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Regulatory Requirement

Notice: All information herein is proprietary to and sole property of Triton Health Systems, L.L.C. This
documentation is for internal use only and may not be re-produced, copied, and/or re-distributed to any
persons outside the company without written permission of Triton Health Systems, L.L.C.
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Policy: This document applies to VIVA HEALTH, Inc., VIVA HEALTH Administration L.L.C. and
Triton Health Systems, L.L.C. hereafter referred to as VIVA HEALTH.

Description:

The CardioMEMS™ Heart Failure (HF) System is a wireless pulmonary arterial (PA) pressure
monitoring system. It measures PA pressures from a battery free sensor in the distal pulmonary
artery. An electronic system transmits the generated data to a secure network where it is available
for the interpretation by the treating physician.

Clinical Indication:

The CardioMEMS™ HF System may be considered medically necessary for individuals that
meet ALL of the following indications:

e Diagnosis of New York Heart Association (NYHA) Class III HF symptoms predominantly
present over the previous months, despite maximally tolerated guideline directed medical
and device therapies; and
At least one (1) HF related hospitalization within the previous 12 months; and
Able to take dual antiplatelet or anticoagulants for one (1) month post-implant; and
Greater than or equal to 18 years of age; and
Diagnosis of HF greater than or equal to three (3) months, with either preserved or reduced
left ventricular ejection fraction; and
Body mass index (BMI) of less than or equal to 35; or
e [fBMI is greater than 35, a measurement of chest circumference at axillary level is

required. If the chest circumference is greater than 165 cm, the sensor should not be

implanted due to poor signal strength; and
e PA branch diameter sized between 7 mm and 15 mm.

Monitoring must occur at least once weekly in all individuals implanted with CardioMEMS™,
Weekly monitoring is acceptable as long as the individual maintains acceptable PA pressure (opti-
volemic).

If PA pressure is not opti-volemic:

e Monitoring must occur at least TWO-THREE times per week until opti-volemic in
cases where the individual has elevated PA pressure (hyper-volemic) or low PA
pressure (hypo-volemic); and

e Monitoring must occur at least TWO-THREE times per week until pressure stabilizes
in cases where the individual receives medication modifications or exhibits significant
deviations in trend data.

The CardioMEMS™ HF System is considered experimental/investigational and, therefore, non-
covered for any other indication.
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CPT codes covered if selection criteria are met:

Code
33289

93264
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Code Description

Transcatheter implantation of wireless pulmonary artery pressure sensor
for long term hemodynamic monitoring, including deployment and
calibration of the sensor, right heart catheterization, selective pulmonary
catheterization, radiological supervision and interpretation, and
pulmonary artery angiography

Remote monitoring of a wireless pulmonary artery pressure sensor for
up to 30 days including at least weekly downloads of pulmonary artery
pressure recordings, interpretation(s), trend analysis, and report(s) by a
physician or other qualified health care professional
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