QC 21 Non Conformance Report
	Date
	17/09/2017

	Issue id
unique identifier 
	103049

	BSI Ref (if applicable) 
unique identifier 
	1527388-201709-M2 

	Responsibility
Person Overall responsible 
	Derek Lamb

	Non-Conformance
statement of the problem 
	 Ref. no
1527388-201709-M2
Area/process
Internal Audit: 8.2.2, 4.2.4, 8.2.3, 8.2.4
Clause
8.2.2
Scope
MD 78787
Category
Major
Statement of non-conformance:
The internal audit process is not effective because planned arrangements and effective implementation were not demonstrated.
Clause requirements

Internal audit

The organization shall conduct internal audits at planned intervals to determine whether the quality
management system

a) conforms to the planned arrangements (see 7.1), to the requirements of this International Standard and to the quality management system requirements established by the organization, and
b) is effectively implemented and maintained.

An audit programme shall be planned, taking into consideration the status and importance of the processes and areas to be audited, as well as the results of previous audits. The audit criteria, scope, frequency and methods shall be defined. Selection of auditors and conduct of audits shall ensure objectivity and impartiality of the audit process. Auditors shall not audit their own work.

The responsibilities and requirements for planning and conducting audits, and for reporting results and maintaining records (see 4.2.4) shall be defined in a documented procedure.

The management responsible for the area being audited shall ensure that actions are taken without undue delay to eliminate detected nonconformities and their causes. Follow-up activities shall include the verification of the actions taken and the reporting of verification results (see 8.5.2).

NOTE See ISO 19011 for guidance related to quality auditing.
Objective evidence
While standard annual internal audits numbered 1-12 were seen to be set as repeatable tasks (referred to as issues) in the electronic system and the company procedure (VM3/COP13 #8715 dated 26/11/2011) made provision for internal audits to be conducted, the following were not found to be addressed:
1. ‘Audit 10’ required for June 2017 had not been completed  as set (last conducted June 2016) with no justification recorded.
2. There is no planned interval documented in procedure VM3/COP13 #8715 dated 26/11/2011 and a schedule had not been established and demonstrably adhered to describing the criteria, scope or responsibilities for audits.  Criteria does not include clear reference to applicable standards or the MDD/CMDCAS requirements.  The process was stated by the MD to be assessing compliance to procedure only, not for compliance to applicable standards or regulatory requirements.
3. Evidence that consideration is made for the status and importance of processes and areas to be audited or the results of previous audits could not be demonstrated.
4. The auditor for the training/competence process dated 2/8/2017 was stated to be also responsible for the HR function.
5.  Audit records: for example Audit 02 for VST 17/8/16 provide evidence of identifying issues with the process, but only provided evidence of correction, not corrective action.  The corrective action process was not used and justification not provided.


	Investigation By:
Person responsible 
	Derek Lamb

	Investigation Issue id
(if applicable)
Root Cause Analysis 
	1. Audit 1o became live June 2017, Due to unforeseen circumstances some tasks delayed July / August.
2. Schedule/review screen overloaded with the new process audits system hiding the schedule. Can be accessed from the schedule.
 Linking the audits to the new references in the 9001:2015 and 13485:2016 has not been done yet
Responsibility's vm3cop02. 

3. Evidence not on audit tick list.
4. Oversight when redistributing Audits form the MD to Helen.
5. clarification required in the rolling tasks to perform the audit.


	Corrective Action By:
Person responsible 
	Derek Lamb

	Corrective Action Issue ID (if applicable):
Relevant and Proportionate Corrective Action 
	103236


	Time Scale for Corrective Action
Time for completion of all identified actions 
	 30 / 10 / 2017

	Corrective Action:
	1.  
 Immediate Action: Audit 10 Carried out.
Corrective Action: None required.  Audit was correctly flagged as due.
2.
 Immediate Action: Criteria being linked to new sections (9001:2015 / 13485:2016) of ISO. 

 QC17 screen now filtering out the extra audits, leaving the schedule visible.
 Corrective Action: Covered by the Immediate action
3.
 Immediate Action: Covered by the Corrective action
 Corrective Action:
 Individual processes have had scope / importance / risk evaluated. All audits need updating to add in the list of individual processes now linked to each audit. In next 14 days all audits will be amended.
4.
 Immediate Action: Audit re-carried out by the MD.
 Corrective Action: Audit Rolling Tasks 10 and 184, Audit reassigned to MD.
5.
 Immediate Action: Covered by the Corrective action
 Corrective Action:
 All Audit rolling tasks, have added instructions of what is required in the related / further issues generated from the primary audit.
“Any non Conformances:
Create a follow up / related Issue
With a time for Completion
Immediate Action Plan
Corrective Action Plan
Corrective Action
Confirmation of Resolution
If it’s a major / critical non conformance complete form QC 18”

	Follow-up future issue id
(Effectiveness verification)
	

	Effectiveness verification
	Closed by BSI 

	Closed By:
	Derek Lamb

	Closed on
	06 Dec 2017


