QC 21 Non Conformance Report

	Date
	Created:  31/10/17

Updated: 08/11/17

	Issue id
unique identifier 
	106963 

	BSI Ref (if applicable) 
unique identifier 
	1548900-201710-N2

	Responsibility
Person Overall responsible 
	Derek Lamb

	Non-Conformance
statement of the problem 
	The statement of the problem:

The scope of the VST quality manual is not fully effective because manufacturing is not in the certificate scope but manufacturing is not identified as a non applicable element of the VST quality management system

Certificate FM 607767

VST Quality Manual document reference #23667



	Investigation By:
Person responsible 
	Derek Lamb

Boundries of VST 9001:2015 missing from the system.

VST/Viamed utilise a route map system to map documents to relevant sections of the ISO manuals. VST was originally based upon the viamed ISO9001 system.

In upgrading to the new route maps the Exclusions document of viamed did not apply to VST as it referred to Medical sterile products and referenced 13485 iso clauses. The VST boundaries document was missed while upgrading to 9001:2015


	Investigation Issue id

(if applicable)
Root Cause Analysis 
	106963 



	Corrective Action By:
Person responsible 
	Derek Lamb

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

	Time Scale for Corrective Action
Time for completion of all identified actions 
	Immediate action :03/11/2017
Corrective Action 10/11/2017

	Corrective Action:
	Immediate action to create a initial Boundaries document and upload to the system.

Corrective action:

 Review each clause in 9001:2015 and link to the Boundaries document if further clauses are found that need excluding from the system.
We are planning on removing Design and Development from the Scope of the certificate.

ISO 9001:2015.

 Boundaries document will require updating again once this is done.
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	Effectiveness verification
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