EMWA Professional Development Programme

Medical Writing and Quality Control: Clinical Study Reports
Professional Techniques, Foundation level (PTF4)
Dr Alison MciIntosh, ICON Clinical Research, UK.
Please complete the pre-workshop assignment together with the questions below.

Name

Current job, please also give an indication of whether you are freelance, employed in a
pharma company or CRO etc.

How much and what kind of experience do you have of quality control and written
documents?

Do you have any other relevant experience?

Please return to
Dr Alison Mclntosh, ICON Clinical Research, UK by Friday 12" April 2019
Email: Alison.MclIntosh@iconplc.com
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EMWA Professional Development Programme

Medical Writing and Quality Control: Clinical Study Reports
Professional Techniques, Foundation level (1 hour)

Dr Alison McIntosh, ICON Clinical Research, UK.

Pre-workshop assignment

Objective
To stimulate you to think about the elements of quality control you consider absolutely

necessary to complete, before allowing a clinical study report you have written to be
reviewed by others.

Content

List five items you would choose as necessary to check for errors before sending a clinical
study report out for review.

Assessment criteria

Return the list prior to the workshop. During the workshop one of the interactive exercises
will make use of this information and you should be prepared to discuss your reasoning with
other participants.

Instructions

Please return your lists by Friday 12th April 2019. During the workshop you should be
prepared to discuss with other participants of the workshop why you chose the items on your
list.

Resources and materials

Familiarity or access to an example study report. Participants should employ their ability to
imagine the checks they would perform on the document, and take note of them for
discussion during the workshop.

Time required
1 hour

Return the completed pre-workshop homework by Friday 12th April 2019.

Please return to
Dr Alison Mclntosh, ICON Clinical Research, UK
Email: Alison.Mclntosh@iconplc.com
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