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[ISSUE 
DATE] 

Dear “Customer” 
 
Background 
Radiometer has recently become aware that there is a potential problem relating to 
the AQURE System that may result in patient mix-up. 
 
Risk for the patient 
The described error may lead to patient mix-up, if the patient demographic is not 
manually matched with the accession number by the operator before using the result. 
In a worst-case scenario, the patient may erroneously be subjected to lack of vital 
treatment, which may result in permanent impairment or serious injury that would 
require medical or surgical intervention to preclude irreversible impairment or 
damage. 
 
The patient mix-up may occur in the following scenario: 

 Step 1: The operator discovers, during Patient result processing or 

reprocessing a result from an analyzer in AQURE, that the initial accession 

number, used when requesting the patient demographics, was incorrect. 

 Step 2: The operator enters the correct accession number. 

 Step 3: The operator transmits the (re-)processed result. 

This causes the patient demographics to be changed to match that of the correct 
accession number, but the accession number itself is not corrected. 
 
Affected product: 
AQURE System, both versions 2.3.0 and 2.3.1 
 
What you should do: 

 Inform operators of AQURE in your facility to stop changing accession numbers 

using the “Patient result procession” feature in AQURE until the software has 

been corrected by your Radiometer representative 

 Radiometer recommends that you review previous patient results to identify 

potential occurrences of patient mix-up. Review should be performed on results 

processed since the installation or upgrade to version 2.3.0 or 2.3.1.  

Review could be performed by: 

o By looking at each individual result and comparing the accession number 

listed with the accession number(s) in the audit trail from the same result.  

 If they are identical, no further review necessary for this patient 

result. 
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 If there is no accession number in the audit trail, no further review 

necessary for this patient result. 

 If the accession number is blank, no further review necessary for 

this patient result. 

 If the accession number in the audit trail is different to the 

accession number and this is not blank, this patient result needs to 

be reviewed further. 

Countermeasure provided by Radiometer: 
Your Radiometer representative will contact you to schedule a visit or a remote 
session. During the visit or remote session your Radiometer representative will run a 
script on your AQURE system, which serves to correct the issue with the accession 
number mix-up. 
 
Please Note: 
If you are not the end-user of the affected product please ensure that this letter is 
distributed to the final end-user. 
 
Radiometer sincerely apologizes for the inconvenience this situation may 
cause you. 
 
If you have any questions, please contact us. 
 
 
Best regards, 
<Radiometer distributor>  
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Recall Response Fax Form no. 1 
Fax No.:   

  

Concerning:  
 

AQURE accession no. mix-up 
 

 I have received the customer letter, and informed users of AQURE to stop 
changing accession numbers using the “Sample processing” feature in AQURE.  
 

 
 

Hospital Name:  

Your Name:  

Date:  

Signature:  

Email Address:  

 
 

 


