QC 21 Non Conformance Report

	Date
	

	Viamed Issue id
unique identifier 
*delete as appropriate
	406152

	BSI Ref (if applicable) 
unique identifier 
	Not Applicable

	Responsibility
Person Overall responsible 
	Steve Nixon 

	Non-Conformance
statement of the problem 
	Inspiration Healthcare Ltd has reported substantial damage to the white outer product box of one box of VersaStream product supplied by Viamed. The product was supplied within a separate outer transportation carton; however, no evidence of the condition of that transportation carton at the time of receipt has yet been provided. The inner product packaging is reported to appear undamaged. The point at which the damage occurred has not yet been established.
 Inspiration Healthcare Ltd has reported substantial damage to the white outer product box of one box of VersaStream product supplied by Viamed. The damage is evidenced by photograph thumb-DEV-02817.jpeg (Issue attachment Ref #406152.17229). The product was supplied within a separate outer transportation carton; however, no evidence of the condition of that transportation carton at the time of receipt has yet been provided. The inner product packaging is reported to appear undamaged. The point at which the damage occurred has not yet been established.

	Investigation By:
Person responsible 
	Steve Nixon

	Investigation
Root Cause Analysis 
Issue id (if applicable)

	

	Corrective Action By:
Person responsible 
	

	Corrective Action 
Issue ID (if applicable):
Relevant Immediate Corrective action (if applicable) 
	

	Time Scale for Immediate Corrective Action
Time for completion of all identified actions 
	

	Corrective Action:
Relevant and Proportionate Corrective Action
	

	Time Scale for Corrective Action
Time for completion of all identified actions 
	

	Risk Review 
Confirm action does not have negative affects and/or risks to any other part of the ISO system 
	Initial Review:
No product failure or damage to the inner product packaging has currently been reported. The identified non-conformance relates to damage to the external product presentation box. No evidence currently indicates a wider product quality or patient safety issue. Investigation remains open pending further information from the customer.

	Follow-up future issue id

(Effectiveness verification)
	

	Effectiveness verification
	

	Closed By:
	

	Closed on
	


