QC 21 Non Conformance Report
	Date
	17/09/2017

	Issue id
unique identifier 
	103045

	BSI Ref (if applicable) 
unique identifier 
	1527388-201709-N3 

	Responsibility
Person Overall responsible 
	Derek Lamb

	Non-Conformance
statement of the problem 
	Ref. no
1527388-201709-N3
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
2016:4.1.6
Scope
MD 78787
Category
Minor
Statement of non-conformance:
Software validation for the application of computer software used in the QMS is not fully effective because a documented procedure and validation records could not be provided.
Clause requirements
The organization shall document procedures for the validation of the application of computer software used in the quality management system. Such software applications shall be validated prior to initial use and, as appropriate, after changes to such software or its application.
The specific approach and activities associated with software validation and revalidation shall be proportionate to the risk associated with the use of the software. Records of such activities shall be maintained (see 4.2.5).
Objective evidence
A documented procedure meeting the requirements of clause 4.1.6 of ISO 13485:2016 could not be provided at this assessment.
Records of software validation meeting the requirements of clause 4.1.6 could not be provided at this assessment.
Cause
 
Correction / containment
 
Corrective action
 
 

	Investigation By:
Person responsible 
	Derek Lamb

	Investigation Issue id
(if applicable)
Root Cause Analysis 
	103045 
Software Validation has not been required on the QMS until 13485:2016.
Data between the accounts / invoicing / credits and stock quantities is currently Validated between the accountant software and the Intrastats software.
There is no proof log, other than 1 or 2 rolling issues.
We currently do not have a procedure that specifically deals with software validation.
As such no Audit has been produced.


	Corrective Action By:
Person responsible 
	Derek Lamb

	Corrective Action Issue ID (if applicable):
Relevant and Proportionate Corrective Action 
	103046 

	Time Scale for Corrective Action
Time for completion of all identified actions 
	Time Scale: initial Immediate Action most important parts 30 / 10 / 2017
As audits come around and more areas are identified, that can have software validation applied, they will be added. 
Time Scale: 31 / 12 / 17

	Corrective Action:
	Immediate Action:
 Meeting was held to discussed the primary/key functions of the Intrastats System.
 Rolling issues initially created and performed:
752
Software Validation Scan In Correct Product
779
Software Validation Conflicting Audits
766
Software Validation Attempt To QA Some Stock (By non trained Employee)
756
Software Validation Expired Stock
761
Software Validation In Production List

789
Software Validation Non Conformance Product Risk Feedback Loop

759
Software Validation None Sellable Shelf

768
Software Validation Of Training Documents Forced Reading

755
Software Validation Scan Un-QA Product To Order

763
Software Validation Stock Tracking Check

764
Software Validation Unchecked Orders
Corrective Action:
 Now we have a method of validating software, more automatic software validation rolling tasks will be produced, as normal rolling tasks become due / reviewed.
 New VOP top level procedure to be created, and audit to be produced and added to the calender. 
Added since last review of 1527388-201709-N3 (17 / 09 / 2017)
26 / 10 / 2017
Software Validation – Production Lists 
Software Validation Document Control 
Software Validation Out Of Date Documents 
Software Validation – Live Orders 


	Follow-up future issue id
(Effectiveness verification)
	

	Effectiveness verification
	Closed by BSI

	Closed By:
	Derek Lamb

	Closed on
	06 Dec 2017


