QC 21 Non Conformance Report
	Date
	11/11/2021

	Issue id
unique identifier 
	241917

	BSI Ref (if applicable) 
unique identifier 
	2128198-202111-N6 

	Responsibility
Person Overall responsible 
	Derek Lamb

	Non-Conformance
statement of the problem 
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‘Operations - Product and/or Service Planning and Provision include Work
Area/process: | enyironment, Contamination Control and Preservation
‘Statement of | Contamination control was not fully effective a5 arrangement to prevent
non- ‘contamination due to customer returned products was not specified by
‘conformance: _| Serviing or other relevant procedures.

making excellence a h

Assessment Repor

requirements

‘Contamination control
s appropriate, the organization shall plan and document arrangements
for the control of contaminated or potentiall contaminated product in
order to prevent contamination of the work environment, personne), or
product.

For sterile medical devices, the organization shall document
requirements for control of contamination with microorganisms or
particiate matter and maintain the required dleanliness during assembly.
or padkaging processes.

Repair and servicing VOPDS, Ver. Control 68239, 26. 08. 2021
It was seen that adding such control to the Goods i procedure has been
noted by MD (note date 22. 10. 2020) however this update was seen to
be missed.

/containment





 

	Investigation By:
Person responsible 

	Derek Lamb

	Root Cause Analysis Investigation Issue id
(if applicable)
	We had no arrangement detailed, in our Documentation, to prevent contamination from goods arriving in to the building form any source. 
We should have detailed the measures we take to protect staff and other products, from goods being returned from Hospital, companies or private buyers, or from stock being received in from suppliers, that has been contaminated in some way at source or during transit. 
We previously, in error, excluded the section in the route map, referring to contamination, as we had never had any sterilised products, and this section focuses partly on sterilisation. 
This meant the section was not reviewed. We previously received a Non conformance as the subsections should not have been excluded from scope. 


	Corrective Action By:
Person responsible 
	Derek Lamb

	Corrective Action 
Issue ID (if applicable):
Relevant Immediate Corrective action (if applicable)
	We will update out top level documents VOP07, VOP09 and VOP20 to detail our processes to protect staff and other products, from goods being returned that have arrived with contamination present. 



	Time Scale for Immediate Corrective Action
Time for completion of all identified actions 
	7 Day from today, 20th November 2021

	Corrective Action:
Relevant and Proportionate Corrective Action
	We will remind staff of the need to be cautious when handling any goods received in. Making specific reference to isolating stock or returns, until they are decontaminated. We will detailing how they should proceed if contaminated items come in to the building. 
To prevent this happening again we will add a training course and procedure so we can make sure everyone who handles any incoming goods is aware of the precautions they should take and how to proceed if contamination is present. 


	Time Scale for Corrective Action
Time for completion of all identified actions 
	30 days from Today, 13th December 2021

	Risk Review 
Confirm action does not have negative affects and/or risks to any other part of the ISO system 
	The up date of these documents does not pose a risk to the processes. Or any other part of the ISO system. 
We have created training material to help staff be more prepared for dealing with contaminated goods being received in to the building. This should reduce any potential risk.  
SEE Issue 241917 file
Risk Assessment For Updating Document ID73779

for assessment of updating VOP 20 Goods in Purchases, Returns, Repairs, Inspection _ Rejection.



	Follow-up future issue id
(Effectiveness verification)
	242081 - VM3COP27.51 Incoming _ Goods in Contamination Control added



	Effectiveness verification
	Verified has been effective by Nici Lintern-Gittens and Christina Georgiou during Remote BSI Audit

	Closed By:
	Closed

 by Nici Lintern-Gittens and Christina Georgiou during Remote BSI Audit

	Closed on
	17th August 2022

Derek Lamb


