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Correction and Removal Initiation

Correction and Removal ID Number | 2023-CC-HPM-022

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 FC2010 & FC2020
Physiomonitoring System and Philips Hemo System
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Correction and Removal Initiation

Correction and Removal ID Number | 2023-CC-HPM-022

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 FC2010 & FC2020
Physiomonitoring System and Philips Hemo System

Approval to Initiate Correction & Removal

Angela Bandy

C&R Facilitator (Print Name) Signature Date
Ava ni Pa ndya . d Electronically signed by: ajani pandya
R LA "
avani pan ya D:?;ORUQ 24'?')2r8\2,g 17:34|EDT

Business Quality Leader Signature Date
(Print Name)

Note: Date of last approval is the date upon which reporting submission timeliness are measured (e.g. submission
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