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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)

Pre-workshop assignment

Objective
To prepare for a workshop discussion on how the FDA and the applicant (sponsor) can differ in their presentation and interpretation of the same data being reviewed at an FDA Advisory Committee (AC) hearing.

Content
· A review of the FDA’s and applicant’s presentations on the hepatic safety of Drug X at an FDA AC hearing
· An overview of the FDA review process and AC hearings
· Completion of a pre-workshop assignment questionnaire to help prepare for the workshop 
· Completion of the “needs analysis” questionnaire

Assessment criteria
Participants will be required to fill out a questionnaire on the text they have been given and return it to the workshop leaders. Completion of the questionnaire will help ensure that participants are sufficiently prepared for the workshop.

Instructions
You have been provided with an overview of the FDA review process and the purpose and structure of an AC.  You have also been given transcripts (anonymised as Presentation A and Presentation B) of the FDA’s and applicant’s presentations on the hepatic safety of Drug X, as used at an FDA AC hearing. Read through both presentations. As you are working through the material, please give some thought as to whether the information provided appears to give a balanced interpretation of the data being presented. This will be helpful to you during the workshop. Once you have read the text, complete the pre-workshop assignment questionnaire provided. 
This assignment will help to prepare you for the workshop, where the strategy and language used for presenting and interpreting the data will be analysed. We will then examine differences and similarities in the interpretation of the same data, which will be discussed in the broader context of the FDA review process and the role medical writers can play in preparing for an AC hearing.

Please return completed assignments by 06 July 2021, via e-mail to:

Douglas Fiebig
Trilogy Writing & Consulting GmbH
Tel: +49 69 138 252 813
douglas@trilogywriting.com

Resources and materials
· Transcripts from the FDA and applicant’s presentations on the hepatic safety of Drug X at an FDA AC hearing
· An overview of the FDA review process and AC hearings
· A pre-workshop assignment questionnaire to help participants review the presentation scripts and prepare for the workshop
· “Needs analysis” questionnaire form

Time required
Approximately 2 hours (study time and preparation time)
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