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Dear Customer, 

Philips has determined that the M3539A AC Power Module for the HeartStart MRx Monitor/Defibrillator 
may fail at a higher than expected rate. These failures were due to either an internal component failure, 
excess solder used at the time of manufacture, physical damage in the field, or the AC Power Module 
reaching the end of its useful life.   

If these failures or any interruption of AC mains power should occur without a charged battery installed 
in the HeartStart MRx, interruption of monitoring or a delay in the delivery of a shock or pacing therapy 
may result. A failed AC Power Module will not charge the battery, potentially rendering the device non-
functional if the user does not respond to low battery alarms and alerts. Therefore, a charged battery 
should always be installed in the device as directed in its Instructions for Use, whether or not AC mains 
power is available at the point of care.   

Philips has received approximately 100 complaints per year since September 2004. There has been one 
reported patient death, potentially involving an AC Power Module failure in a HeartStart MRx that did not 
have a battery installed. 

The purpose of this notification is to:  
• Describe actions that you should take to mitigate risk to patients 
• Remind you to maintain your device with a charged battery installed 
• Advise you how to contact Philips should your AC Power Module fail 

  
The following pages provide information on how to identify affected devices and instructions on actions 
to be taken. Follow the “ACTION TO BE TAKEN BY CUSTOMER / USER” section of the notice. 

If you have questions regarding this notification or need any further information or support, please 
contact your local Philips representative or the UK Philips Customer Care Service Centre on 0870 532 9741.  

Sincerely, 
 
Tom Fallon 
Senior Director QA/RA, Emergency Care and Resuscitation  
 

This document contains important information for the continued safe and proper use of 
your equipment 

 
Please review the following information with all members of your staff who should be aware of the 

contents of this communication. 
 

Please retain a copy with the equipment Instructions for Use. 
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AFFECTED 
PRODUCTS 
 
 

Product: HeartStart MRx Monitor/Defibrillators with model numbers M3535A 
M3536A, M3536M, M3536MC, M3536M2, M3536M3, M3536M4, M3536M5,  
M3536M6, M3536M7, M3536M8, and M3536M9. 
 
Devices with these model numbers are only affected if they are configured with a 
M3539A AC Power Module for AC operation or charging batteries. 
 
Units Affected: World Wide 

HOW TO 
IDENTIFY 
AFFECTED 
PRODUCTS 

The model of the HeartStart MRx Monitor/Defibrillator is printed on the primary 
label on the back of the MRx in battery bay B. 
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HOW TO 
IDENTIFY 
AFFECTED 
PRODUCTS 

 
               The AC Power Module is inserted in Bay B 
 
                                      

 
                         

                                                               The Lithium Ion Battery is inserted in Bay A 
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HOW TO 
IDENTIFY 
AFFECTED 
PRODUCTS 

The M3539A AC Power Module part number is printed on the label. 
           

                          
 
 

BEHAVIOR 
DESCRIPTION 

If the M3539A AC Power Module fails, or AC mains power to the HeartStart MRx is 
otherwise interrupted, without a charged M3538A Lithium Ion battery installed, as 
directed in the device’s Instructions for Use, the HeartStart MRx may lose all power 
and fail to operate.  A faulty AC Power Module may also fail to charge the battery. 

HAZARD 
INVOLVED 

The simultaneous loss of both battery and AC mains power to the HeartStart MRx 
may result in interruption of monitoring or delay in the delivery of a shock or pacing 
therapy. Philips has received one report of a patient death, potentially involving an 
AC Power Module failure in a HeartStart MRx that did not have a battery installed. 
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ACTION TO BE 
TAKEN BY 
CUSTOMER / 
USER  
 

1. Per the Instructions for Use (IFU), the HeartStart MRx Monitor/Defibrillator 
can be powered by either a Lithium Ion battery or AC mains power (using the 
M3539A AC Power Module). However, a charged battery should always be 
installed in the device, whether or not AC mains power is available at the 
point of care.  It is also important to keep your batteries charged.   

 
2. Verify that the AC Power Module is functioning properly: 
            a. With the device is plugged into AC mains power, assure that the    
                External Power Indicator on the MRx display is green, as shown in Fig. 1.    
                 
           b.  Verify that the battery is charging or charged by checking the Battery  
                Charge Level Indicators shown in Fig. 2 below, as a faulty AC Power  
                Module may fail to charge the battery.  
 
3. Verify your MRx does not show a red “X” nor is it emitting a periodic audio 

chirp as this could be an indicator that there is no battery in the unit or that 
the AC Power Module may have failed, and the battery charge has dropped 
below 20%. 

 
4. If you identify a failed AC Power Module using the criteria above, please 

contact Philips for a replacement. 
 

5. To acknowledge receipt of this notification, please complete and email the  
Customer Reply Form to safetynoticeuki@philips.com  or fax  01483 369 037. 

 
For convenience, excerpts from the IFU related to power management are 
reprinted below. 
 

External Power Indicator 
 

The external power indicator is located above the display.  It is green if power is 
being provided by an external AC mains source using the AC Power Module. See 
Fig. 1 below. 

 Fig. 1                                    

                                              Charging                Not Charging 
 
 
 
 
 

 

mailto:safetynoticeuki@philips.com
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Audio and Visual Alerts of Low Battery 
 

A blinking red “X”  and a periodic audio chirp indicate no battery is present 

or a low battery condition. 
 

The Battery Charge Level Indicators 
 
Battery icons labeled “A” and “B”, correspond with the battery compartments 
located at the back of the HeartStart MRx. Each battery icon displays the current 
available battery power, ranging from hollow (fully discharged) to full (fully 
charged), as shown in Fig. 2.  

 
Fig. 2 - Battery Charge Level Indicators 

 

   
Please note that in the event of an AC Power Module failure, batteries may 
alternatively be recharged using a DC Power Module, an approved external 
battery charger, or another MRx with a functional AC or DC Power Module. 

ACTIONS 
PLANNED 
BY PHILIPS 

Philips will provide a replacement for failed AC Power Modules to the customer at 
no charge, although Philips may decline to do so if physical damage to the AC 
Power Module is apparent. 
 
Philips is providing this notification for customers to contact Philips should the 
customers AC Power Module fail. 

FURTHER 
INFORMATION 
AND SUPPORT 

If you need further information or support concerning this notification, please 
contact your local Philips representative or the UK Philips Customer Care Service 
Centre on 0870 532 9741. 



   
 

Philips Healthcare - 7/7 - FSN86100188A 
 June 2019 

URGENT – Field Safety Notice 
Possible Failure of M3539A AC Power Module for the HeartStart MRx 

Defibrillator/Monitor 
 
 
 

Customer Reply for FSN86100188A 
 
 
Customer ID:  

Contact Name:  

Telephone Number:  

Email Address:  

Facility Name:  

Street Address  

City, State, Postal Code:  

Country:  

 
 
Please E-mail or Fax this completed form to the number or email address provided 
below. 
 
      I certify that our facility received, read and understand the Medical Device Correction 

document FSN86100188A. 
 

 
Signature:  ___________________________________________     Date:  _____________ 
 
Please send the completed reply form to safetynoticeuki@philips.com  or fax  01483 369 037 .   
 
If you are unable to carry out the instructions contained in this communication, please contact 
your local Philips representative.    
 

mailto:safetynoticeuki@philips.com

