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 
	

	Investigation Issue id
(if applicable)
Root Cause Analysis 
	

	Corrective Action By:
Person responsible 
	

	Corrective Action Issue ID (if applicable):
Relevant and Proportionate Corrective Action 
	

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

	Corrective Action:
	

	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
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