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Needs analysis questionnaire

To ensure that the workshop corresponds to your needs, please provide the following information:


Name:


Current job:



How many years of experience do you have in medical writing?



Which are the documents you routinely write?



Which 3 questions (within the scope of the workshop) would you most like to see answered during the workshop?





Please return your pre-workshop assignment by e-mail by 30 October 2020 to

Thomas.Schindler@boehringer-ingelheim.com
Kamila.Sroka-Saidi@boehringer-ingelheim.com




Pre-workshop assignment MCA 7
[bookmark: _GoBack]This workshop will be an introduction to the writing of lay summaries according to the EU Clinical Trial Regulation and similar guidance documents such as the “return of results” initiatives in the US (TransCelerate, MRCT).
 
There are 4 documents to read for the pre-workshop assignment. Please start by carefully reading the article on lay summaries by Brauburger et al. and the EC expert Guidance (V2). Please use the acquired knowledge to assess the 2 lay summaries that are attached. Please write a text of not less than 350 words answering the following questions:

· To what extent do the lay summaries of the 2 companies comply with the guidance given in the Expert Guidance? Please analyse both lay summaries, and provide the results of your analysis.

· Please pick 2 instances in which the companies have chosen to deviate from the Expert Guidance and provide your opinion whether these deviations are justified or not.

Please provide a word count below your text. 



Time required
This assignment will take no more than 2 – 3 hours. 









EMWA Workshop Leaders Handbook Edition 2001
1
© Thomas M. Schindler, Kamila Sroka-Saidi
