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Safety Notice 
Medical Devices 

 

EnTrust® and  

Escudo®  

VR/DR/AT ICDs 

 

Priority 1 – For Immediate Action 

 

 

HPRA Safety Notice: SN2018(22)  

 

Issue Date: 02 July 2018 

MANUFACTURER / SUPPLIER HPRA CASE REFERENCE 

Medtronic Inc 

 

V36245 

 

 

ISSUE 

Medtronic has circulated a Field Safety Notice (FSN) to make customers aware of the potential 

for loss of high voltage and anti-tachycardia pacing therapy in EnTrust and Escudo implantable 

cardioverter defibrillators (ICDs) as they near elective replacement indicator (ERI) voltage. It has 

been discovered under certain circumstances that the device may display an immediate End of 

Life (EOL) Observation with no prior ERI alert.  

 

Medtronic has issued recommendations for patient management including the scheduling an 

in-office patient follow-up as soon as possible.  Please see attached FSN for further details. 

Medtronic has confirmed that 297 affected devices were placed on the Irish market between 

May 2005 and June 2008. Based on feedback from certain Irish centres, we anticipate that the 

number of devices that remain implanted is low. 
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ACTION OR RECOMMENDATIONS 

The HPRA advises that healthcare professionals: 

 

1. Refer to the accompanying Field Safety Notice (FSN) and follow the recommendations 

provided. 

 

2. Acknowledge receipt of the FSN if you have not already done so. 

 

3. Forward a copy of this safety notice and the FSN to all relevant personnel within your 

organisation and to any other organisations/persons to which/whom these devices have 

been transferred. 

 

4. Report any concerns regarding these devices and this issue to the manufacturer and the 

HPRA. 

 

 

 

TARGET GROUPS 

Hospital Managers / CEOs  

Supplies Managers  

Risk Managers 

Nursing Staff 

Cardiologists 

 

Clinical Directors 

Purchasing Managers 

Clinical/Biomedical Engineers 

Doctors 

Cardiac Physiologists 

 

 

BACKGROUND 

Medtronic has discovered under certain circumstances that the device may display an 

immediate End of Life (EOL) Observation with no prior ERI alert. Though no ERI alert is 

triggered, there may not be enough remaining battery capacity to charge the high voltage 

circuits, resulting in an excessive charge time EOL Observation (refer to Image 1 in Appendix 

A), leading to a loss of high voltage and anti-tachycardia pacing therapy. Bradycardia 

therapies will continue to operate as expected. 

 

Medtronic has recommended the following actions: 

 
 Consider scheduling an in-office patient follow-up as soon as possible to assess the 

potential for this issue per the steps described below.  

 
 Ensure the Excessive Charge Time EOL…and the Low Battery Voltage ERI… Patient 

Alerts have been programmed to “On-High” (Refer to Image 2 in Appendix A).  

 

 Instruct patients to contact your office if they hear device alert tones. Consider 

utilizing the “Demonstrate Tones. . .” function to ensure patients recognize the audible 

tone.  
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 If this issue has occurred, an “EOL: replace device immediately” Observation will be 

displayed on the QuickLook report. Schedule device replacement immediately.  

 

 Additionally, Medtronic has made specific recommendations as the device battery 

voltage approaches its 2.61V ERI threshold.  Including, recommending where 

battery voltage ≤ 2.64 V prophylactic device replacement, is considered.  

 

 

 

MANUFACTURER CONTACT INFORMATION 

Enquiries to the manufacturer should be addressed to: 

Medtronic Ltd 

Building 9,  

Hatters Lane,  

Croxley Park, 

Watford WD18 8WW, 

UK 

Telephone:   +44 (0) 1923 212213  

 

E-mail:   Vigilance.eu@medtronic.com  

 

 

 

HPRA CONTACT INFORMATION 

All adverse incidents relating to a medical device should be reported to: 

Health Products Regulatory Authority 

Kevin O’Malley House 

Earlsfort Centre 

Earlsfort Terrace 

Dublin 2 

 

Telephone: +353-1-6764971 

Fax:  +353-1-6344033 

E-mail:  devicesafety@hpra.ie  

Website: www.hpra.ie   
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