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	Responsibility
Person Overall responsible 
	Derek Lamb
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‘Statement of | Feedback process was not fully effective as PMS procedure was not seen

non- to be updated according appikcable reguiatory requirements for the CE
conformance: _| products which are st n service.
Feadback

S one of the measurements of the effectiveness of the quality
management system, the organization shal gather and monitor
information relating to whether the organization has met customer
requirements. The methods for obtaining and using this nformation shall
be documented.

“The organization shall document procedures fo the feedback process.
Clause “This feedback process shall incude provisions to gather data from
requirements | production as wellas post-production activiis.

The information gathered in the feedback process shall serve as.
potential input into risk management for monitoring and maintaining the
product requirements as well as the product realization or improvement
processes.

I applicable reguiatory requirements require the organization to gain
‘Specific experience from postproduction activites, the review of this
‘experience shallform part of the feedback process.

Objective PIS: VM3/COP/15, rev. date 21. 03. 2011 (requirements of MDR ATt
Evidence 120 hasn't been considered)
Cause

Correction)





 

	Investigation By:
Person responsible 
	Derek Lamb

	Root Cause Analysis Investigation Issue id
(if applicable)

	We had not reviewed our VM3/COP/18 and VOP 13 sufficiently and we had missed the changes that have come in to force, since we discontinued placing our products on the market, in the change over from the MDD to the MDR. As we were unaware that discontinued products would be affected by the MDR.


	Corrective Action By:
Person responsible 
	Derek Lamb

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

	No immediate corrective action required. As we have not had any Serious or Non-serious incidents or any undesirable side-effects, on any old products over the last 15+ years.


	Time Scale for Immediate Corrective Action
Time for completion of all identified actions 
	N/A

	Corrective Action:
Relevant and Proportionate Corrective Action
	VM3/COP/18 and VOP 13 procedure / process will be updated to reflect the new MDR article 120 where appropriate.
We will carry out a new PMS and Risk assessment for all our products still in service. Reflecting the new MDR PMS and our updated procedures.
To prevent this happening again, we will review the discontinued products procedure / process regularly, to make sure we keep the references up to date while the product are still in service and inline with current regulations.  


	Time Scale for Corrective Action
Time for completion of all identified actions 
	30 days from now 10th 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 risks or negative affects, to the processes or products on the market. Or any other part of the ISO system. 

See Issue 241893 File
Risk Assessment For Updating Document ID53797 
for full review

	Follow-up future issue id
(Effectiveness verification)
	

	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


