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Pre-workshop assignment


Objective
Participants should get a brief overview of the regulatory framework of the State of the Art Evaluation (SOTA) for Medical Devices under the EU MDR 2017/745. Participants should be able to provide a potential case study of a given device for which the SOTA needs to be written. 

Content and instructions 
Preparatory reading of the relevant sections of MEDDEV 2.7/1 revision 4 (June 2016). 

Read the resources and materials specified below. These will be mentioned during the workshop.

Also, look up on the Internet for any interesting articles you may find on the ‘State of the Art Evaluation’. Be ready to share the link with others stating why you found that article interesting.

Assessment criteria
The workshop will include a detailed overview of the regulatory framework and content of the SOTA. Reading the relevant documents before, however, will simplify practical training and team discussion during the workshop. 

Resources and materials
MEDDEV 2.7/1 revision 4 (June 2016) Clinical Evaluation: A guide for manufacturers and notified bodies under directives 93/42/EEC and 90/385/EEC, 
Download: https://ec.europa.eu/docsroom/documents/17522/attachments/1/translations/ 

Case study
Think about a medical device you are familiar with for which you need to write the SOTA OR
Think about a SOTA you have written in the past and identify 1 or 2 things you were struggling with. 

Time required
1-2 hours 

Deadline or other information about bringing the assignment to the workshop
Participants have to complete the preparatory reading before the workshop. They should be able to present a case study of a medical device for which the SOTA needs to be written.  
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