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Urgent Field Safety Notice 
Update to address Numerical Format Issue in the CT900 Clinician Programmer 

 via Model A810 SynchroMed™ II Software Application for Version 1.1.342 
Software Update 

 
July 2020 
 
Medtronic Reference: FA920 
 
Dear Health Care Professional,  

 
Medtronic is voluntarily issuing an Urgent Field Safety Notice to request that you update Model A810 SynchroMed™ II 
Software Application (the application used to program your SynchroMed II pumps on the tablet), used with the CT900 
Clinician Tablet Programmer, to a new version 1.1.342. For the languages identified below, the previous software application 
version (1.1.300) is missing a decimal separator (a comma) for parameter range guidance values displayed on some of the 
programming screens. The comma does display appropriately for values entered by the user and is also correct on all review 
screens and reports.  Please install the A810 SynchroMed II Software application, version 1.1.342, per the enclosed 
instructions to resolve this issue (Appendix B). 

There are no special patient monitoring or follow up recommendations.  These parameter range values are only used as 
guidance for the user.  When parameters are manually entered, the correct value with the comma as a decimal separator is 
displayed.   
 
Since the introduction of A810 version 1.1.300 in July 2019, there have been three (3) complaints for this issue; each of 
these reported that, during a pump implant, the calibration constant displayed on the A810 application was tenfold higher 
than expected. For example, the calibration constant was displayed as 1140 instead of 114,0. With the assistance of 
Medtronic Technical Services, the error in the displayed value was identified and the pump was successfully implanted; 
there has been no patient impact and no harms as a result of this issue. The scenario in which the issue could result in harm 
entails the HCP interpreting the incorrectly displayed values to be correct values and making decisions based only on that 
interpretation, without considering the confirmation information displayed with the decimal separator on the “Finish” 
screen, including the new programmed values, the percent change, and any associated alerts. 
 
Issue Description 

The parameter range values that are missing the comma as a decimal separator can be found on the following screens on 
the CT900 Clinician Tablet Programmer (see Appendix B for example illustrations): 

Parameters Screen 
Catheter Length Range values (Removed length and Implanted Length) for both pump segment and 
tip segment (if 2-piece catheter) when catheter is a known model 

Catheter 

Catheter volume range values for "other" (unknown model) catheter types  Catheter 
Réservoir volume range value Reservoir 
24-Hour Dose range values (Both numeric and percentage change)  Infusion 
Base Rate and Base Dose range values  Infusion 
Step Rate and Step Dose range values (Flex Pattern only)  Infusion 
Advanced prime bolus volume range value Bolus 
Single bolus dose range values Bolus 
MyPTMTM Dose range values  myPTM 
Low Reservoir Alarm Volume range values  Alarm 

 
In addition to these parameter range values; the calibration constant parameter is also missing the comma as a decimal 
separator.   
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Product Scope – Affected Languages 

The following languages have been identified as being affected by this issue:   

• Bulgarian 
• Brazilian Portuguese 
• Croatian 
• Danish 
• Dutch 
• Finnish 
• French 

• German 
• Greek 
• Hungarian 
• Italian 
• Norwegian 
• Portuguese 
• Romanian 

• Russian 
• Serbian 
• Slovak 
• Slovenian 
• Spanish 
• Swedish 
• Turkish 

 

Actions 

Please download the latest update to the A810 SynchroMed II Software Application, version 1.1.342, to the CT900 Clinician 
Programmer following the enclosed instructions.   

 

Additional Information 

The Competent Authority of your country has been notified of this action. 

 

We appreciate your assistance and regret any inconvenience this causes you. If you have questions or require assistance 
installing the A810 SynchroMed II Software Application version 1.1.342, your Medtronic Representative. 

 

 

Sincerely, 

 

 

 

 

 

 

 

Appendix A: Software Installation Instructions  

Appendix B: Example Illustrations of the CT900 Clinician Tablet Programmer with a missing decimal separator (a comma) 
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Appendix A: Software Installation Instructions 
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Appendix B: Example Illustrations of the CT900 Clinician Tablet Programmer Screens with a 
Missing Decimal Separator (a comma) 

 

Figure 1: Incorrect values displayed for the allowed range of the reservoir volume (200 – 400 ml): Data entered by HCP is correct (18.5 ml) 

 
                                                         Figure 2: Value 40,1 cannot be entered even though the displayed range text indicates it can  
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