QC 21 Non Conformance Report

	Date
	03 September 2017

	Issue id

unique identifier
	102038

	BSI Ref (if applicable) 
	N/A

	Responsibility
	Derek Lamb

	Non-Conformance

statement of the problem
	Essential Requirements PDF output of main computerised ER File not listing all the files in the relevant section.

	Investigation By:
	Derek Lamb

	Investigation Issue id

(if applicable)
	102038

Root Cause Analysis
In a previous BSI AUDIT Ref: 8164150 

of the product Tom Thumb in relation to Certificate number CE01389 on the 11 August 2015,

Minor Non Conformance was raised : Regarding the Essential Requirements:

Objective Evidence:
 “The ER check list is part way through a major update. The current checklist is written as a generic list to 

cover multiple devices. Harmonised standards referred to in the check list are nonsensical for the device and 

many of the headings are not relevant.”
During the noted major update the ER Checklist was computerised, so each section can be brought up on screen and relating standards and documents links are present to bring up on screen the documentation.
After the update was complete, a final PDF style report was put together so we could indicate the last time the ER Checklist was reviewed and upload back into the technical file as a Static Document with an updated date..

This final report is currently not listing the sections of the technical files to go to for relevant documents, or all of the supporting documents.
This has not been picked up on as this is the first time we have had a remote audit, and the PDF ER check list is the only document the Auditor can see as they do not have access to the live digital files.


	Corrective Action By:
	Derek Lamb

	Corrective Action Issue ID (if applicable):
	

	Time Scale for Corrective Action
	30Days

	Corrective Action:
	Relevant and Proportionate Corrective Action.
PDF output to be redesigned to output all documents in relevant section and highlight the relevant section/folder so the report is suitable for remote audit.

All Relevant technical files will then require a PDF Saving and uploading back into each respective technical file.


	Follow-up future issue id

(Effectiveness verification)
	

	Effectiveness verification
	

	Closed By:
	

	Closed on
	


