










January 23, 2002


Item:  
Zoll M Series Advisory defibrillators and M Series  Automated External Defibrillators (AEDs) with software versions below 30.00.  Specific affected units are Advisory defibrillators with serial numbers T98F00046 to T01K27762 and AED defibrillators with serial numbers T98F00092 to T01J27533
Specific Incident:
In the auto-charge mode, the charging circuit may generate an artifact on the electrocardiograph (ECG) signal that can lead the units to display "No Shock Advised" even during shockable ventricular fibrillation.
Action:  
1. Immediately (within 24 hours) upon receiving this Alert, arrange for Biomedical Engineering to confirm whether or not your units are affected via the serial number and software version.

2.  If affected:

a.  M Series Advisory defibrillators and AEDs with manual operation option - Disable the auto charge configuration and contact your local Zoll representative to obtain the corrective software.  You can continue to use the defibrillator in the manual configuration.

b.  Fully Automatic AEDs - Remove the affected units from service and contact your local Zoll representative for the corrective software.  Do Not use the units until the software has been upgraded. Assure that you identify a loaner unit to provide coverage for the removed unit.
Additional Information: Zoll sent letters to affected customers on December 8, 2001.  They believe they successfully contacted most customers and upgrades are underway.  Please contact CEOSH if you are affected and did not receive this letter. 
Source:
CEOSH, Manufacturer and ECRI

Contact:
For additional Information, please contact Zoll Medical at their dedicated number for this issue at (888) 234-3626 8:30 AM - 7:00 PM EST or Paul Sherman, VA Center for Engineering & Occupational Safety and Health (CEOSH) at (314) 543-6700.   













