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URGENT - Recall Notice

HeartStart FRx, HeartStart Home, and Heartstart OnSite AEDs

An issue with one of the electronic components (a resistor) in the AEDs that were

manufactured between 2002-2013.

Dear Customer,

A vital issue was detected with Philips HeartStart AEDs may cause device fail to deliver
the shock when it needed, this Field Safety Notice intended to inform healthcare
providers /caregivers about:

e Philips refuse to issue a recall for the affected devices.

e What the issue is and under what circumstances it can occur.

e The actions that should be taken by the users in order to prevent risks for patients
or affected personnel.

AFFECTED
PRODUCTS

Philips AED Models: HeartStart FRx, HeartStart Home, and HeartStart OnSite AEDs
manufactured from September 2002 through February 2013

PROBLEM
DESCRIPTION

An issue with one of the electronic components (a resistor) in approximately 660,000
AEDs that were manufactured between 2002-2013. Virtually all of these resistor-
related failures were detected through the devices automatic self-testing, alerting the
user by issuing audible chirps. Philips claimed that in-use reliability of these AEDs is
greater than 99.9% when the AED determines a cardiac arrest victim is in need of
shock therapy.

As well as Philips claimed, in rare instances, self-tests might not identify a problem
and the device might not deliver a shock when needed. To date, Philips is aware of
13 instances outside Saudi Arabia in which this component failed during treatment due
to the aforementioned issue.

HAZARD
INVOLVED

Risk of self-tests might not identify a problem and the device might not deliver a shock
when it needed.

HOWTO
IDENTIFY
AFFECTED
PRODUCTS

Philips AED Models: HeartStart FRx, HeartStart Home, and HeartStart OnSite
AEDs manufactured from September 2002 through February 2013 are included
within the scope of this recall.

The year of manufacture can be identified by the 2" and 3'characters in the serial
number on the back of the AED in the range:

Home/Onsite:  AD2I-xxxxx through A 18BIxxxxx
FRx: B4L_-xxxxx through B13BIxxxxx

However, if your device was manufactured in 2013 and the 4" digit is the letter “C” or
later (D, E, F...), then it is not covered by this recall. For example, A13G-02375 is
not covered by this recall because it does not contain the resistor associated with this
recall notification.
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ACTION TO BE

TAKEN BY . . . . . . .
CUSTOMER / Stop using these devices and find an alternative with safe working conditions.

USER

Saudi Food and Drug Authority encourages all to report any adverse event associated with
medical devices through the National Center for Medical Devices Reporting:

http://ncmdr.sfda.gov.sa

For more information please visit the Saudi Food and Drug Authority website :

http://www sfda.gov.sa/En/MedicalEquipments
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