QC 21 Non Conformance Report
	Date
	11/11/2021

	Viamed Issue id
unique identifier 
	241890

	BSI Ref (if applicable) 
unique identifier 
	2128198-202111-N1 

	Responsibility
Person Overall responsible 
	Derek Lamb

	Non-Conformance
statement of the problem 
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Minor (9) nonconformities arising from this assessment.

Fdiea] 2128198-202111-N1

Certificate
Reference Reference M 78787
Certificate 150 13485:2016 & EN 15O

= I Clause 562
Location

0009370214000

‘Rssessment
= 3000498
Category. Winor
‘Area/process: | Management Review & Data Analysis|
‘Statement of

Management review was not flly effective as not allinputs were:
reviewed or addressed by management review report.

Review input
“The input to management review shallinciude, but is not limited to,
information arising from:

2) feedback;

b) complaint handing;

) reporting to requiatory authorites;

) audts;

5 ) monitoring and measurement of processes;

) moritoring and measurement of product;

9) corrective action;

) preventive action;

1) follow-up actions from previous management reviews;

§) changes that could affect the quality management system;

k) recommendations for improvement;

1) applicable new o revised regulatory requirements.

Management review report 3. 08. 2021 (Status of CA/PA and

newrevised requiatory requirements were not seen to be addressed by
last management review)

/containment






	Investigation By:
Person responsible 
	Derek Lamb

	Investigation Issue id
(if applicable)
Root Cause Analysis 
	We had missed important headers in the Management Review and so these were not discussed at the Management Review / Board meeting. Specifically we did not have a header for Regulatory Changes.
 

	Corrective Action By:
Person responsible 
	Derek Lamb

	Corrective Action Issue ID (if applicable):
Relevant Immediate Corrective action (if applicable)
	Immediately review areas missed and discuss with the Board, areas that should have been covered. Add supplementary minutes to the issue carried out at the time of the original management review. The send copies to the board. 

	Time Scale for Immediate Corrective Action
Time for completion of all identified actions 
	10 days to be completed by 20th November 2021

	Corrective Action:
Relevant and Proportionate Corrective Action
	We will add the header, Regulatory Changes, to the Management Review. Review the whole agenda in detail to make sure no other areas, headers, objectives or targets are missed and therefore not specifically discussed. 
To prevent this issue occurring again we will add a rolling Task to the system to make sure the Management Review agenda is reviewed before the meeting is carried out annually. 


	Time Scale for Corrective Action
Time for completion of all identified actions 
	30 days to be completed by 10th December 2021

	Risk Review 
Confirm action does not have negative affects and/or risks to any other part of the ISO system 
	These actions would not have any negative affect or risk to this or other processes, as would would be finding area, headers, objective or target that has not been discussed. That needed to be reviewed, this would result in a positive outcome so no overall risk. 



	Follow-up future issue id
(Effectiveness verification)
	

	Effectiveness verification
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