	
	



Please return this questionnaire by e-mail to Douglas Fiebig (douglas@trilogywriting.com) by 06 July 2021.
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