QC 21 Non Conformance Report
	Date
	11/11/2021

	Issue id
unique identifier 
	241898

	BSI Ref (if applicable) 
unique identifier 
	2128198-202111-N4

	Responsibility
Person Overall responsible 
	Derek Lamb

	Non-Conformance
statement of the problem 
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Statement of
conformance:

‘Corractive action process was not fll effective a¢ veriying that the.
comective action does not adversely afect the abilty to meet applicable:
regulatory requirements or the safety and performance of the medical
evice, didn't consider by the procedure and tempiate.

‘Corrective action
“The organization shall take action to efminate the cause of
nonconformities n order to prevent recurrence. Any necessary corrective
‘actions shal be taken without undue delay. Corrective actons shallbe.
proportionate to the effects o the nonconformities encountered.

‘The organization shall document a procedure o define requirements for:
2) reviewing nonconformities (incuding complaints);

b) determining the causes of nonconformites;

) evaluating the need for action to ensure that nonconformities 6o not
) planning and documenting action needed and implementing such
‘action, including, as appropriate, updating documentation;

) verifying that the corrective action does not adversely affect the
abilty to meet applicable requiatory requirements or the safety and
performance of the medical device;

) reviewing the effeciveness of corrective acton taken

Records of the resuls of any investigation and acton taken shall be:
maintained (see 4.25).

o

Non-conformance, Corrective and Preventive Action procedure VOP10,
issue 1, 1D 46915, 2. 11. 2020,
Non-Conformance Report: QCZ1, Ver. Control 22074, 16. 09. 2017

Correction/containment

Corrective action






	Investigation By:
Person responsible 
	Derek Lamb

	Root Cause Analysis Investigation Issue id
(if applicable)

	Our QC21 form did not look at or review the risks involved with the use of the form, the contents of it and any actions resulting from the use of it. As referenced in VOP 10.


	Corrective Action By:
Person responsible 
	Derek Lamb

	Corrective Action 
Issue ID (if applicable):
Relevant Immediate Corrective action (if applicable)
	We will add a section to the QC21 form that assesses the risk analysis of the use of the form, and any changes or updates that result from the utilisation of the form. 
We will add a Risk Review box that will state -
Confirm action does not have negative affects and/or risks to any other part of the ISO system. 
So we can more comprehensively investigate, monitor and resolve Non Conformances. 


	Time Scale for Immediate Corrective Action
Time for completion of all identified actions 
	Immediate action carried out within 1 day, to be completed by 11th November 2021

	Corrective Action:
Relevant and Proportionate Corrective Action
	We will focus our systems, processes and tasks, as a whole, towards a more Risk management / Risk Analysis reports in the system. Not just on the form but throughout the company. 
We will review all QC21 forms from the last 12 month and carry out appropriate risk assessments. 

To prevent this happening again we will added a rolling issue to system to review the QC 21 form template itself, regularly. To ensure we have a valid and up to date form, that can be used to accurately and effectively review Non Conformances, internally and externally. That includes risk and effectiveness.


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

	30 days, to be completed by 13th December 2021

	Risk Review 
Confirm action does not have negative affects and/or risks to any other part of the ISO system 
	The update to the QC 21 form does not pose any risk to the system or processes, or any other part of the ISO system. The update to the form should improve the effectiveness of the form and the process in general.  
There is a small risk, in that there maybe other pending issues with QC21 forms open, that have not been completed and are on, the older less effective version of the QC21 form. We will carry out a review to make sure no QC21 forms remain open. Any that are, will be updated and re reviewed for effectiveness and risk.
The task and processes we have added does not pose any risk to the system or to other processes. 

See Issue241898 File
Risk Assessment For Updating Document ID74575 ID74722

For risk of updating the QC 21 Form



	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
Derek Lamb


