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URGENT MEDICAL DEVICE CORRECTION 

Programmer Software Update 

Supporting the Micra™ Transcatheter Pacing System 

Model 

2090 CareLinkTM Programmer 
29901 EncoreTM Programmer 

CareLink Network Application Software 2491 

17 January 2019 

Dear Risk Manager or Healthcare Professional: 

cc: Chairman Medical Board and relevant Head of Departments 

This letter is to inform you of the availability of a software update for Medtronic 2090 CareLink and 

29901 Encore programmers.  The update is specific to the programmer software that supports the 
Micra Transcatheter Pacing System (TPS) device and is released under the application software ID: 

Model SW022 version 8.1. This software update corrects an error in how the programmer calculates and 
displays the remaining longevity value during a period of time (up to 2 years) prior to the device reaching 

its Recommended Replacement Time (RRT).  

The software display error does not reflect any issues with the Micra TPS device battery, its ability to 
deliver therapy and to function as designed. The observed performance of the Micra TPS remains 

within published expectations.1 No other Medtronic implantable device models are affected by this 
software display issue. 

Software update Model SW022 version 8.1 is required to ensure that the correct remaining longevity 
estimate is displayed at all times during the life of the device. Without the software update, the 

displayed value during this period may remain static and reflect an over-estimation of the remaining 
longevity. Once the RRT voltage threshold is reached the correct remaining longevity estimate is once 

again displayed. Per labeling the time from RRT trigger to End of Service (EOS) is 180 days. The software 

display error was discovered internally.  Through December 19, 2018 there have been zero (0) reports of 

this issue being observed in the field. 

Through the end of calendar year 2019, it is estimated that 0.5% of early clinical devices would 

encounter an inaccurate longevity estimate during this period. The larger population of commercially 
implanted devices are not projected to encounter the issue until calendar year 2020. Updating 

programmers will eliminate this issue.  

Customer Recommendations 

• Please complete the attached Customer Confirmation Form in its entirety and return it as directed to 

confirm your receipt and understanding of this information. 

• Work with your local Medtronic Representative and schedule installation of the programmer 

software update, Micra Application Model SW022 version 8.1, onto all CareLink Model 2090 

and Encore Model 29901 programmers to eliminate this issue. 

• Newly acquired programmers (including those received directly from Medtronic) must be 
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checked prior to use to ensure they have the most up to date software and updated if needed. 

• No updates to a patient’s device are required since the issue resides only in the displayed 

value on the programmer. 

• Refer to Appendix A for instructions on how to determine if your clinic programmers have 

been updated with software application model SW022 version 8.1 (Image 1) and how to 

identify if the programmer reports are reflecting the updated remaining longevity value 

(Image 2a and 2b). 

This notice must be passed to all those who need to be aware within your organization or to 

any organization where potentially affected programmers have been transferred. 

This notification is being issued or will be notified to relevant regulatory bodies according to applicable 

regulations. Please communicate this important information within your facility and or other facilities as 

required. We request that you contact Medtronic if you experienced quality problems or adverse events.  

We regret any inconvenience this may cause. We are committed to patient safety and appreciate your 
prompt attention to this matter. If you have any questions regarding this communication, please contact 

your local Medtronic Representative.  

Sincerely, 

Diana Teo 

Quality System Manager 

Medtronic 
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 Customer Confirmation Form 

Programmer Software Update 
Supporting the Micra™ Transcatheter Pacing System 

For Physicians: In the event you no longer implant and/or manage patients with Micra devices, please provide a 

detailed explanation in the space below so that Medtronic’s records can be updated 

accordingly.__________________________________________________________________________________________ 

Product code 
Serial # of unit 

By signing this form, I confirm that I have read the Urgent Medical Device Correction Programmer 
Software Update Supporting the Micra™ Transcatheter Pacing System, dated 17 Jan 2019 from 

Medtronic. I also agree to further distribute and communicate this important information within my facility as 
required.  

Name: ____________ (print) Signature:  ______________    Stamp: _____________    Date: ________ 

Customer Contact Details Medtronic Contact Details 

Hospital / HCP/Patient: Name: 

By E-mail: 

Address: By Post: 

Telephone no: 

Fax no: 

E-mail: 



1El-Chami, Michael F., et al. Updated performance of the Micra transcatheter pacemaker in the real-world setting: A comparison to the investigational study and a 
transvenous historical control. Heart Rhythm. 2018. DOI: https://doi.org/10.1016/j.hrthm.2018.08.005 
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APPENDIX A: PROGRAMMER USER SCREENS 

Software Installation History Screen  
Correct software: Micra VR TCP version 8.1 (or higher) 

From the Programmer start-up screen CANCEL out of the Find 
Patient window and Select the Programmer icon along the right-
hand side of the programmer display: 

• Select Software (see image 1)
• Scroll through the list of available Software Models in the 

top selection box until you locate the Micra selection
• Verify the Software Micra VR TCP Version is 8.1

Battery/Device Measurements Report Software ID Information

Any CareLink transmission completed after January 17, 2019 will 
report the updated remaining longevity estimate. For in-clinic 
patients who have been interrogated via a programmer, the 
clinician can view the Battery and Device Measurements Report 
(Images 2a and 2b) and verify that the Software Application Model 
ID located in the lower-left corner of the report indicates “SW022 
Software Version 8.1”. 

• Select Reports (see image 2a)
• Select Battery/Device Measurements
• Click Print Now
• Verify the software version printed on the lower left-hand

corner is “SW022 Software Version 8.1”

https://doi.org/10.1016/j.hrthm.2018.08.005
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