QC 21 Non Conformance Report
	Date
	11/11/2021

	Issue id
unique identifier 
	241900

	BSI Ref (if applicable) 
unique identifier 
	2128198-202111-N5

	Responsibility
Person Overall responsible 
	Derek Lamb

	Non-Conformance
statement of the problem 
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Planning of product realization

The organization shallplan and develop the processes needie for

product ealzation. Planning of product realization shall be consistent

with the requirements of the other processes of the qualty management

system.

“The organization shall document one or more processes for risk

management n product reslzation.

Records of risk management actvites shal be maintained (see 4.2.5).

In planning product realizaton, the organizatin shall determine the

folowing, as appropriate:

Clause 3) qualty objectives and requirements for the product;

requirements | b) the need to establsh processes and documents (see 4.2.4) and to
provide resources specific to the product, inclucing nfrastructure and

work environment;

) required verificaton, validation, monitoring, measurement,inspection

and test, handiing, storage, distribution and raceabilty acvities secific

tothe product together with the criteriafor product acceptance;

) records nesded to provide evidence tha the realization processes and

resuling product meet requirements (see 4.2.5).

The output o this planning shallbe documented in form stitable for

the organizaton's method of operatios.

NOTE Further nformation can be found in 150 14971

Objective 'VM3C0P27.11 Performing a Technical File PMS and Risk Management
Evidence Ver. 17824,3. 11. 2016

Cause

Correction/containment

Corrective action





 

	Investigation By:
Person responsible 
	Derek Lamb

	Root Cause Analysis Investigation Issue id
(if applicable) 
	Our document VM3COP27.11 was out of date. It needed to have been reviewed and this had not been done. This meant that it referenced the old version of the standard, 14971:2012.

VM3COP27.11 is a How to Document, on how to gather the information required, to produce an up to date PMS document on a technical file product range.

The document referred to an internal button in our system which was labelled as ‘Risk Admin Core 14971:2012’. This is a button that takes you to the Risk Assessment questions, in the risk analysis pages of the system.

The internal button was renamed previously to ‘Risk Admin Core Questions’ however the document VM3COP27.11 was not updated accordingly.

14971:2012 is now out of date and we should have referenced 14971:2019 in our documentation. 



	Corrective Action By:
Person responsible 
	Derek Lamb

	Corrective Action 
Issue ID (if applicable):
Relevant Immediate Corrective action (if applicable) 
	No immediate corrective action required. 

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

	Corrective Action:
Relevant and Proportionate Corrective Action
	We will update the reference of 14971:2012 on the document VM3COP27.11 to ‘Risk Admin Core Questions’ and review our risk processes to see if we need to update our post market risk procedures.
We will initiate a program throughout the company to review documents and procedures. To make sure we have the correct version of the standard on them. 
To prevent this happening again we will enable an area, within our Document Index, where documents that refer to the standards or other documents, can be logged so when any changes occur or newer standards come in to force we will know where to up date the information. 


	Time Scale for Corrective Action
Time for completion of all identified actions 
	30 days from today, by the 13 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 this documents does not pose a negative affects or risk to the processes or products on the market. Or any other part of the ISO system. 
The review of other documents and possible update, does not pose a risk or negative affects to the processes or products on the market. Or any other part of the ISO system. 
The update of the post market risk procedures does not pose a negative affects or risk to the processes or products on the market or any other part of the ISO system, as it is a higher standard than the one previously referenced. 
See Issue 241900 File
Risk Assessment For Updating Document ID17824 
For risk review of updating VM3COP27.11

	Follow-up future issue id
(Effectiveness verification)
	242078 
242079

	Effectiveness verification
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