
 
 

 

Correction and Removal Initiation 
 

 

1. Purpose 

This Important Product Notice reminds you to review the information in the Xper Flex Cardio 
Physiomonitoring System Instructions for Use (IFU). Specifically, about electrocardiogram (ECG) 
monitoring when using devices with high electronic energy bursts, such as, but not limited to: 
defibrillator and/or electronic surgical units (ESU). This notification alerts the users of the Xper Flex 
Cardio Devices, Model #: FC2010 & FC2020, that are potentially unable to recover ECG monitoring and 
require a restart, due to the electrical interference associated with the use of a defibrillator or ESU. The 
purpose of this document is to record the approval to initiate the Field Safety Correction. See affected 
product list below. 

 

2. Products Affected 

 
# Product name Product model 

1 Xper Flex Cardio device used with the Xper Flex Cardio 
Physiomonitoring System and Philips Hemo System 

FC2010 & FC2020 
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