QC 21 Non Conformance Report
	Date
	31/08/17

	Issue id
	101093

	BSI Ref (if applicable) 
	1515871-201705-M5 

	Responsibility
	Derek Lamb

	Non-Conformance
	1515871-201705-M5 Area/process Clinical Evaluation Clause Annex X 1.1.c Scope CE 540537 Category Major Statement of nonconformance: The system for post-market clinical follow-up is inadequate. Clause requirements The clinical evaluation and its documentation must be actively updated with data obtained from the post-market surveillance. Where post-market clinical follow-up as part of the post-market surveillance plan for the device is not   

deemed necessary, this must be duly justified and documented 

Objective evidence 

While the supplied PMS document ID20910 was reviewed and found to contain data on field failures and resulting evaluation and action, no explicit PMCF or justification for not completing PMCF has been provided. 
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