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679632
KQ222025

Automated External Defibrillators (Non-Wearable)™ - Product Code MKJ®

LIFEPAK 1000 defibrillator. The LP1000 (in AED mode) is indicated for use on
patients in cardiac amest.

Affected Part Numbers: 32037 1500XXX

Physio-Contred, Ing.
11811 Willows Rd Ne
Redmond, Washingion 98052-2003

Physio Cantrol
425-BE7-4000

Physio-Control has become aware of incidents where cusiomers have altempied o usa their
LIFEPAK 1000 defibrilator and the device has shut down unexpeciedly due to a very low
battery. A defibriiator in this sconano has the potential to fail to deliver 3 shock, with the
potential result that therapy is not deliverad and a patient is not resuscitated. A software
malfunction in the LIFEPAK 100

PRODUCTION CONTROLS: Sofiware Manufacturing/Sofrware Deployment

On May 9, 2014 Physio-Control sent an Urgent Medical Device Recall Letter (dated May
2014) to all affected customers, The letter idantified the product, the problem and the action
needed to be taken by the customer. The customer notification letter will provide new
instructions on how to check the functional and power readiness of the device and advisa the
customer on the actions to take based on the symbol displayed. Customners are asked to
record the readiness indicator(s) shown on 2ach device and fax the confirmation sheet back
to Physio-Control at 1-866-448-9567. Customers are also directed to contact Physio-Control
at 1-800-442-1142 to obigin replacement batteras, if needed. Customers are provided a
Device Readiness Guide for use in interpreting the Readiness Display on the device, and are
directed to refer to the Operating Instrucions which were provided upon purchase. In
addtion to notifying Physio-Conirol of any potential quality probléems or adverse reactions or
events expenenced associaisd to the use of these products, Physio-Control 2sks customers
to repon directly to the FDA through the MedWatch Adverse Reporting Proaram onfine, by
regular mail or by fax. Physio-Control reminds customers that it is crilically important in
understanding what the device and battery indicators mean on your defibrillator and what
actions you need 10 take as a result. At any time the battery charge can be verified by
foliowing the instruction provided on page 2-5 of the Operating Instructions. It is also
important that you slways camy a spare fully-charged battery, as staled in the Opsrating
Instructions. Customers are directed to call Physio-Control at 1-800-442-1142, 6:00 am. to
4:00p.m. (Pacific), Monday - Friday for any further questions.

http://www.accessdata.fda.gov/scripts/edrh/cfdocs/cfres/res.cfm?id=126669 6/9/2014
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Quantity in Commerca 96,261 total; 40,818 within the US and 55,281 gutside US.
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Distribution Worldwide Distribution-USA (nationwida) and the couniries of Canada, Albania, Lebanon,

Austria, Libya, Bahrain, Lithuania, Bangladesh, Barcedonia, Belgium, Maldives,
BosniaMerzegovina, Malia, Canary Islands. Morocoo, Croafia, Namibia, Cyprus,
Natherlands, Czech Republic, Niger, Denmark, Norway, Egypi, Oman, Faroe Isiands,
Pakistan, Finland, Poland, France, Portugal, Gabon, Oatar, Georgia, Reunion, Germany,
Romania, Greece, Russian Federation, Hungary, San Marino, lceland, Saudi Arabia, India,
Serbia, lran, Slovakia, Irag, Slovenia, Ireland, South Africa, Israel, Spain, Raly, Sweden, lvory
Coast, Switzeriand, Jordan, Tunizia, Kazakhstan, Turkey, Kenya, Turkmenistan, Kuwait,
Ukraine, Latvia, UAE, UK, Zambia, Asia Pacific: Australia; Korea, Brunel, Malaysia,
Cambodia, Myanmar, China, Mew Caledonia, French Polynesia, New Zealand, Hong Kong,
Philippines, Indonesia, Singapore, Sri Lanka, Talwan, Thalland, Japan, Latin America
Argentina, Curacao, Barbados, Ecuador, Bolivia, French Guiana, Brazil, Guatemala, Cayman

Istands, Honduras, Chile, Mexico, Colombia, Panama, Costa Rica, Peru, Suriname. and

Uruguay
Total Product Life Cycle TPLC Device Report®®

! For details about termination of a recall see Code of Federal Requlations (CFR) Title 21 §7 5577

2 per FOA policy, recall causs determinations are subject to modification up to the point of termination of the recall

510(K) Database 510(K)s with Product Code = MK and Original Applicant = MEDTRONIC EMERGENCY

RESPONSE SYSTEMS, INC %
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