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SAFETY WARNING
LP 12 Urgent Medical Device Cotrrection

Date: April 30, 2008 3 Page document
SW 08-03 ’

Physio-Control is notifying customers that some
LIFEPAK defibrillator/monitors have a potential to
incorrectly render a shock or no shock decision
during AED analysis ONLY.

SAFETY
WARNING

All LP 12 units owned and operated by the
BSO Fire Rescue Bureau will be updated with
the appropriate software by Physio-Control as
they are rotated through Logistics.

Fire Marshal’s Bureau
2601 West Broward Boulevard
Fort Lauderdale, Fl 33312

Please refer to the attached documents provided
by Physio-Control regarding this issue.

Phone: 954-831-8210
Fax: 954-831-8218
E-mail: FMO_lssues@sheriff.org
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UBRCENT MEDICAL DEVICE CORRECTION
T.IFEPAK® |2 and DAFEEALK 261 Desribrillatnr S Tnmirgr
Drcur Customer,

Physie-Cimired, Tne,,  ivision of Medtrooic, is ootitying etsiooers thal some LIBEPAK 12 and
LIFEPARK 0 delibrillworirwomninrs have o nevential to incovtacdy rendeat ¢ shoek or no sheck decision
during antormated external detibrillator (AETY anulyeis, Thess defibrillators hawe specifie snflwnrs
versioms noted below and must have o defined Setup Option of Adto Analvze ON in omder Far (his isse
o oceur, Mo cemplainks or other reported evencs have bean roccived due to his issie.

Cmtinvenipaion indicates that under eortaie circoomstances. and with Ihe specific Setup Option
seteled, the Shock Advisory System™ {5A5) analvsiz will stat helone 2 wirming iy given to the user
haslamd clewt of lhe patient,  As a wosult, the SAS may evaluale GOG notwe dotog CPR activity or
witlle eleciredes ore heing applicd, possibly resolting in an incoveect shock advisel or no shack advized
deigivn.

The afFecterl defibullutor sefiware varsions are referanced below.

Softwore versions
1T PAR 12 wersion 1.50)
LTFEPAR 2N versions L8, 192, anel 0134

Bicr 14}
*  Heep the defibiiliator in seivice.
s Check rhe Aurp Analyze Setop Option on cach of your devices. T0 Auke Aaalyze ds sel i O,
change the sedling e gue ol tie acher e choioes: OFF or After Fist Shocls
= Lipl'oow the coclosed instructions o confivm or clungs e Aulo dralyee Soup Option setting,
¢ If you updote o deffaillater with now software, confiven the Aol Anolyee Seiap Oplion is set
w OFF or Alter Tirst Shock.

Chr reconds indicars ¥ou own af Least ane of the identified LIFCPAK 12X anddor 20
delihrllnloefmenilors. Rgfer ra the einclosed i for avaded, spectlic serial rumibrer, and saffvaare
vernin Jerr yomr location.

Wea are contioning 4 investigale this issue, You will recelve a foilow vp notificarion if final resolts
doocrmine finther action s necessary.

Plesye ensure this notification is appreprioely forwaoded ke all your siles. IL vow ao Jonger have the
e fbrillalon s oo the attached List, please notify us a5 soon o possihle.
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