QC 21 Non Conformance Report

	Date
	Created:  31/10/17

Updated: 21/11/17

	Issue id
unique identifier 
	106959 

	BSI Ref (if applicable) 
unique identifier 
	1548900-201710-M1 

	Responsibility
Person Overall responsible 
	John Lamb

	Non-Conformance
statement of the problem 
	Design and development and risk management is not effective because evidence of f a controlled process could not be determined.

1. The risk management process VM3COP27.11 includes a scale of 1-4 for severity and occurrence, but does not identify how to determine the boundary/limits between scales.

2. Evidence of consideration of Risk for the Tom Thumb design change in 2005 could not be provided at this assessment.

3. Evidence of updating the Tom Thumb design inputs for a design change in 2005 could not be provided at this assessment. (ref Tom Thumb specification document #2247 dated 6 June 1997)

4. Evidence of Tom Thumb design inputs containing the outputs of risk management could not be provided at this assessment (ref Tom Thumb specification document #2247 dated 6 June 1997 and Tom Thumb risk management file dated 29/9/2017)

5. Evidence of performing a design review on the Tom Thumb design change in 2005 could not be provided at this assessment.

6. Evidence of performing validation of the design change to Tom Thumb in 2005 could not be provided at this assessment.

7. Evidence of appropriate controls related to responsibility authority for design and development between VST and the subcontractor could not be provided at this assessment (ref contract #13859)
 

	Investigation By:
Person responsible 
	Derek Lamb


	Investigation Issue id

(if applicable)
Root Cause Analysis 
	106959 

Documents do not fully comply with the latest ISO13485; 2106

Documents had not been upgraded completely to ISO13485:2016. Process of upgrading and incorporation is on going primarily due to illness and concurrent audits (3) of Technical files.


	Corrective Action By:
Person responsible 
	Derek Lamb / John Lamb

1.

Document ID7393. Located in the General files. Needs linking to each technical file.
 However it only refers to levels 1-4.

Risk management process has in line with newer expectations has changed to 1-5 Levels of risk.
 ID7393 requires updating.VM3COP  Risk Management Policy & definitions has been upgraded to reflect the requirements of EN14971 . MEDEV 2 12-1 rev 8 ISO13485:2012.and has been applied into an Intraset Risk analysis document.

The definitions Hazard severity and Level of risk have been amended to 5 levels and defined.
  Risk boundary limits per scale need updating in each technical file individually


1. Section 7 Design & Development has been completely re-evaluated in line with the new ISO13485:2016
2.  Document ID # 2994 found in the technical file (Y 14 Design change Rationale).
 When the technical files were originally scanned and brought into the system in August 2006. Not all the old records were added from the Goldmine system.
 With reference to design change in 2005, Steve Hardaker to export required information

3. as per 2.

4.

Design files of Tom Thumb: circa 1993/4 were collated retrospectively  into our technical files. Original designers are now retired or deceased and original files no longer available.

please refer to the MDD and NB-MED/2.5.1/Rec5 Page 2.

5.as per 2.

6.as per 2.

The complete Design andd development sections need investigation and upgrading where required to 

7. Ongoing discussions regarding the Scope of VST ISO 9001:2015 have been ongoing due to the complex nature of VST in general and where it sits in the design development and manufacturing processes 

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

	Time Scale for Corrective Action
Time for completion of all identified actions 
	Immediate Action28th November 2017

Corrective Action : 1 Month

	Corrective Action:
	1.    

ID7393 ‘Risk Analysis Policy Definitions’ is being re-written in line with the current risk management process. With attention to EN 14971:2016 

Risk boundary limits per scale need updating in each technical file individually. and address probability scales.

To include the approach to routine component failure. 

2. 
Immediate Action
Document ID 23703 added to the system including communications with MHRA regarding the customers device request in 2005. Further into archives may be required
Corrective Action
As a result of the Major Non conformance :Current Technical Files Section Y ( Design Inputs) & Section Z ( Design output) will be summarized and simplified  into combined documents, primarily for the use by 3rd parties.

Y15 “Validation” to be extended. It will combine our present Design & Development Compliance with the present " Project Validation so that references to archived documentation can be sign posted 

Y14 “Design Changes” to incorporate ” Design changes review”. Which will include EN ISO 13485 section 7.3.9 (a-d).

A third party organisation, highly qualified and highly recommended by our Trade organisation, will be consulted on our current interpretation & implementation of our EN13485, MDD and future MDR with particular reference to historic products.  
3. As per 2. 

4.Design files of Tom Thumb: circa 1993/4 were collated retrospectively  into our technical files. Original designers are now retired or deceased and original files no longer available.please refer to the MDD and NB-ED/2.5.1/Rec5 Page 2.

5.  Document ID 23703 added to the system

6.  Document ID 23703 added to the system

7. A final decision has been made with regard VST Scope. Going to limit the scope to ‘supply’ of oxygen sensors.

The full updating of section 7 Design and development is as follows 
Section 7 Design & Development has been completely re-evaluated in line with the new !SO13485:2012.

VM3COP  Risk Management Policy & definitions has been upgrade to reflect the requirements of EN14971 . MEDEV 2 12-1 rev 8 has been applied into an Intraset Risk analysis document.

The definitions Hazard severity and Level of risk have been amended to 5 levels and defined.

7.3.2a. QC22 Design Job Specification Brief has been expanded to cover all the requirements of the MDD Essential requirements including pre-start risk assessments 

7.3.2b QC28 has been expanded to review reason for change; proposed change; action to be taken; personnel involved and associated risks

7.3.2c Design Inputs vs Design outputs have been expanded to compare them against the original Design Job Specification Brief , with comments and samples tested documented.

7.3.2.d. Doc ID documents 7742  documents the people responsible and can be correlated against training history.

the 

7.3.2e. As 7.3.2c

7.3.2f The resources needed is stipulated in VOP02

7.3.3a QC22

7.3.3b QC22

7.3.3c QC22

7.3.3d as appropriate

7.3.3.e as appropriate 

7.3.4a  Design Inputs vs Design outputs

7.3.4b U1 Purchase 

7.3.4c.  Design Inputs vs Design outputs   also M1 Packing validation

7.3.4d.  Design Inputs vs Design outputs

7.3.5a. QC28B

7.3.5.b QC28B

7.3.5.c QC28B

7.3.6 QC30 Project Verification & Validation  expanded to include Comments, Verification Doc ID, the number tested & the number passed. The sample size will be decided by the volume ed. Very small quantities or mass production, Small quantities are individually subjected to QA

7.3.8 Documents available for transfer from design to production.

M4 Drawings

J9 Sub assemblies and Circuit diagrams

J11 Photographs of sub assemblies

J6 Test methods

M5 Circuit Diagrams

N4 QA procedures

N5 Special processes

N6 Sub contractors

R1 Specifications of materials

U1Purchase specifications

VOPs as required

7.39 QC28B
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