QC 21 Non Conformance Report

	Date
	Created:  31/10/17

Updated: 22/11/17

	Issue id
unique identifier 
	106962 

	BSI Ref (if applicable) 
unique identifier 
	1548900-201710-N1

	Responsibility
Person Overall responsible 
	Derek Lamb

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

Actions in response to nonconforming product detected after delivery is not fully effective because evidence of review for vigilance is not clearly documented for nonconformities received which are not identified to be complaints.

Not all negative feedback nonconformities raised on Intrastat are determined to be complaints. A determination related to vigilance was stated to be made for these nonconformities, but not clearly documented in the record.

ref microstim returns.pdf document #19655


	Investigation By:
Person responsible 
	Derek Lamb

	Investigation Issue id

(if applicable)
Root Cause Analysis 
	106962
Document ID19655, Microstim returns.pdf, summarised the internal tracking issues but did not display the notes behind the issues. 
The document ID19655, is the resulting document from the yearly Post Market Surveillance report on the products.
These are readily available when using the system internally.

The notes are displayed while actually performing the Post Market Surveillance on screen and held indefinitely in records.
A similar non conformance has been raised from the technical files review.


	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 21/11/2017

Corrective Action 22/11/2017

	Corrective Action:
	Due to an existing technical file, the review of corrective action has already been started. In future Post Market reviews the end PDF print, will contains all the Issue headers and all the notes.
Immediate Action:
The Post Market output report showing nonconforming product detected after delivery, will be been modified to include a more clear description of all the headers and the issues they are related to. This will make it more obvious in the report, if they are non conforming, product feed back or normal processing.

All non conformance or Customer Complaints Issues will now have, in the data entry review screens “NON Conformance Header – it must contain reasoning to explain why this is or is not a vigilance ISSUE” 
Corrective Action:
Also to be added to the post market output report, is the Full output, including notes of all issues and after the summary pages. These will include the ‘determinations related to vigilance’

VOP 10 Is to be updated to include “ALL non conformance issues must contain reasoning to explain why the non conformance is or is not a vigilance issue.”

VOP 09 Repairs is to be updated to include “Repairs will be evaluated during Post market surveillance”
Repairs are normally exempt from complaints and non conformances except returns over a failure rate of 5% which will be examined in depth.

Component failures will be evaluated.

VOP 19 is being expanded to contain “During Post Market Surveillance Reviews, complaints, non conformances, QA failures and repairs will be evaluated on a continuous basis to ensure no pattern of failure is emerging”.
A new area will be generated in Intrastats to process Customer Complaint and Non Conformance. This page will contain all the details and a way to easily show what type of non conformance or complaint it is and what needs to be done. 

It will contain tick boxes for the following, for each issue / non conformance / complaint we receive. 
· Minor Internal Error i.e. not ISO Non Conformance or Complaint / Internal Review Request / Product Failure but no requirement to Escalate Non conformance / or dealt with in separate issue. 
· Minor Internal Error i.e. not ISO Non Conformance or Complaint / Internal Review Request / Product Failure but no requirement to Escalate Non conformance / or dealt with in separate issue.
· Determined Cause of Non Conformity / Complaint. 

· Evaluated action to Ensure does not recur. 

· Planning and documenting action needed and implementation. 

· Verify Action does not adversely affect Safety Performance or regulatory requirements. 

· Effectiveness of corrective action reviewed.
This will ensure that all issues are reviewed and dealt with appropriately. 

	Follow-up future issue id

(Effectiveness verification)
	

	Effectiveness verification
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