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MODELS CDVRAS00Q, CDDRAS00Q, CDHFAS00Q, CDVRA600Q, 

CDDRA600Q, CDHFA600Q, CDVRA300Q, CDDRA300Q, AND CDHFA300Q 

Dear Physician or Healthcare Professional: 

Summary: 

Abbott is informing customers of a rare potential for a Bluetooth (BLE) circuit component issue on a subset of Gallant™ . 

Neutrino n•, and EntrantT,.. lmplantable Cardioverter Defibrillators (ICDs) and Cardiac Resynchronization Therapy 

Defibrillators (CRT-Ds) manufactured prior to April 2022. This issue has been associated with a risk of loss of Bluetooth 

communication (and therefore a loss of remote monitoring), higher than normal current consumption, and reduced device 

longevity. 

There have been 9 events reported to Abbott which led to early device replacement caused by this issue without clinical 

consequences for the patients. 

lf a device experiences this issue, primary device functions, including pacing, sensing, shock delivery, and inductive 
telemetry, remain available dur ng the period of remaining battery life. The device audible ERI (Elective Replacement 
Indicator) alert remains active in devices affected by this issue. 

Among 67,000 devices distributed globally, 16 implanted devices are known to have lost Bluetooth communication due to 

this issue. Of these, 9 (0.013%) have experienced high current consumption and reduced device longevity. Approximately 

78% of all devices distributed global ly already have been risk mitigated through routine programmer interrogation, which 

deploys a firmware upgrade. 

A sub-group of approximately 1 ,500 devices are more likely to manifest this issue as compared to the remaining 65,500 

devices. The estimated risk rate of potential loss of therapy leading to harm is 0.06% and 0.0007%, respectively, in these two 

sub-groups, if the firmware is not upgraded. 

Patient Management Recommendations: 

Recognizing that each patient requires individual consideration by their physician, in consultation with Abbott CRM's Medica! 

Advisory Board (MAB), Abbott is providing the following guidelines: 

• Prophylactic device replacement is NOT recommended as the new firmware version pr00.10.87.04 eliminates 

the potential for loss of therapy between follow-ups due to unrecognized decreased device longevity 

• Determine the firmware version of devices followed at your clinic by reviewing the instructions in Appendix A and 

the device list in Appendix B 

• For patients with firmware version pr00.10.87.00 or with firmware version undetermined, upgrade devices to 

device firmware version pr00.10.87.04 by interrogating patients in-clinic with Merlinn• PCS 3650 programmer 

Model 3330 software version 25.8.2 rev 1 or higher or Mer in TM 2 PCS MER3700 programmer software version 1.8.2 

rev 1 or higher 

o Prioritize in-clinic firmware upgrade for the specific devices from the 1,500 device sub-group listed in 

Appendix B 

o For remaining patients, schedule the next follow-up in-clinic to complete the firmware upgrade 

• Following firmware upgrade, continue to follow patients routinely at the recommended interval per the device 

User's Manual 

• lf a device experiences a loss of Bluetooth communication, contact Abbott Technica! Support for 

troubleshooting to determine whether the loss of Bluetooth communication is related to this issue 

Action Abbott Has Taken: 
Abbott has developed upgraded device firmware version prO0. 10.87.04, which eliminates the potential for devices affected by 

this issue from enter ing the high current consumption mode should the Bluetooth (BLE) circuit component issue occur. 

lf the issue occurs in these devices after the firmware has been upgraded, a moderately elevated current consumption i s 

ensured, providing sufficient time (typically years) for the issue to be detected and device replacement planned electively, as 
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