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URGENT Field Safety Notification 

HeartStart Intrepid Monitor/Defibrillator (867172) 

Service Manual Electrical Safety Test Issue 

This document contains important information for the continued safe and proper use of 

your equipment. 

Please review the following information with all members of your staff who need to be aware of 

the contents of this communication. It is important to understand the implications of this 

communication. 

Please retain a copy of this letter with your device's Instructions for Use. 

Dear Valued Customer, 

Philips identified a potential safety and compliance issue: The HeartStart Intrepid Monitor/Defibrillator's 

Service Manual does not detail electrical safety test verification methods as required by International 

Electrotechnical Commission (IEC) requirements for Class I devices. This URGENT Field Safety Notice is 

intended to inform you about: 

1. What the problem is and under what circumstances it can occur

The current HeartStart Intrepid Service Manual does not detail IEC Class I electrical safety test verification 

methods. The lack of this testing does not introduce a failure, but It may prevent a failure from being 

detected. This could occur when an IEC Class I device is tested as a Class II device after a servicing event. 

The issue was identified as the result of a service provider's inquiry. There have been no reports of patient 

harm. 

The HeartStart Intrepid is a monitor/defibrillator used in an emergency medical services or hospital 

environment by qualified medical personnel trained in its operation to provide pacing, defibrillation, and 

synchronized cardioversion therapies. It is intended to measure heart rate and rhythm; blood oxygen 

saturation; exhaled CO2; systolic, diastolic, and mean blood pressure; and temperature and deliver external 

cardiac pacing. 

2. Describe the hazard/harm associated with the issue

If the missing IEC Class I electrical safety test conditions are not executed by the user and a component fails 

that could have been identified in the Class I device required testing, then safety and performance tests may 

not verify actions were properly conducted related to servicing. As such, a component failure may not be 

identified, contributing to potential risks to service technicians or users during clinical use. The user will 

assume the device is safe to use once the device has returned from servicing and is in the clinical setting. The 

device's Operational Check may not detect all potential component failures. 

The lack of instructions in the Service Manual for maintenance and safe replacements of parts related to the 

supply of electrical power to the Intrepid may expose the patient, user, or bystander to unsafe electrical 
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