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MEDICAL DEVICE RECALL NOTIFICATION 

URGENT FIELD SAFETY NOTICE 

OSMOPRO® MAX AUTOMATED OSMOMETER 

FSCA identifier: 2024-01 

Dated: 11 March 2024 

Dear Customer,  

  

The purpose of this letter is to advise you that Advanced Instruments, LLC is voluntarily issuing a new 

Field Safety Corrective Actions (FSCA) for the OsmoPRO® MAX Automated Osmometer, Part 

Number: OsmoPRO MAX (the “Device”), which provides osmolality measurement of serum, plasma, 

and urine, and is intended for use by trained healthcare professionals.   

Reason for the Voluntary Recall:  

Advanced Instruments is issuing a recall for the Device due to two issues:  

1) System error messages that may delay the ability to test patient samples  

2) The need for frequent calibration due to results outside the expected range when testing controls.    

Based on internal testing, Advanced Instruments evaluated Device complaints from some customers of 

sample pre-freeze error messages and other system error messages on the Device that may occasionally 

delay the ability to test patient samples.  Delays in osmolality testing and result reporting may, in turn, 

cause a delay in a patient diagnosis reliant on an osmolality result. No complaints resulted in Serious 

Incidents.  

Advanced Instruments also received complaints from some customers that tests of a control sample with a 

known osmolality were outside the expected range more frequently than specified.  In accordance with 

proper procedures, results on a control outside the expected range are remedied by Device recalibration.  

Adherence to the Device user guide and lab protocol will significantly reduce the possibility of an 

inaccurate result on a patient sample.  Reliance on an inaccurate result may contribute to the rare 

possibility of an incorrect clinical decision in regard to a certain osmolality result. We are unaware of any 

inaccurate results of a clinical patient sample and no complaints resulted in Serious Incidents.   

How to recognize that the device may fail to consistently perform properly:  

• Need for frequent calibration due to control results outside the expected range 

• Frequent or repeated error messages 

• Two or more consecutive calibration failures  

Actions to be taken by the Customer/User:  

1. Discontinue use of your device immediately.  

2. Advanced Instruments will contact you regarding the return and exchange of your Device. 

Several solutions are available as needed to ensure continuity of testing. 

3. For those users whose lab protocol requires the review of previous data, Advanced Instruments is 

available to review the data. 

4. Complete and return the attached acknowledgement form as soon as possible.  
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ACKNOWLEDGEMENT FORM 

PLEASE COMPLETE AND RETURN THIS FORM 

OSMOPRO® MAX AUTOMATED OSMOMETER RECALL 

FSCA Number: 2024-01 

Dated: 11 March 2024 

 

   

   

 

 

 

 

 

 

 

Please check the following: 

             I have read the attached Notification and understand the instructions that I am 
given. 

 

Signature: _____________________________________________________________  

 

Phone Number/Email (optional):____________________________________________ 

 

SCAN AND E-MAIL SIGNED FORM TO:  airegulatory@aicompanies.com 

 

 Date: ________________ 

 

Recipient Name: ________________________ Title: __________________________ 

Business Name:  ________________________  

Address: ______________________________________________________________________ 

 

I certify that I am authorized to sign this Acknowledgement Form on behalf of my organization 

 

Best Contact 

Name: ________________________ Title: __________________________ 

Email:  ________________________ 




