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Urgent Field Safety Notice 
Urgent Product Correction 
Immediate Action Required 

 

Date Issued March 18, 2025 

Product  

Product Description List Number Serial Number UDI 
CELL-DYN Ruby 08H67-01  

 
See Attachment 1 

CELL-DYN Ruby 08H67-03 
CELL-DYN Ruby 08H67-10 
CELL-DYN Ruby 08H67-13 
CELL-DYN Ruby 04U42-84 

 

Explanation Abbott would like to inform you of an issue in the CELL-DYN Ruby system where, when expired 
reagents are scanned or manually entered, the system will change the expiration date to current or 
future date.   
 
This change occurs without notifying the user that an expired reagent is inadvertently being used.  
The use of expired reagents is against the guidelines of the CELL-DYN Ruby Operator’s Manual.   
 
The CELL-DYN Ruby Operator’s Manual will be updated to provide information regarding this issue.  

Impact on  
Patient Results 

There is potential for incorrect results.  To date, there has been no known impact to patient 
management.   

Necessary 
Actions to be  
Taken by  
Customer  

Per the CELL-DYN Ruby Operator’s Manual, do not use expired reagents as this may compromise test 
accuracy.   
 
Always use reagents within their valid expiration dates for all testing procedures.  
 
The operator must confirm the container labeling matches the data on the reagent log entry screen 
dialog box.  
 
Quality Controls should be run after any reagent lot number change, maintenance, component 
replacement, field service action, software change, or calibration.  This should be done in accordance 
with your laboratory’s quality control program and regulatory requirements.  The quality control 
programs on the CELL-DYN Ruby are designed to assess precision and accuracy, identify shifts and 
trends, and determine the nature and cause of errors.   
 
Complete and return the Customer Reply Form.  
 

CORE DIAGNOSTICS 
 
Abbott Laboratories 
Diagnostics Division 
Abbott Park, IL, 60064 USA 

 

Single Registration Number (SRN): 
US-MF-000023583 
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If you have forwarded the product listed above to other laboratories, please inform them of this 
Product Correction and provide to them a copy of this letter. 
 
Please retain this letter for your laboratory records. 

Contact 
Information 

If you or any of the health care providers you serve have questions regarding this information, U.S. 
Customers please contact Customer Service at 1-877-4ABBOTT.  Customers outside the U.S., please 
contact your local area Customer Service. 
 
Adverse reactions or quality problems experienced with the use of this product may be reported to 
the FDA’s MedWatch Adverse Event Reporting program at 
http://www.fda.gov/MedWatch/report.htm, by phone (1-800-332-1088), or fax (1-800-FDA-0178). 
 
If you have experienced any patient or user injury associated with this Field Action, please 
immediately report the event to your local area Customer Service. 
 

 

http://www.fda.gov/MedWatch/report.htm

