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Urgent Field Safety Notice 
Urgent Product Correction 
Immediate Action Required 

 

Date Issued January 16, 2024 

Product 
 

Product Description List Number Serial Number UDI 

Alinity s System 06P16-01 Refer to Attachment A 

Explanation Abbott has identified two potential issues that may be exhibited when operating the Alinity s System 
software version 2.8.2 (List Number 04U76-17) and prior. Abbott is releasing Alinity s System 
software version 2.9.0 (LN 04U76-18) to prevent these potential issues and improve the system. 
 
Issue 1  
This issue only impacts Alinity s System instruments that are integrated with a Laboratory 
Automation System (LAS). 

Misassigned sample pipettor aspiration locations at the LAS can cause results to be wrongly attributed 
to the incorrect unique sample identifier (SID).  There is one occurrence of this issue due to an 
incomplete LAS calibration.  Maintenance and Diagnostics (M&D) procedure 7140 Sample Pipettor LAS 
Calibration (FSE Logon) has been updated with Alinity s System software version 2.9.0 to require the 
use of a barcoded calibration tool by the Abbott Field Service Engineer (FSE) when calibrating sample 
pipettors at the LAS aspiration positions.   
 
Issue 2  
Pipettor positioning may be off target if a pipettor probe is not straight or homed correctly due to 
unintended contact between the pipettor or pipettor probe with another component during 
instrument operation.  Sample pipettor probe positioning that is skewed 1.5 – 2.0mm can cause 
inaccurate pipetting without generating a Robotics and sensor Message code (5000-5999).  Pipettor 
probe positioning off target more than 2.0mm will result in a Message code being generated and tests 
will be sent to exception.  Test results are not impacted by mispositioned pipettor probes that may be 
off target less than 1.5mm.  There are no occurrences attributed to incorrect results due to misaligned 
pipettor probe positioning within the 1.5 - 2.0mm range.  The Alinity s System software version 2.9.0 
includes pipettor probe straightness and homing checks to verify optimum pipettor positioning during 
run initialization.   
 
Alinity s System software version 2.9.0 will be available worldwide as Abbott receives approval to 
distribute the updated software within each country.   Once the country-specific regulatory approvals 
are obtained, your Abbott representative will be scheduling a mandatory upgrade of your  
Alinity s System(s) to install software version 2.9.0.   
 

CORE DIAGNOSTICS 
 
Abbott Laboratories 
1921 Hurd Drive 
Irving, Texas 75038 USA 
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Impact on  
Donor/Patient 
Results 

An incorrect LAS aspiration location calibration can cause misassigned test results, i.e., the result 
assigned to the SID originated from another SID onboard the instrument.   
 
A bent or mispositioned sample pipettor probe off target 1.5 -2.0mm has the potential to adversely 
affect pipetting accuracy and cause incorrect test results (false positive).  

Necessary 
Actions  

Continue to operate and maintain the Alinity s System as described within the Alinity s System 
Operations Manual.  There are no additional necessary actions to be taken by customers.   
 
M&D 7140 Sample Pipettor LAS Calibration (FSE Logon) is only performed by trained Abbott 
representatives.  If erratic results or poor precision is observed, follow the recommended corrective 
actions stated in the Alinity s System Operations Manual, Section 10, Troubleshooting, Observed 
Problems.   
 
A bent or misaligned pipettor probe can be detected by performing the M&D 7110 Pipettor 
Calibration and Straightness procedure.  The procedure is primarily performed by Abbott 
representatives during troubleshooting and quarterly preventive maintenance (PM) service visits.   
 
If you have forwarded the Alinity s System to other laboratories, please inform them of this Product 
Correction and provide them a copy of this letter.   
 
Complete and return the Customer Reply Form.  
 
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 (available 24 hours a day, 7 days a 
week).  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

