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California Medical Device
Recall Information

Recall Name

HeartSync Recalls Multi-function Defibrillation Electrodes

Due to a Connection Issue

Recall Date Product Description Recalling Firm Recall Reason

11/11/14 | Multi-function Defibrillation Electrodes HeartSync, Inc. | Due to a connector
Ann Arbor, Mi compatibility issue
with Philips FR3 and
FRx Defibrillator

Units.
Reeell Product Identification Distribution Affected Dates
Class
I All Lot numbers for the following: CA, nationwide | Distributed from
e Catalog Number C100-PHILIPS October 26, 2011
- Adult Radiotransparent Electrode through

November 26, 2014.

e Catalog Number C100AC-PHILIPS
- Adult Radiotransparent Electrode

e Catalog Number T100LO-PHILIPS
- Adult Radiotransparent Electrode

e Catalog Number T100-PHILIPS
Radiotranslucent Electrode

e Catalog Number T100AC-PHILIPS
Radiotranslucent Electrode

FOR ADDITIONAL INFORMATION, PLEASE VISIT:

http://www.fda.gov/MedicalDevices/Safety/ListofRecalls/ucm425536.htm



http://www.fda.gov/MedicalDevices/Safety/ListofRecalls/ucm425536.htm

