QC 21 Non Conformance Report
	Date
	25 August 2022

	Viamed / VST* Issue id

unique identifier 

*delete as appropriate
	 269905

	BSI Ref (if applicable) 
unique identifier 
	2235543-202208-N2

	Responsibility
Person Overall responsible 
	Helen Lamb

	Non-Conformance
statement of the problem 
	The process of Corrective action is not fully effective because the documented procedure was not completely followed.

For negative feedback Issue 266313, CAPA 252744 the organisation

opened a QC21 (major nonconformity form) something that is not described in the VOP10 Procedure.

VOP10 procedure, 25 May 2022, DOCID#90405

CAPA 252744, 01 Mar 2022, Open Investigation, 4 Mar 2022

Negative feedback, Issue no. 266313 

QC21, uploaded 25.07.2022- seen to be incomplete

 

	Investigation By:
Person responsible 
	Helen Lamb
Derek Lamb

	Investigation
Root Cause Analysis 
Issue id (if applicable)

	Issue 266313 refers to another Issue 252744
This Issue was regarding a MaxO2 ME, an oxygen Monitor manufactured by a company called Maxtec.

We had a Single customer who was knocking the oxygen monitor out of its V-mounting clamp, and breaking the cases.

We did an internal Investigation 4th March 2022, and a written report sent to Maxtec 4th March 2022.
On the 8th of July the original customer placed an order for 20 kick stands to replace broken ones.

In a following Meeting on the 22 July without any feedback from the original supplier we decided we should raise an official complaint with the original manufacturer due to lack of response.

On the 25th July, Derek Lamb, linked a blank QC 21 form to the Issue 252744, via issue 266313.
On the 28th July Steve Hardaker re-sent our initial investigation to Maxtec, to which we received an acknowledgement on the 3rd August 2022.
11th of August we received a customer complaint reference COM-4402 from the manufacturer.
Our Notified body audit was on the 16th August, where we had so far no further updates since the 11th August.
The Notified Body Non conformance 2235543-202208-N2, refers to the Blank QC-21 form attached / generated to the Issue on the 25 July.

This was clearly the Incorrect form for us to generate a Customer complaint up the Supply chain. We should not have Generated the QC 21 Non conformance report, reference 266313, as it was inappropriate to the situation and not inline with our procedures.

It has been noted we are missing from our procedures, both a form, and method of Viamed creating a Customer Complaint to a supplier, without Viamed first receiving a customer complaint from a Viamed customer.
We have Feedback, and internal customer complaints procedures between Viamed and its customers, but no formal method of raising a customer complaint between us and the supplier.



	Corrective Action By:
Person responsible 
	Derek Lamb

	Corrective Action 
Issue ID (if applicable):
Relevant Immediate Corrective action (if applicable) 
	Close the outstanding QC21 form and the issue.


	Time Scale for Immediate Corrective Action
Time for completion of all identified actions 
	1 week, 7th September 2022

	Corrective Action:
Relevant and Proportionate Corrective Action
	We will update the VOP 19 Viamed Complaints Procedures, to include a section detailing what to do in the event of issues and / or complaints that we make to our suppliers. Ones that have been generated by us and not from a customer or third party. 
We will create a new form and associated procedure for Viamed to create a Customer Complaint to a supplier, that have arisen from us and not from a customer or third party. 


	Time Scale for Corrective Action
Time for completion of all identified actions 
	60 days, 29th October 2022

	Risk Review 
Confirm action does not have negative affects and/or risks to any other part of the ISO system 
	

	Follow-up future issue id
(Effectiveness verification)
	

	Effectiveness verification
	

	Closed By:
	

	Closed on
	


