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URGENT MEDICAL DEVICE CORRECTION NOTIFICATION 

 SmartSync Software Update Available to 

Eliminate Potential Erroneous Electrical Reset Message  

Software Update Available: CareLink SmartSync™ Device Manager 

 

 

 

 

Attention: Risk Management Director and O.R Materials Management  

CC: The Chairman Medical Board and relevant Head of Departments  

 

 

Dear Risk Manager or Health Care Professional, 

 

A software update for Medtronic CareLink™ SmartSync™ Device Manager (SmartSync) is now available.  

The update eliminates the potential display of an erroneous electrical reset (pop-up) message upon interrogation with 

a SmartSync Device Manager. The erroneous message indicates an electrical reset has occurred. However, no reset has 

actually occurred and there are no parameter changes or loss of diagnostics.  Prior to this software update, if an 

erroneous SmartSync message was displayed, confusion regarding the message could have caused a clinician to 

consider an unnecessary system revision. Medtronic has received 39 reports of this display error with two instances of 

unnecessary device explant through 30 April 2025. See Appendix for the list of device applications in scope of the 

update.  

 

 

Customer Actions:  

• Update SmartSync (to version 4.2.3 or higher). Refer to release notes for update instructions. If needed, 

Medtronic representatives are available to work with you to install or update the SmartSync application(s) on 

your tablet. See Appendix for instructions on how to verify the software update is complete. 

• Sign and return the enclosed confirmation form to your local Medtronic representative and share this notice with 

those who need to be aware within your organization or with any organization where SmartSync may be in use. 

Questions regarding this information should be directed to your local Medtronic Representative. 

 

19 June 2025 | 15:11 SGT
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Additional Information: 

Medtronic is communicating this information to the appropriate regulatory agency in your country. 

 

Per your facility’s standard medical device complaint procedures, report to Medtronic any adverse reactions or quality 

problems if the issue described above has been observed.  

 

We regret any inconvenience this may cause. We are committed to patient safety and appreciate your prompt attention 

to this matter. If you have questions regarding this communication, please contact your local Medtronic Representative.  

 

 

Sincerely, 

 

 

 

 

 

 

 

 

 

 

Enclosure: 

Customer Confirmation Form  

 

 

 

 

 

 

 

 

 

 

 

 

 

 

 

 

 

 

 

 

 

 

Quality and Regulatory Affairs Director 

Southeast Asia 
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Appendix – Applicable Applications 

Software Component Updated Software 

Version 

Software 

Model 

GTINS 

Azure Astra application 6.5.5 D00U003 00763000002039 

Percepta Serena Solara application 6.5.5 D00U004 00763000002046 

Cobalt Crome application 9.5.2 D00U005 00763000002053 

Micra VR application 4.4.6 D00U006 00763000397852 

Micra AV application 4.4.6 D00U007 00763000397869 

Viva Consulta Syncra Advisa Ensura application 3.5.5 D00U008 00763000397876 

Claria Amplia Compia application 3.4.2 D00U009  00763000397883 

Evera MRI application 3.4.2 D00U010 00763000397890 

Visia AF application 3.4.2 D00U011 00763000397906 

Viva Brava Evera application 3.4.2 D00U012 00763000397913 

Micra VR2 AV2 application 3.7.5 D00U022 00763000544300  

 

 

 

 

 

Appendix – Verify Software Update is Complete 

 

For update instructions, please refer to the software release notes. 

 

Confirm the updated application software version by:  

1) Selecting the MENU in the upper right corner of the SmartSync App [1] 

2) Selecting PROFILE [2] 

3) Selecting the SOFTWARE tab and scrolling through the SOFTWARE INFO list [3] 

If the software update for this issue has already been installed, you will see the following versions listed: 

The Common/Platform application version is 4.2.3 (or higher) and the software version for each application listed in 

the Applicable Applications Appendix is at the updated version (or higher). 
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www.medtronic.com 

 
Name (print): ______________________  Signature:  _____________  Stamp: ____________  Date:  

  

 

   

    

 

dd                              Mmm                                       yyyy 

 

 

 
 
 
 

Customer Confirmation Form 

 URGENT MEDICAL DEVICE CORRECTION NOTIFICATION 

SmartSync Software Update Available to 

Eliminate Potential Erroneous Electrical Reset Message and 

 Align Abort Button Behavior Across Programmer Platforms  

 

For completion by Medtronic Customers Only – Please complete all fields below and return immediately 

 

 

Programmer Model Serial Number Remarks 

   

   

   

*If this table is not enough, please use the additional page provided.  Additional pages and/or attachments must be signed and dated. 

 

By signing this form, I confirm that I have read the Urgent Medical Device Correction Notification Letter, dated 

XXXXXXXXXXXXXXXXXXX from Medtronic regarding the SmartSync Software Update Available to Eliminate 

Potential Erroneous Electrical Reset Message and Align Abort Button Behavior Across Programmer Platforms and 

taken appropriate action. 

 

Please complete all fields and sign the form as indicated below and return the completed form to your local Medtronic 

field representative. 

 
 
 
 

For questions, contact your local Medtronic Representative. 

  Note: The addressee may continue to receive reminders of this notice until a response is received.

Customer Contact Details Medtronic Contact Details 

Distributor/Hospital/Clinic/Patient name: 
 
 

Name: 

Contact:  

Address: Email:  
 

Phone no:  Email: 

19 June 2025 | 15:11 SGT
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**Please fill out the previous table first and list the remaining on this page. 

This page must also be signed and dated.** 
 

Programmer Model Serial Number Remarks 

   

   

   

   

   

   

   

   

   

   

   

   

   

   

   

   

   

   

   

   

   

   

   

 

 

  
Name (print): ______________________  Signature:  _____________  Stamp: ____________  Date:  

  

 

   

    

 

                       dd                              Mmm                                       yyyy 
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