QC 21 Non Conformance Report

	Date
	14 / 09 /2017

	Issue id

unique identifier
	
102916

	BSI Ref (if applicable) 

unique identifier
	Visit 8606493 
nonconformity referenced  1417669N1 

	Responsibility

Person responsible
	Derek Lamb

	Non-Conformance
The statement of the problem
	The technical agreement with Bluepoint is not fully effective. 
In addition, the notified body may pay unannounced visits to the manufacturer. At the time of such visits, the notified body may, where necessary, carry out or ask for tests in order to check that the quality system is working properly. It must provide the manufacturer with an inspection report and, if a test has been carried out, with a test report. 

Objective Evidence: The Bluepoint OEM agreement does not allow for access to their premises in the event of an unannounced visit from a notified body. 


	Investigation By:
	Derek Lamb

	Investigation Issue id

(if applicable)
Root Cause Analysis.
	We were aware the contract has missed the unannounced audits  in the quality section after one of our other files had been reviewed earlier in 2016. 

We had already arranged and supplied a new contract to Bluepoint. 

Bluepoint had already legally checked the agreement and Signed Dated 19 Nov 2016.

but were waiting on our visit to them in Germany to pass over and have us sign their copy.



	Corrective Action By:
	Derek Lamb

	Corrective Action Issue ID (if applicable):
	

	Time Scale for Corrective Action
	30days

	Corrective Action:
	To Contact Bluepoint and have them send me the copies of the contacts they have already signed, for me to sign both a return a signed copy, and add one to my files



	Follow-up future issue id

(Effectiveness verification)
	DocumentID 18306 
Dated:
21-12-2016 

	Effectiveness verification
	Viamed Signed the contracts on the 21/12/2016 when they arrived in the post, and added to our system.


	Closed By:
	

	Closed on
	


