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Pre-workshop assignment

Objective
To consider the unique aspects of clinical trials in healthy volunteers (as opposed to studies in patients) and the consequences of these for writing the key study documents (protocol, informed consent form, clinical study report).

Content
Complete the grid below.  List 10 aspects of clinical trials in healthy volunteers that make them different from studies in patients.  For each aspect, also enter its consequence(s) for writing of the informed consent form, protocol, or clinical study report for the study. Some suggested resources are listed below.

	Unique aspect of healthy volunteer studies
	Consequence(s) for key study documents

	Example:  There will be no efficacy data generated in the study.
	Challenging to follow ICH E3 and company CSR templates

	1. 
	

	2. 
	

	3. 
	

	4. 
	

	5. 
	

	6. 
	

	7. 
	

	8. 
	

	9. 
	

	10. 
	


To ensure that the workshop corresponds to your needs, please answer the following questions:
(1) What is your current job?


(2) How much experience do you have in medical writing for healthy volunteer studies?


(3) Which 3 questions would you most like to see answered during the workshop?  (Questions must be within the scope of the workshop as described in the abstract.)

Assessment criteria
Return the complete assignment (10 items in the grid + answers to the 3 questions above) by the deadline below.  Your answers to the grid exercise may be used in an exercise during the class; be prepared to discuss them. 

Instructions
To qualify for credit, complete the above grid and questions above send to Anne McDonough by Friday, 22 April 2022 (Anne@McDonoughCR.com).

Resources and materials
(1) ICH harmonised guideline: General considerations for clinical trials: E8(R1) 
https://database.ich.org/sites/default/files/E8-R1_Guideline_Step4_2022_0204%20%281%29.pdf
(2) The life of a professional guinea pig:  What it’s like to earn a living as a research subject in clinical trials – Cari Romm – The Atlantic – 23 Sep 2015
http://www.theatlantic.com/science/archive/2015/09/life-of-a-professional-guinea-pig/406018/
(3) Guideline on strategies to identify and mitigate risks for first-in-human and early clinical trials with investigational medicinal products – European Medicines Agency – 20 Jul 2017
https://www.ema.europa.eu/en/documents/scientific-guideline/guideline-strategies-identify-mitigate-risks-first-human-early-clinical-trials-investigational_en.pdf
(4) Report by the Temporary Specialist Scientific Committee (TSSC), "FAAH (Fatty Acid Amide Hydrolase)", on the causes of the accident during a Phase 1 clinical trial in Rennes in January 2016.  Focus on sections about the clinical trial starting on page 13.
https://www.clipservices.de/images/downloads/abschlussbericht.pdf

Time required
2 hours

