December 16, 2002

Urgent Device Correction

ZOLL AED Plus Defibrillator

Serial Numbers X02F000812 – X02K007486
Safety Function May Inappropriately Disable Defibrillator

We are advising AED Plus customers of the possibility that the defibrillation function may become inoperable during use due to the false detection of a safety related fault condition.  This inappropriate fault detection will disable the defibrillator and prevent it from charging or discharging. 

Problem

Investigation of a field report found the presence of excessive cross talk between the ECG and Safety Monitoring data channels.  Under certain conditions this cross talk can corrupt safety monitoring signals and cause the device to incorrectly detect a safety fault.

Monitoring safe operation is a critical device function.  Defibrillators generate high voltages required to revive victims but these same voltages could be dangerous if there is a failure in the circuitry, which could cause an unsafe condition.  Safety is a critical design goal.  The device is designed to err on the side of caution when it detects a potential hazard (e.g. the device is acting in a manner that is not anticipated) and disable the defibrillator.

The device will analyze the victims ECG as if the device were operating normally. If the victim’s ECG rhythm is shockable, the device will appropriately issue a “Shock Advised” prompt followed immediately by “No Treatment Delivered” and “Change Batteries” prompts.  If rescuers do not take remedial action, the device will prompt the rescuer to perform CPR.  If the victim’s ECG rhythm is not shockable, the device will function as expected and issue a “No Shock Advised” prompt followed by the prompt to provide CPR.  If the error does occur, the device will change its status indicator to a RED X. 

Our testing shows that the fault occurs during the handling of the electrodes prior to attaching them to the patient.  Once the electrodes are attached to the patient, the ECG becomes stable, and will not corrupt the safety monitoring data.  Turning the AED Plus off, waiting for ten seconds or more, and turning the unit back on will clear the fault and return the defibrillator to normal operation.

Correction

To correct this problem ZOLL has developed new software that modifies the device’s digital sampling sequence to eliminate the possibility of corrupting safety monitoring data. The new software corrects the problem without any change in clinical operation of the device.  

Contact your distributor or ZOLL directly at 1-800-348-9011 to arrange for new software to be installed on your device and the best method for implementing this update.

Recommended Actions 

· Notify users of this potential problem.  Instruct rescuers that they should turn the AED Plus off, wait for ten seconds or more, and turn the unit back on to clear the error, should this fault occur.

· Get the device updated with new software as quickly as possible.

We have notified the FDA and other regulatory agencies of this corrective action and expect it to be classified as a recall.

We apologize for any inconvenience this may cause you and thank you in advance for assistance in implementing this corrective action.  Avoiding this problem during clinical use is our highest priority.  Our 24/7 technical support numbers 800 348 9011 is available to assist users with any aspect of this notice.

Sincerely,
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Paul Dias

Director, Quality Assurance and Regulatory Affairs
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