










February 19, 2003


Item:  
Zoll AED Plus, Public Access Defibrillator (PAD) distributed before December 8, 2002; serial numbers X02F000812 TO X02K007486.
Specific Incident:
While handling electrodes prior to attaching them to a patient, 'cross talk' (random communication) between the unit’s internal ECG and Safety Monitoring functions can lead to an error condition. This error condition will cause the defibrillator to issue a "Shock Advised" message, immediately followed by "No Treatment Delivered" and "Change Batteries" messages.  Zoll is upgrading the software on all affected units to correct this potential error condition.

Action:  
1. Immediately identify all affected units.  Affected serial numbers are X02F000812 TO X02K007486.  If your AEDs have not been updated, contact Zoll to arrange for updating.
2. For AEDs awaiting updating, determine which of the following work around procedures is best suited for your application:

a. If the error condition is activated, turn the AED off for 10 seconds, then restart; or

b. Attach the pads to the patient prior to turning the AED on.

3. Place the appropriate work around instructions with each affected defibrillator and train potential users on the work around. Remember to schedule training again after the software upgrade is installed.
Addl’l. Information: 
Zoll sent letters to affected customers on December 16, 2002 (attached).  Please contact CEOSH if you are affected and did not receive this letter. 
Source:
CEOSH, Manufacturer and ECRI

Contact:
 Zoll at 1-800-348-9011.  You can also contact Paul Sherman, VA Center for Engineering & Occupational Safety and Health (CEOSH) at 314-543-6700.













