QC 21 Non Conformance Report

	Date
	Created:  31/10/17

Updated: 22/11/17

	Issue id
unique identifier 
	106964 

	BSI Ref (if applicable) 
unique identifier 
	1548900-201710-N3

	Responsibility
Person Overall responsible 
	Derek Lamb

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

Analysis of data is not fully effective because procedure VOP13 does not clearly include determination of appropriate methods, including statistical techniques and the extent of their use

VOP13 ref #23659


	Investigation By:
Person responsible 
	Derek Lamb

	Investigation Issue id

(if applicable)
Root Cause Analysis 
	106964 

The use of statistical techniques, this was not made clear in VOP 13. Although Intrastats does reports on many functions of the QMS and products. 

Note: Intrastats Name came about in 2006 through the combination of the words internal and statistics ’IntraStats’

Root Cause Analysis 
VOP 13 did not reference VOP 15 Analysis of Data, and VOP 15 had not been linked to the Route maps in the upgrade to ISO 13485:2016.



	Corrective Action By:
Person responsible 
	Derek Lamb

	Corrective Action Issue ID (if applicable):

	

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

Corrective Action as per Immediate Action

	Corrective Action:
Relevant and Proportionate Corrective Action 
	Immediate Action
To update VOP 13 to include reference to VOP 15 (VOP 15 Data and Information Analysis).

To include in VOP 15, the statement 

“The data, to be captured for analysis, is to be found in various places and in various mediums including intrastats and utilises basic statistical techniques where possible.“

VOP 15 is to be linked to the route map (Sections Viamed Ltd ISO13485:2016: 7.3.6, 7.3.7,7.5.6,8.1,8.4)
Corrective Action as per Immediate Action


	Follow-up future issue id

(Effectiveness verification)
	

	Effectiveness verification
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