EMWA workshop
Medical writing between dossier submission and drug approval
Drug development, advanced (DDA2b)
Pre-workshop assignment questionnaire
You should have now read the description of the NDA review process and the purpose and structure of an Advisory Committee (AC) hearing.  You should have also familiarized yourself with the transcripts of an applicant’s and FDA’s presentation of hepatic safety data for Drug X made at an FDA AC hearing.  This will help you prepare you for the workshop, where the strategy and language used for presenting and interpreting the data are analysed. 
Please note, an in-depth knowledge of hepatic safety issues is not required for this assignment; the focus is on analysing the presentation styles and the impression they make with respect to a balanced argument.
During the workshop we will examine the differences and similarities in the interpretation of the same data. As part of the preparations for the workshop, please answer the following questions, which are based on the transcripts and are designed to help your understanding of the information presented and the aims of an AC. 

1.  In your opinion:

Presentation A = Applicant’s or FDA’s presentation?

Presentation B = Applicant’s or FDA’s presentation? 

2.  Highlight two points of similarity between the presentation style used by the applicant and the FDA.



3.  List what you consider to be the two most important differences in the way the same information was presented by the applicant and the FDA.



4.  Choose the presentation that you think gives the most balanced view of the information and summarize in one paragraph the reason(s) why.



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