QC 21 Non Conformance Report

	Date
	6th January 2025

	Viamed Issue id


	351875

	BSI Ref (if applicable) 
unique identifier 
	N/A

	Responsibility
Person Overall responsible 
	Cathy Green Warehouse Supervisor

	Non-Conformance
statement of the problem 
	Added by Catherine Spence sent to Helen Lamb
There have been some oxygen sensors that have been boxed, but have been placed in the wrong box with the wrong barcode attached.
R-49V (0110049) S/N: V104581, one of these was boxed, but inside the box was a T7V oxygen sensor S/N V101681 RVM153007-1 25/10/24,

S/N:165021 Leeds Hosp RVM15394-1 dated 17/12/23,

S/N:165022 Morrison Hosp RVM154065-1 dated 20/12/24,

S/N:165023 ESZ AG Calibration RVM154064-1 dated 23/12/24,

S/N:165024 Royal Alexander Hosp RVM154073-1 dated 23/12/24.



	Investigation By:
Person responsible 
	Helen Lamb

Derek Lamb

Cathy Green 

	Investigation
Root Cause Analysis 
Issue id (if applicable)

	351194 issue from Cathy Green 

It would appear that the person who has boxed these sensors has only checked the last two digits of the sensor to the barcode label and not carried out a full check to match the part number as well as the serial number from the barcode label with the whole serial number and part number from the unit. 

A lack of attention to details. 

Also in house in the warehouse, multiple sensor types have been placed in a ducket for boxing, but these have been added to one ducket thus mixing types of sensors. Making this mistake easier to happen. 



	Corrective Action By:
Person responsible 
	Cathy Green 

Helen lamb

	Corrective Action 
Issue ID (if applicable):
Relevant Immediate Corrective action (if applicable) 
	To re check all the stock that is currently on the shelf. 

To never put different types of stock in the same ducket when passing things to be labelled. 

All staff who have access to boxing of sensors will be sent an issue to what has happened

 All current pre boxed sensors that are on the ready for sale shelf are being re checked before any other orders can go out.


Resolving the current faulty orders - 
12 x 0110022 sold to Broomfield Hosp on RVM153914-1 on 13/12/24 we have been informed that four of them were in fact R-17meds 0110017
We have replaced the full order on RVM154163-1 and have generated SRS68989 for the return of the sensors, and supplied a UPS prepaid returns label.
The effected s/n of the R17Meds are which in turn will now have R-22med sensors in side are.

S/N:165021 Leeds Hosp RVM15394-1 dated 17/12/23, replacement sensor sent out today on RVM154192-1 FOC

S/N:165022 Morrison Hosp RVM154065-1 dated 20/12/24, replacement sent out today on RVM154189-1 FOC

S/N:165023 ESZ AG Calibration RVM154064-1 dated 23/12/24, replacement sent out on RVM154188-1 FOC

S/N:165024 Royal Alexander Hosp RVM154073-1 dated 23/12/24, replacement sent out today RVM154185-1 FOC

All effected orders have been informed of the issue. 



	Time Scale for Immediate Corrective Action
Time for completion of all identified actions 
	5 Days 10th Jan 25

	Corrective Action:
Relevant and Proportionate Corrective Action
	
Going forward, we will limit the amount of people able to box sensors. 

All staff will be re trained.


	Time Scale for Corrective Action
Time for completion of all identified actions 
	1 month 6th February 2025

	Risk Review 
Confirm action does not have negative affects and/or risks to any other part of the ISO system 
	The actions we are carrying out do not have any risk. The new tightened up system will reduce risk. 

	Follow-up future issue id

(Effectiveness verification)
	

	Effectiveness verification
	

	Closed By:
	

	Closed on
	


