
Version: May 2021 

EMWA Professional Development Programme 
 

How to Write a Clinical Evaluation Report 
 

Advanced – 3.5 hours 
  

Gillian Pritchard, Sylexis Limited and Claudia Frumento, ICiMT 
 

Pre-workshop assignment 
 

Objective 
The aim of the pre-workshop assignment is to be familiar with the guideline 
MEDDEV 2.7/1 rev. 4 (June 2016) which explains how to conduct a clinical 
evaluation of a medical device. 

Content and instructions  
Read the MEDDEV 2.7/1 rev. 4 (June 2016) guideline paying particular attention to 
section 11 and appendix A9. 

Assessment criteria 
The assignment is not assessed.  The guideline will be referred to in the workshop so 
it will be assumed that you have read it. 

Resources and materials 
MEDDEV 2.7/1 rev. 4 (June 2016) guideline. 

Time required 
Up to 3 hours. 
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