QC 21 Non Conformance Report
	Date
	17/09/19

	Issue id
unique identifier. 
	103041 

	BSI Ref (if applicable) 
unique identifier. 
	1527388-201709-N4  

	Responsibility
	Derek Lamb

	Non-Conformance
statement of the problem. 
	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 
2016:4.2.2 
Scope 
MD 78787 
Category 
Minor 
Statement of non-conformance: 
The quality manual is not fully effective because the identification of non-applicable clauses are not clearly documented and a contradictory statement was evident. 
Clause requirements 
Quality manual 
The organization shall document a quality manual that includes: 
a) the scope of the quality management system, including details of and justification for any exclusion 
or non-application; 
b) the documented procedures for the quality management system, or reference to them; 
c) a description of the interaction between the processes of the quality management system. 
The quality manual shall outline the structure of the documentation used in the quality management system. 
Objective evidence 
The list of non-applicable parts of the quality management system standard do not reference clause numbers and identifies active implantable as non-applicable where the standard only references implantable devices. 
Sterile requirements are identified as non-applicable but an additional statement is included stating that some distributed products are sterile but not opened. The scope does not currently include distribution of sterile devices. 

	Investigation By:
	Derek Lamb

	Investigation Issue id
(if applicable)
Root Cause Analysis. 
	103041 
Viamed/VST is currently upgrading to 13485:2016 and ISO 9001:2015. 
We use a route map database from the standards / clauses and link relevant Documents procedures, and related processes to comply.
We have not yet completed linking the processes and documents to the related ISO clause. So as yet have not narrowed down the clauses which need adding to the exclusions document.
With regard the Sterile Issue, it is something we are aware of and was brought up in the opening meeting. A request for guidance was put forward and the scheme manager contacted by David Vicar.
The Note to the exclusions document Docid21506 was added, as that will be the last document to be updated, during the upgrade to the latest standards and I wanted to make sure the Humanmed question gets addressed.  


	Corrective Action By:
 Person responsible 
	Derek Lamb


	Corrective Action Issue ID (if applicable):
	

	Time Scale for Corrective Action
	31 / 10 / 2017


	Corrective Action:
 Relevant and Proportionate Corrective Action 
	Immediate action: 
Removed the note regarding Humanmed sterile products as we have now received clarification.
 Added reference to exclusion document in the Scope Documents.
Corrective Action:
 The Exclusions, from parts of the standards document, to be updated to reference the new 13485:2016 and 9001:2015 clauses.
  Note this has now been completed just waiting on confirmation from other directors to upload to the Document Index. 
Time scale: 31 / 12 / 17

	Follow-up future issue id
(Effectiveness verification)
	

	Effectiveness verification
	Closed by BSI



	Closed By:
	Derek Lamb

	Closed on
	09 Mar 2018


