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. 

 

	Investigation By:
	Derek Lamb

	Investigation Issue id
(if applicable)
	101093
Viamed Performs post-market surveillance on a variety of ranges not limited to just viamed products,
The Envitec range of products had the post-market surveillance last carried out may 2017, but has been carried out roughly in its current form since 2011, under an OBL certificate CE97289 there is/was no requirement for a final follow up report.
as we are now having to upgrade the files in line with being a virtual manufacturer the next time the system triggers a PMS/Risk report to be performed a PMCF would now be required. 

	Corrective Action By:
	

	Corrective Action Issue ID (if applicable):
	101094


	Time Scale for Corrective Action
	

	Corrective Action:
	PMCF report needs producing, will be done in the next 30 days 
Issue 101922 Created


	Follow-up future issue id
(Effectiveness verification)
	101095


	Effectiveness verification
	

	Closed By:
	

	Closed on
	


