QC 21 Non Conformance Report
	Date
	19/09/2017

	Issue id
unique identifier 
	103203

	BSI Ref (if applicable) 
unique identifier 
	1527388-201709-M1

	Responsibility
Person Overall responsible 
	Derek Lamb

	Non-Conformance
statement of the problem 
	 Ref. no 
1527388-201709-M1 
Area/process 
Management Review: 4.2.4, 5.6, 8.2.3, 8.2.4, 8.4 
Clause 
5.6.1 
Scope 
MD 78787 
Category 
Major 
Statement of non-conformance: 
Management review is not effective because evidence of an effective process could not be demonstrated at this assessment. 
Clause requirements 

General 

Top management shall review the organization’s quality management system, at planned intervals, to ensure its continuing suitability, adequacy and effectiveness. This review shall include assessing opportunities for improvement and the need for changes to the quality management system, including the quality policy and quality objectives. 

Records from management reviews shall be maintained (see 4.2.4). 

Objective evidence 
Evidence of monitoring quality objectives and reviewing the monitoring results during management review could not be provided. 
Management Review Procedure VOP13 (#8668) references the ISO 9001:2008 and ISO 13485:2012 review inputs only. The process was stated to be applicable for both businesses operating at this location. 
Evidence of reviewing the results of audits, feedback, complaint handling, reporting to regulatory authorities, monitoring and measurement of processes and corrective action could not be provided. 
Management review record for Vandagraph Sensor Technologies. dated 04/05/2017 was incomplete. There is no documented reason. No new meeting was demonstrated to be scheduled. 
Records: 
Viamed - minutes of management review dated 14/02/2017 
Vandagraph Sensor Technologies - minutes of management review 04/05/2017 
Cause  

	Investigation By:
Person responsible 
	Derek Lamb

	Investigation Issue id
(if applicable)
Root Cause Analysis 
	Management reviews not strictly following the yearly review as laid out in VOP 13.


	Corrective Action By:
Person responsible 
	Derek Lamb

	Corrective Action Issue ID (if applicable):
Relevant and Proportionate Corrective Action 
	103238 


	Time Scale for Corrective Action
Time for completion of all identified actions 

	20 / 10 /2017

	Corrective Action:
	Immediate Action: Viamed hold Board Meeting, and complete document ID 22594 (blank management review headers / agenda as per VOP 13)
Immediate Action: VST hold Board Meeting, and complete document ID 22594 (blank management review headers / agenda as per VOP 13)
Corrective Action:  for VIAMED and VST
New Process ID7846, with Rolling Task 746. On a 12 Monthly Cycle, to hold Board Meeting, and complete document ID 22594.


	Follow-up future issue id
(Effectiveness verification)
	

	Effectiveness verification
	Closed by BSI

	Closed By:
	Derek Lamb

	Closed on
	10 Sept 2018


