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Confidential - Company Proprietary 

Field Safety Notice 

Dear Beckman Coulter Customer, 

This letter is to inform you of a potential malfunction and hence hazard to patients 
when using the attached in-vitro diagnostics medical device. 

We, hereby, enclosed the manufacturer's notification letter of this field corrective 
action with detailed information on the issue, impact, action need to be taken and 
resolution onthis issue. 

If you have sold this medical device and it is no longer in your possession, we kindly 
ask that you forward this safety notice to the new owner of this medical device. Please 
informus about the new owner of the medical device. 

The Medical Device Authority will be informed of this notice. 

Sincerely Yours, 

Nur Aishah 
Regulatory Affairs Specialist 

Contact person of this notification ... Minella Liam...... 
Department ... Marketing......................... 
Telephone ... 6017 2328 611.................. 
Fax ...603 7772 0551................... 
E-mail ... lmliam@beckman.com ...... 

http://www.beckmancoulter.com/
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April 23, 2025 
 

URGENT MEDICAL DEVICE RECALL  
 

AU480 and AU680 Clinical Chemistry Analyzers 
 

Analyzer REF Serial Numbers 

AU480 

B11810, B12183, B80091, B96692, B96693, C02654, 
C02655, C02845, C41919, C41920, N3659700, 
N3659800, N3659900, N3660000, N3660100, 
N3660200, N3660300, N3660400, N3660500, 
N3660600, N3660800, N3912400, N3912500, 
N3150700, N3151000, N3151300, N3151400, 

N3151500, N3151600, N3151900 

From 10155 to 
 

2025021482 

AU680 

B12185, B12186, B12187, B12188, B96694, B96695, 
B96696, C02656, C02657, N3147700, N3662000, 

N3662100, N3662200, N3662700, N3663000, 
N3910200, N3910400, N3910500, N3910600, 
N3910800, N3910900, N3911200, N3911700, 

N3911900, N3147100, N3147200, N3147300, 
N3147400, N3147600, N3148100, N3149400, 

N3149800 

From 10436 to 
 

2022087656 

 
Attention Beckman Coulter Customer, 
 
Beckman Coulter is initiating a field action for the product listed above.  This letter contains 
important information that needs your immediate attention. 
 

ISSUE:  Beckman Coulter has identified that using MU993400 sample probes 
with lot numbers from 178713114 to 179433670 on AU480 and AU680 
clinical chemistry analyzers. There is remote probability of false low 
test results due to sample dispensing issues. 
 

 

IMPACT:  There is a remote possibility that affected sample probes may cause 
false low results for assays with sample volume between 1.0 - 2.0 uL 
(Max. 34% error at 1.0 uL and 7% error at 1.6 uL sample dispensing 
volume). 
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 In a worst case scenario, there is a remote possibility of delayed 
recognition or treatment. 
 

ACTION:  Check the analyzers, which meet the condition below, as they may 
include a defective sample probe. 
o Analyzers whose Serial No. is from 2023070718 to 2025021482. 
o Analyzers whose sample probe has been replaced since July 1, 

2023. 

 For analyzers that meet either of the above criteria, remove the 
sample probe from the instrument in accordance with IFU Section 6, 
Maintenance / As needed Maintenance/Replace a Sample or Reagent 
Probe. And then, check the groove on the head of the removed 
sample probe. (see Fig.-1) 

 If it has “a marking line”, please continue to use.  
 If it does not have “a marking line”, please replace the 

sample probe with a probe not included in the impacted 
sample probe LOT numbers. 

 
           Fig.-1 

  
 

Good sample probe                 Defective sample probe   
<with marking line>                   <No marking line>   

          
 

 Analyzers that do not fall into the above condition can be used as is. 
 

 Please check your stock of sample probes as follows: 
o Check the outer box label of your sample probes. 
o If you have MU993400 sample probes with LOT numbers from 

178713114 to 179433670, please dispose of the impacted probe 
to ensure it is not used and contact your BEC representative for a 
replacement (see Fig.-2). 

 
Note: Also check the sample probes included in the maintenance 
kits for AU480 (PN: B66751) and AU680 (PN: B66752) (see Fig.-
3). Contact your BEC representative for a replacement if impacted 
probes are identified. 
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Fig.-2 

 
 
Fig.-3 

 
 

 If all the results of the actions above show only defective sample 
probes on your analyzers and in stock, stop measuring the assay 
items which sample volume is 2.0 uL or less and contact your BEC 
representative for a replacement. 
 

 Beckman Coulter recommends that customers who have replaced 
probes on your analyzers per this letter should share the content of 
this letter with your laboratory and/or medical director to assess if a 
retrospective review of the patient results is needed.   

 

RESOLUTION:  Beckman Coulter has discontinued shipment of the affected lots of 
sample probes. 

 New lots numbers of sample probes are not affected. 

 

Please share this information with your laboratory staff and retain this notification as part of your 
laboratory Quality System documentation.  If you have forwarded any of the affected product(s) 
listed above to another laboratory, please provide them a copy of this letter.  
 
So that we are assured you have received this important communication, please respond within 
10 days in one of the following ways:  

 Electronically, if you received this communication via email.  

 Manually, complete and return the enclosed Response Form.  
 
If you have any questions regarding this notice, please contact Customer Support Center: 
 

From our website: http://www.beckmancoulter.com  

Docusign Envelope ID: 7E984FC7-D3D9-4221-A447-A10C0E03CF8B

http://www.beckmancoulter.com/


 

 

Beckman Coulter, Inc.        

250 S. Kreamer Boulevard 

Brea, CA 92821, USA 

Telephone: (800) 854-3633 
Internet: 

www.beckmancoulter.com  

FA-001346 
 

Page 4 of 4  

 

 For customers in the United States, if you need replacement product: 

o Complete the attached “Replacement Order Form” and email to 

askbeckman@beckman.com or fax to (866) 294-7850 OR 

o Call Client Services at (800) 526-3821 
 
Adverse reactions or quality problems experienced with the use of this product may be 
reported to the FDA’s MedWatch Adverse Event Reporting program either online, by regular 
mail or by fax. 
 
We apologize for the inconvenience that this caused your laboratory.  
 
Sincerely, 
 
 
 
 
 
 
 
Jennifer Chau  
Vice President, U.S. Quality Operations 

 
Enclosure: Response Form 

Replacement Order Form 
 
Beckman Coulter, the stylized logo and the Beckman Coulter product and service names mentioned herein are 
trademarks or registered trademarks of Beckman Coulter, Inc. in the United States and other countries. 
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