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STATEMENT
General Information

e |tis an expectation that all patients receive care/services from alicensed clinician.
All appropriate supporting documentation, including recent pertinent office visit
notes, laboratory data, and results of any special testing must be provided. If
applicable: All prior relevant imaging results and the reason that alternative
imaging cannot be performed must be included in the documentation submitted.

e Where a specific clinical indication is not directly addressed in this guideline,
medical necessity determination will be made based on widely accepted standard
of care criteria. These criteria are supported by evidence-based or peer-reviewed
sources such as medical literature, societal quidelines and state/national
recommendations.

e The quideline criteriain the following sections were developed utilizing evidence-
based and peer-reviewed resources from medical publications and societal
organization guidelines as well as from widely accepted standard of care, best
practice recommendations.

Purpose

Indications for determining medical necessity for the implantation of a Wireless Invasive
Pulmonary Artery Pressure Monitoring device and ongoing data collection. Wireless
pulmonary artery pressure monitors are implantable devices that monitor the pressure in
the pulmonary artery and output data to an external analyzer.

Special Note
Guideline Directed Medical Therapy

Documentation is required confirming that patient is receiving optimal GDMT for heart
failure, including standard medication (and, as indicated, coronary revascularization and
biventricular pacing).

Clinical Reasoning

All criteria are substantiated by the latest evidence-based medical literature. To enhance
transparency and reference, Appropriate Use (AUC) scores, when available, are diligently
listed alongside the criteria.

This quideline first defaults to AUC scores established by published, evidence-based
quidance endorsed by professional medical organizations. In the absence of those
scores, we adhere to a standardized practice of assigning an AUC score of 6. This score
is determined by considering variables that ensure the delivery of patient-centered care
in line with current guidelines, with a focus on achieving benefits that outweigh
associated risks. This approach aims to maintain a robust foundation for decision-

making and underscores our commitment to upholding the highest standards of care. @~
5)
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INDICATIONS

o Patients with NYHA Class Il or Ill Heart Failure (systolic or diastolic) with any of
the following ©7

o Hospitalization for heart failure in the past year

o Persistent or worsening symptoms when hemodynamics are uncertain

o Elevated natriuretic peptides

Limitations

Implantable hemodynamic monitoring is not recommended for patients with (:

e an inability to take dual antiplatelet or anticoagulants for one-month post implant

e ahistory of recurrent pulmonary embolism or deep vein thrombosis

e aright-sided mechanical valve

CODING AND STANDARDS

Codes
33289, 93264

Applicable Lines of Business

X CHIP (Children’s Health Insurance Program)

pxd Commercial

Exchange/Marketplace

Medicaid

Medicare Advantage
BACKGROUND

NYHA Class Definitions ®

e Class I: No limitation of functional activity. Ordinary physical activity does not
cause symptoms of HF

e Class lI: Slight limitation of activity. Comfortable at rest but ordinary physical
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activity results in symptoms of HF

e Class lll: Marked limitation of activity. Comfortable at rest but less than ordinary
activity causes symptoms of HF

e Class IV: Unable to continue any physical activity without symptoms of HF, or
symptoms of HF at rest

AUC Score

A reasonable diagnostic or therapeutic procedure care can be defined as that for which
the expected clinical benefits outweigh the associated risks, enhancing patient care and
health outcomes in a cost-effective manner. @

e Appropriate Care- Median Score 7-9

e May be Appropriate Care- Median Score 4-6

e Rarely Appropriate Care- Median Score 1-3

SUMMARY OF EVIDENCE

2022 AHA/ACC/HESA Guideline for the Management of Heart Failure ©®

Study Design: This document is a clinical practice guideline by the American College of
Cardiology/American Heart Association/Heart Failure Society of America
(ACC/AHA/HESA) for the management of heart failure. It includes recommendations
based on systematic literature reviews and expert consensus.

Target Population: Patients with heart failure, including those with reduced ejection
fraction (HFrEF), preserved ejection fraction (HFpEF), mildly reduced ejection fraction
(HEmrEF), and improved ejection fraction (HFimpEF).

Key Factors:

Epidemiology: The document provides data on the prevalence of heart failure and
discusses risk factors such as hypertension, diabetes, obesity, and atherosclerotic
cardiovascular disease.

Stages of Heart Failure: It outlines the ACC/AHA stages of heart failure, emphasizing the
development and progression of the disease.

Diagnostic Algorithm: Recommendations for the classification of heart failure based on
left ventricular ejection fraction (LVEF) and diagnostic criteria.

Management: Guidelines for the use of quideline-directed medical therapy (GDMT),
including ACE inhibitors, ARBs, ARNIs, beta blockers, MRAs, and SGLT2 inhibitors 1.
Recommendations for nonpharmacological interventions such as exercise training,
cardiac rehabilitation, and dietary sodium restriction.

Special Populations: Management strateqgies for patients with comorbidities, including
atrial fibrillation, coronary artery disease, and diabetes.
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Hemodynamic Monitoring Devices in the Management of Qutpatient Heart Failure (”

Study Design: This document is a comprehensive review of hemodynamic monitoring
devices in the management of outpatient heart failure. It includes evidence from clinical
trials and studies on the efficacy and safety of various devices.

Target Population: Patients with heart failure, including those with New York Heart
Association (NYHA) class Il to IV symptoms.

Key Factors:

Historical Perspective: The document discusses the development of implantable
hemodynamic monitoring (IHM) devices and their role in heart failure management.

CardioMEMS HF System: Detailed information on the FDA-approved CardioMEMS HFE
system, including its design, implantation procedure, and clinical trial results showing a
reduction in heart failure hospitalizations.

Cordella PAP Sensor System: Information on the investigational Cordella PAP sensor
system, including its design, clinical trials, and potential benefits in heart failure

management.
Vectorious LAP Monitor System: Description of the Vectorious left atrial pressure (LAP)

monitor system, its implantation procedure, and clinical trial results showing good
correlation between LAP measurements and pulmonary capillary wedge pressures.

FIRE1 System: Information on the FIRE1 device, which measures the inferior vena cava
(IVC) area and its changes over time, and its potential role in heart failure management.

Noninvasive Hemodynamics: Discussion on noninvasive hemodynamic monitoring
technologies, including Remote Dielectric Sensing (ReDS) and MicroCor, and their
potential benefits in heart failure management.

ANAYLYSIS OF EVIDENCE

Shared Findings ©7

Both articles emphasize the importance of hemodynamic monitoring in managing HF and
highlight the effectiveness of wireless PAP devices in reducing HF hospitalizations.

Clinical Benefits

e Reduction in HF Hospitalizations: Both studies report significant reductions in HF
hospitalizations with the use of PAP devices. Heidenreich et al. (2022) mention
that the CHAMPION trial showed a 37% reduction in HE-related hospitalizations 1.
Similarly, Lundgren et al. (2023) note a 37% reduction in HF hospitalizations in the
CHAMPION trial and a 44% reduction in the MONITOR-HF trial.

e |Improvement in Quality of Life: Lundgren et al. (2023) highlight improvements in
the Kansas City Cardiomyopathy Questionnaire scores, indicating better quality of
life for patients using PAP devices 2. Heidenreich et al. (2022) also mention
improvements in patient outcomes and quality of life.
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Safety Profile

e Safety and Efficacy: Both articles confirm the safety and efficacy of PAP devices.
Heidenreich et al. (2022) report a strong safety profile with 98.6% freedom from
device-related complications 1. Lundgren et al. (2023) also emphasize the safety
of PAP devices, noting no device-related complications in the SIRONA and
SIRONA Il trials.

Both articles provide strong evidence supporting the use of wireless PAP devices in HF
management, particularly in reducing hospitalizations and improving patient outcomes.
Lundgren et al. (2023) offer a more comprehensive overview of specific devices and their
economic impact, while Heidenreich et al. (2022) focus on the general clinical benefits
and safety profile. Together, these findings underscore the potential of PAP devices to
enhance HF management and patient quality of life.

POLICY HISTORY

Date Summary
June 2025 e Updated citations

e Added third bullet to General Information

e Added Summary of Evidence and Analysis of Evidence

December 2024 e This quideline replaces UM 1402 Wireless Pulmonary
Artery Pressure Device

e Added requirement for maximally tolerated GDMT

e Removed GFR, CHD and heart tx from limitations

LEGAL AND COMPLIANCE

Guideline Approval
Committee

Reviewed / Approved by Evolent Specialty Services Clinical Guideline Review Committee

Disclaimer

Evolent Clinical Guidelines do not constitute medical advice. Treating health care
professionals are solely responsible for diagnosis, treatment, and medical advice.
Evolent uses Clinical Guidelines in accordance with its contractual obligations to provide
utilization management. Coverage for services varies for individual members according
to the terms of their health care coverage or government program. Individual members’
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health care coverage may not utilize some Evolent Clinical Guidelines. Evolent clinical
quidelines contain guidance that requires prior authorization and service limitations. A
list of procedure codes, services or drugs may not be all inclusive and does not imply
that a service or drug is a covered or non-covered service or drug. Evolent reserves the
right to review and update this Clinical Guideline in its sole discretion. Notice of any
changes shall be provided as required by applicable provider agreements and laws or
regulations. Members should contact their Plan customer service representative for
specific coverage information.

Evolent Clinical Guidelines are comprehensive and inclusive of various procedural
applications for each service type. Our guidelines may be used to supplement Medicare
criteriawhen such criteria is not fully established. When Medicare criteria is determined
to not be fully established, we only reference the relevant portion of the corresponding
Evolent Clinical Guideline that is applicable to the specific service or item reguested in
order to determine medical necessity.
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