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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 April 2021 to

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




Pre-workshop assignment MCA 7
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 3 publications to read for the pre-workshop assignment. 
· Brauburger et al.: New European Clinical Trial Regulation: The Requirement for Lay Summaries and Its Impact on Medical Communicators. AMWA Journal 2015, V30, N2, 60- 63
· Schindler TM: Lay Summaries of Clinical Study Results in Lisa DeTora (editor), Regulatory Writing: An Overview, 2nd edition, Regularoty Affairs Professional Society (RAPS), December 2020, ISBN 978-1-947493-55-1, 265-277
· European Expert Group: Summaries of Clinical Trial Results for Laypersons. Recommendations of the expert group on clinical trials for the implementation of Regulation (EU) No. 536/2014 on clinical trials on medicinal products for human use, Version 2. 22 February 2018.

[bookmark: _GoBack]In addition, you are provided with 2 lay summaries that need to be analysed. Please start by carefully reading the publications Please use the acquired knowledge to assess the 2 lay summaries. Please answer the following questions by writing a short text of not less than 200 words per question. 

· To what extent do the 2 lay summaries 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 comment on the use of numeric information in the lay summaries. Are the numbers presented in a way a non-expert can understand?


Please provide a word count below your text. 



Time required
This assignment will take about 3 hours. 
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