QC 21 Non Conformance Report
	Date
	26/10/17

	Issue id
unique identifier 
	103043


	BSI Ref (if applicable) 
unique identifier 
	1527388-201709-N1

	Responsibility
	Derek Lamb

	Non-Conformance
statement of the problem 
	 Ref. no 
1527388-201709-N1 
Area/process 
Essential Assessment Information: QMS System Review, QMS, Business, Product & Process Changes and Improvements Objectives and Targets Management Responsibility and Changes: 4.1, 4.2, 5.1, 5.2, 5.3, 5.4, 5.5, 6.1, 8.1, 8.5.1 
Clause 
2015:7.5.3.2 
Scope 
FS 28344 
Category 
Minor 
Statement of non-conformance: 
Control of documented information is not fully effective because evidence of revision control was not clearly provided on the list of needs/expectations of interested parties or the viewable pdf of the Viamed Company Responsibilities document. 
Clause requirements 
For the control of documented information, the organization shall address the following activities, as applicable: 
a) distribution, access, retrieval and use; 
b) storage and preservation, including preservation of legibility; 
c) control of changes (e.g. version control); 
d) retention and disposition. 
Documented information of external origin determined by the organization to be necessary for the planning and operation of the quality management system shall be identified as appropriate, and be controlled. 
Documented information retained as evidence of conformity shall be protected from unintended alterations. 

NOTE Access can imply a decision regarding the permission to view the documented information only, or the permission and authority to view and change the documented information. 

Objective evidence 
Viamed Company Responsibilities document #21556 - electronic revision control was demonstrated but there was no evidence of revision control on the viewable document. 

The list of Needs/Expectations of Interested Parties had no evidence of revision control. 

The Quality Policy for Vandagraph Sensor Technologies had a last review date of 24/8/2016 but no future review date set (entry blank) 

The Quality Policy for Viamed had a missed review date. Set for 24/8/2016. 

	Investigation By:
	Derek Lamb

	Investigation Issue id
(if applicable)
Root Cause Analysis 
	1.”Viamed Company Responsibilities document #21556 – electronic revision control was demonstrated but there was no evidence of revision control on the viewable document.”
 #21556 is the Revision control, the preview screen maybe was not clear enough in specifying internal documents are not to be printed. 
2. “The list of Needs/Expectations of Interested Parties had no evidence of revision control. “
 The Needs/Expectations shown was the working list No final PDF yet printed. 
3. “The Quality Policy for Vandagraph Sensor Technologies had a last review date of 24/8/2016 * but no future review date set (entry blank) 

The Quality Policy for Viamed had a missed review date. Set for  24/8/2016.”
Investigation:
 The Quality policies have moved from being ‘Expired’ and dropping to the out of date documents review list. To rolling Issues to require review. The reason rolling Issues have a complete history, where as Expired documents have a single field for reviewed / expired date.
*note on the review dates,  24/8/2016 was the date of previous review, so both became due on the 24/8/17. They were not as it looks over due by 12 months.
The review was delayed due to absence from work due to a broken shoulder and surgery. 


	Corrective Action By:
	Derek Lamb

	Corrective Action Issue ID (if applicable):
	103044


	Time Scale for Corrective Action
	30 / 10 / 2017

	Corrective Action:
	1.
 Immediate action: the Front preview screen on all documents have had the wording changed to make it clear, internal documents should not be printed.
 Corrective action: as per Immediate Action
2.
 Immediate Action: A PDF has now been produced, from the live dynamic files (For both VIAMED and VST), while not 100% complete it gives a document that will now gain its own history / revisions as its completed.
Corrective Action: Now documents are in the system to ensure yearly review of the external parties. Rolling Issue 743, Rolling Audit 784 is present to review the Rolling issue.
3.
 Immediate Action: Checked both policies have rolling Issues to review: Task 723 / Task 301.
 Both policy's have now been reviewed.
Corrective Action – as per immediate action
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