QC 21 Non Conformance Report

	Date
	6th November 2024

	Viamed / VST* Issue id
unique identifier 
*delete as appropriate
	Viamed
346177
2560663-202410-N1 Calibration Stickers

	BSI Ref (if applicable) 
unique identifier 
	2560663-202410-N1 

	Responsibility
Person Overall responsible 
	Derek Lamb
Managing Director



	Non-Conformance
statement of the problem 
	7.6
Monitoring and measuring equipment process was not fully effective for servicing activities due to calibrated equipment was not appropriately labelled with current Calibration status nor identifiable. 
 

	Investigation By:
Person responsible 
	Derek Lamb
Managing Director

	Investigation
Root Cause Analysis 
Issue id (if applicable)

	We did not put the calibration due date on each piece of calibrated test equipment. 

So when the manometer was used the only way to tell its calibration status was to actively look in the computer system for the due date. 

We should have had a label stating the date it was calibrated and therefore the date it was due, on the equipment itself to ensure only calibrated equipment was being used. 



	Corrective Action By:
Person responsible 
	Derek Lamb
Managing Director

	Corrective Action 
Issue ID (if applicable):
Relevant Immediate Corrective action (if applicable) 
	To establish the calibration date of all calibrated test equipment and generate a list with the CE numbers and the dates of calibration on. 

Instruct the engineer to place this calibration date on all the calibrated test equipment, using the date labels we have available. 



	Time Scale for Immediate Corrective Action
Time for completion of all identified actions 
	Two Weeks, action to be carried out by the 15th November 24

	Corrective Action:
Relevant and Proportionate Corrective Action
	To update VOP 06 Measurement Control Viamed, Calibration, QA Stock. To state we will be attaching the calibration date to all calibrated equipment. 

This label will be changed and updated upon subsequent re calibration and be clearly visible on all calibrated equipment. 

We will add to existing procedures to ensure this is not missed by the engineer carrying out the calibration. 

We will update any further documents that are related to calibration procedures, to make sure they reflect this new process. Including but not limited to Doc ID 166780 Blank Manometer Calibration Sheet and Doc ID 11950 Blank Microcal CE076 Calibration Sheet.

Will also update the Audit 06 Calibration VIAMED to have a question to check the labels at time of audit. 

We will also carry out training with engineers and other relevant staff to ensure they understand what they are doing and why. 



	Time Scale for Corrective Action
Time for completion of all identified actions 
	Two Month, action to be carried out by 4th January 2025

	Risk Review 
Confirm action does not have negative affects and/or risks to any other part of the ISO system 
	This is an addition to an existing process of calibration. It is intended to improve the system and make it clear when calibrated test equipment is due for re calibrating. 

There should not be any risks involved with the new process. 

The risks are that the sticker will be missed off the test equipment or not updated when calibration takes place. We can reduce the risks by updating our procedures, performing checks and ensuring engineers are fully aware and trained. 



	Follow-up future issue id

(Effectiveness verification)
	Issue 346209 and 346210– Audit document update request issue.

Issue 346215 Blank Microcal CE076 Calibration Sheet document update request issue.

Issue 346216 Blank Manometer Calibration Sheet document update request issue.



	Effectiveness verification
	We will verify that these corrective actions are effective by carrying out regular checks as part of the Audit 06 Calibration VIAMED to ensure all calibrated equipment is labelled correctly.

	Closed By:
	

	Closed on
	


