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MEDICAL DEVICE CORRECTION 

June 4, 2019 

Dear Healthcare Provider: 
Problem 
Description 

Baxter Healthcare has received reports of Prismaflex 8.10 devices with inactive syringe 

pump during Continuous Renal Replacement Therapy (CRRT) treatment while using 

Regional Citrate Anticoagulation (RCA). It was determined that there is a potential for the 

calcium syringe pump to be inactive without the device alarming after a completed change 

syringe procedure. 

Baxter will be upgrading all Prismaflex devices with software version 8.10 to software 

version 8.20. The new software version will include an enhancement to ensure alarm 

generation when the issue occurs while performing therapy using the RCA. 

However, there is no similar complaint or AE reported in Singapore. 

Affected 
Product 
(Singapore) 

Product 
Code 

Product Family Serial Numbers 

107493 Prismaflex System All Devices with 8.10 Software 

113082 Prismaflex 4.11 All Devices with 8.10 Software 

114489 Prismaflex 6.10 ROW All Devices with 8.10 Software 

955052 Prismaflex 8.XX ROW All Devices with 8.10 Software 

Do note: There are other product codes/ models affected globally but not supply in 

Singapore. Kindly verify with Baxter if in doubt. 

Hazard Involved An inactive pump may result in under delivery of calcium leading to hypocalcemia. 

Hypocalcemia may potentially result in serious adverse health consequences. There have 

been two reports of serious injury associated with this issue.  

However, there is no similar complaint or AE reported in Singapore. 
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CUSTOMER REPLY FORM 
Medical Device Correction 

Prismaflex SW 8.10 

June 4, 2019 

 
Affected Products:  

 

Product 
Code 

Product family Serial Number 

955052 PRISMAFLEX 8.XX ROW All 

107493 Prismaflex System All 

113082 Prismaflex 4.11 All 

114489 Prismaflex 6.10 ROW All 

 

  
Please ensure that all below information is completed.  Responding to this request will prevent 
unnecessary repeat notifications for this issue.   

 
 Please note that BAXTER CANNOT PROCESS UNSIGNED FORMS. 

 
 
 
 
Completed By:  ___________________________  Title: ___________________________ 
 Print Name 
 
 
Phone Number:  ___________________________ 
 
 
 
Signature: ________________________________ Date:  ______/_____/_____ 
Your signature above indicates understanding of the contents of the attached letter, that you performed 
the actions outlined and disseminated this information, if applicable.  

 
 

Please complete and sign this form. 
Email a scanned copy to  or fax it to +65-6222 9927 as a 

confirmation that you have received this notification.  A cover sheet is not required. 




