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Wearable automated external defibrillator?® - Product Code MVK2®

LifeVest Wearable Defibrillator Model 4000, Product Number 10A0988-A01.

The LifeVest system is indicated for patients 18 years of age and older who are at
risk for sudden cardiac arrest and are not candidates for or refuse an implantable
defibrillator.

All Serial Numbers

Zoll Manufacturing Corp.
121 Gamma Dr
Pittsburgh PA 15238-2919

Zoll Technical Support
800-543-3267

Incorrect service code for properly catching critical defects during self-check. Potential for
defibrillation shock failure

Other

On September 14, 2017, ZOLL Manufacturing Corporation issued a patient safety alert
notice dated September 12, 2017 to all active patients via courier service. As of November
2, 2017, a copy of this same patient Safety Alert notice is included with all current device
shipments. The purpose of the communication is to revise the training patients received
about the "Call for service" message. In certain cases, a "Call for service - Message Code
102" could mean that your LifeVest may not be able to deliver therapy if you need it. Users
should call ZOLL immediately for a replacement LifeVest if a "Call for service - Message
Code 102" appears on the screen. A replacement will be provided within 24 hours. Patients
are instructed to continue using the LifeVest as prescribed by their physician.
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US Nationwide
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