EMWA Professional Development Programme 
Writing Clinical Investigation Plans for Medical Devices

MDF3 Medical Devices, Foundation, 3 hours 

Dr Beatrix Doerr, CORIUVAR Clinical Research Consulting and Medical Writing

Pre-workshop assignment

Participants should read the following article for an introduction to the terminology, definitions and regulatory pathways for pharmaceutical and medical device development:
Dörr B, Whitman S, Walker S. 2017. Writing for medical devices compared to pharmaceuticals: an introduction.  In Medical Writing 26; June: 8-13.

Furthermore, participants should answer the following question:

· Previous medical writing experience (medical devices/ clinical investigation plans/ overall medical writing experience)

· What do you expect from the workshop/ areas you are particularly interested in,
And email the answers to the workshop leader (beatrix.doerr@gmail.com) 
Estimated time to complete: 1 hour

To maximise the benefit of the workshop, we also recommend to get familiar with the following documents (albeit this is not mandatory): 


· MDR2017/745 chapter II Documentation regarding the application for clinical investigations REGULATION (EU) 2017/ 745 OF THE EUROPEAN PARLIAMENT AND OF THE COUNCIL - of 5 April 2017 - on medical devices, amending Directive 2001/ 83/ EC, Regulation (EC) No 178/ 2002 and Regulation (EC) No 1223/ 2009 and repealing Council Directives 90/ 385/ EEC and 93/ 42/ EEC (europa.eu) 
· Declaration of Helsinki WMA Declaration of Helsinki – Ethical Principles for Medical Research Involving Human Subjects – WMA – The World Medical Association
· ISO14155:2020, if available (no need to buy it solely for the workshop) 
Post-workshop assignment

Participants will be provided with a abbreviated protocol in which they need to highlight errors. To pass the assignment, participants need to find 50% of the errors.

Estimated hours to complete: 2.5 hours.
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