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Writing a Clinical Evaluation Plan for Medical Devices

Foundation, 3 hours

Kelly Goodwin Burri & Samuel Hoare, Stryker

Pre-workshop assignment


Objective
The objective of the pre-workshop assignment is for participants to familiarise themselves with the relevant guidelines used to develop a Clinical Evaluation Plan (CEP).  

Content and instructions 
Participants are expected to read the MEDDEV 2.7/1 revision 4 and MDCG 2020-6 guidelines as described below, paying particular attention to the specified sections relevant to the CEP, and answer a short set of questions to assess their experience with medical devices.

Please answer the following questions related to your experience writing clinical evaluation plans: 
1. What is your current level of experience writing CEPs and Clinical Evaluation Reports for medical devices? How many years of experience do you have; how many CEPs have you written?
2. If you have prior experience with clinical evaluation of medical devices, briefly describe the types of devices (e.g., cardiovascular, orthopaedic implants) and risk class (Class I, II, or III) that you are most familiar with.
3. Do you have any specific questions you would like to have discussed during the course of the workshop?

Assessment criteria
The pre-workshop assignment will not be assessed. In order to have your specific questions addressed during the workshop, you should submit your responses by the deadline provided.

Resources and materials
· [bookmark: _Hlk95407739]MEDDEV 2.7/1 revision 4 Clinical Evaluation: A Guide for Manufacturers and Notified Bodies under Directives 93/42/EEC and 90/385/EEC, Section 7, Appendix A3 (available from: https://ec.europa.eu/docsroom/documents/17522/attachments/1/translations/en/renditions/native)
· MDCG 2020-6 Regulation (EU) 2017/745: Clinical evidence needed for medical devices previously CE marked under Directives 93/42/EEC or 90/385/EEC, Section 6.1 (available from: https://ec.europa.eu/health/sites/default/files/md_sector/docs/md_mdcg_2020_6_guidance_sufficient_clinical_evidence_en.pdf)

Time required
1 hour

Deadline or other information about bringing the assignment to the workshop
Answers to the questions above should be sent to Kelly Goodwin (kelly.goodwinburri@stryker.com) and Samuel Hoare (samuel.hoare@stryker.com) at least 2 weeks before the date of the workshop in order to be included in the discussion. The receipt of the assignment will be acknowledged, but reminders will not be sent. 
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