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OVERVIEW:

The CardioMEMS™ HF System is utilized to remotely measure pulmonary artery pressure and heart rate via an
implanted wireless sensor, FDA-indicated for use in patients with Class Il or Il heart failure who have been hospitalized
for heart failure in the previous year and/or have increased levels of natriuretic peptides that can be indicative of
worsening heart failure. Patients are able to transmit their physiologic data to their physician for interpretation of
results and determination of need for intervention.

DEFINITIONS:
Ejection Fraction (EF) — A measurement of the amount of blood that the left ventricle pumps out with each contraction,
utilized in diagnosing and tracking heart failure. Normal EF is around 70%. Mildly reduced EF is between 40% and 49%.
Two designations of heart failure for the purpose of this policy:
e Preserved Ejection Fraction (HFpEF) — Signs and symptoms of heart failure are present, however EF is
240%.
e Reduced Ejection Fraction (HFrEF) — Signs and symptoms of heart failure are present due to a reduced EF
(EF under 40%).
Heart Failure (or Congestive Heart Failure) — A condition wherein the heart does not pump blood well enough to meet
the body’s needs, resulting in compromised blood supply. The New York Heart Association (NYHA) has developed a
functional assessment tool to measure the extent of heart failure, based upon limitations of physical activity:

1. Class |- No symptoms and no limitation in ordinary physical activity, e.g. shortness of breath when walking,
climbing stairs etc.

2. Class Il - Mild symptoms (mild shortness of breath and/or angina) and slight limitation during ordinary
activity.

3. Class lll - Marked limitation in activity due to symptoms, even during less-than-ordinary activity, e.g. walking
short distances (20—100 m). Comfortable only at rest.

4. Class |V -Severe limitations. Experiences symptoms even while at rest. Mostly bedbound patients.

5. No NYHA class listed or unable to determine.
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DECISION GUIDELINES:

Medicare coverage: Please see Centers for Medicare & Medicaid Services National Coverage Analysis (NCA) CAG-00466N
https://www.cms.gov/medicare-coverage-database/view/ncacal-decision-
memo.aspx?proposed=N&ncaid=313&fromTracking=Y&=

Clinical Coverage Criteria:
Heart Failure with Preserved Ejection Fraction or Reduced Ejection Fraction
Medical necessity for the utilization of CardioMEMS™, as part of treatment for heart failure, may be considered
when all of the following criteria (a through j), are met and documented.

a. Under standards established by the NYHA, the member has been diagnosed with Class Il or IV heart
failure; and

b. The member must have experienced an acute inpatient hospitalization within the past 12 months, with
heart failure as a diagnosis contributing to the admission; and

c. The member is not on a waiting list for a heart transplant; and
The member is currently not receiving, nor is scheduled to receive, Ventricular Assist Device (VAD)
therapy; and

e. Concurrent deep vein thrombosis or pulmonary embolism is not a clinical concern; and

f. The member is able to tolerate a course of dual anti-platelet therapy (aspirin and clopidogrel) following
implantation of CardioMEMS™; and

g. The member does not have a mechanical right heart valve; and

h. Given the need for ongoing interaction and management between the clinician and the member, the
member must not have had any unexplained “no-shows” with the practice that would be interpreting
the data from the CardioMEMS™ system within the previous six months from the date of the request for
prior authorization for CardioMEMS™; and

i. The member has the capacity to make fully informed decisions and has consented to the procedure
after limitations, risks, and complications of the procedure have been discussed; and

j. Co-morbid medical or mental health disorders are appropriately managed and reasonably controlled.

LIMITATIONS/EXCLUSIONS:
CardioMEMS™ is not considered to be medically necessary under certain circumstances, examples of which include, but
are not limited to, the following:
1. Members with Class | or Class Il heart failure under standards established by the NYHA.
2. Members with heart failure and a history or risk of pulmonary embolism, deep venous thrombosis, renal
failure, mechanical right heart valve, or history of severe bleeding.

DOCUMENTATION:
The clinician performing device implantation must submit a request for PA for CardioMEMS™ accompanied by clinical
documentation that supports the medical necessity for the procedure, including all of the following:

1. CCA Standard Prior Auth Form, including the additional information (below a-c) from the clinician performing the
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procedure:
a. The member meets the clinical criteria for coverage described above; and
b. The clinician has collaborated with any other health care professionals involved in the member’s care,
including, but not limited to, the member’s primary care clinician; and
c. The clinician has discussed risks and complications of the proposed procedure and has obtained informed
consent from the member.

2. A copy of the assessment performed by an appropriately credentialed and enrolled provider in accordance with
the above guidelines, including date of onset and history resulting in the relevant diagnosis and referral(s) for the
specific procedures.

3. Progress notes documenting that any co-existing medical or mental health diagnoses are being appropriately
managed and are reasonably controlled.

CODING:

When applicable, a list(s) of codes requiring prior authorization is provided. This list is for reference purposes only and
may not be all inclusive. The inclusion of a code does not imply any right to reimbursement or guarantee claim payment.

CPT/HCPCS CODE | CODE DESCRIPTION

C2624 Implantable wireless pulmonary pressure sensor with delivery catheter, including all system
components
33289 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

93264 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

Disclaimer

Commonwealth Care Alliance (CCA) follows applicable Medicare and Medicaid regulations and uses evidence based
InterQual© criteria, when available, to review prior authorization requests for medical necessity. This Medical Necessity
Guideline (MNG) applies to all CCA Products unless a more expansive and applicable CMS National Coverage
Determinations (NCDs), Local Coverage Determinations (LCDs), or state-specific medical necessity guideline exists.

Medical Necessity Guidelines are published to provide a better understanding of the basis upon which coverage
decisions are made. CCA makes coverage decisions on a case-by-case basis by considering the individual member's
health care needs. If at any time an applicable CMS LCD or NCD or state-specific MNG is more expansive than the criteria
set forth herein, the NCD, LCD, or state-specific MNG criteria shall supersede these criteria.

Benefit coverage for health services is determined by the member specific benefit plan document and applicable laws
that may require coverage for a specific service. This Medical Necessity Guideline is subject to all applicable Plan Policies
and Guidelines, including requirements for prior authorization and other requirements in Provider’s agreement with the
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Plan (including complying with Plan’s Provider Manual specifications).

This Medical Necessity Guideline is not a rigid rule. As with all CCA’s criteria, the fact that a member does not meet
these criteria does not, in and of itself, indicate that no coverage can be issued for these services. Providers are advised,
however, that if they request services for any member who they know does not meet our criteria, the request should be
accompanied by clear and convincing documentation of medical necessity. The preferred type of documentation is the
letter of medical necessity, indicating that a request should be covered either because there is supporting science
indicating medical necessity [(supporting literature (full text preferred) should be attached to the request)], or
describing the member’s unique clinical circumstances, and describing why this service or supply will be more effective
and/or less costly than another service which would otherwise be covered. Note that both supporting scientific evidence
and a description of the member’s unique clinical circumstances will generally be required.

REFERENCES:

1. National Library of Medicine. MEMS Technology in Cardiology: Advancements and Applications in Heart Failure
Management Focusing on the CardioMEMS Device. F Ciotola, S Pyxaras, et al. Published online 2024 May
3. doi: 10.3390/524092922

2. Natriuretic peptide measurement in heart failure. WS Colucci, HH Chen. Wolters Kluwer UpToDate. Literature
review current through: May 2024. https://www.uptodate.com/contents/natriuretic-peptide-measurement-in-
heart-failure

3. U.S. Food & Drug Administration, Summary of Safety and Effectiveness Data (SSED), CardioMEMS™ HF System,
Premarket Approval Application (PMA) Number: P100045/S056, 5/11/2022
https://www.accessdata.fda.gov/cdrh docs/pdf10/P100045S056A.pdf
https://www.accessdata.fda.gov/cdrh _docs/pdf10/P100045S056B.pdf
https://www.accessdata.fda.gov/cdrh _docs/pdf10/P100045S056D.pdf

4. U.S. Food & Drug Administration, Summary of Safety and Effectiveness Data (SSED), CardioMEMS™, Premarket
Approval Application (PMA) Number: P100045, 5/28/2014
https://www.accessdata.fda.gov/cdrh _docs/pdf10/P100045B.pdf
https://www.accessdata.fda.gov/scripts/cdrh/cfdocs/cfpma/pma.cfm?id=P100045

5. Centers for Medicare & Medicaid Services National Coverage Analysis (NCA) CAG-00466N. Implantable
Pulmonary Artery Pressure Sensors for Heart Failure Management https://www.cms.gov/medicare-coverage-
database/view/ncacal-decision-memo.aspx?proposed=N&ncaid=313&fromTracking=Y&=

6. MassHealth Guidelines for Medical Necessity Determination for CardioMEMS, 5/13/2022
https://www.mass.gov/doc/cardiomems-0/download

7. Hemodynamically-Guided Management of Heart Failure Across the Ejection Fraction Spectrum: The GUIDE-HF
Trial. MR Zile, MR Mehra, et al. ] Am Coll Cardiol HF. 2022 Dec, 10 (12) 931-944.
https://www.jacc.org/doi/10.1016/].jchf.2022.08.012

8. Lower Rates of Heart Failure and All-Cause Hospitalizations During Pulmonary Artery Pressure-Guided Therapy
for Ambulatory Heart Failure - One-Year Outcomes From the CardioMEMS Post-Approval Study, DM Shavelle, As
Desai, et al. Circulation: Heart FailureVolume 13, Issue 8, August 2020
https://doi.org/10.1161/CIRCHEARTFAILURE.119.006863
https://www.ahajournals.org/doi/10.1161/CIRCHEARTFAILURE.119.006863
https://www.ahajournals.org/doi/suppl/10.1161/CIRCHEARTFAILURE.119.006863

9. The Utility of CardioMEMS, a Wireless Hemodynamic Monitoring System in Reducing Heart Failure Related



https://doi.org/10.3390%2Fs24092922
https://www.uptodate.com/contents/natriuretic-peptide-measurement-in-heart-failure
https://www.uptodate.com/contents/natriuretic-peptide-measurement-in-heart-failure
https://www.uptodate.com/contents/natriuretic-peptide-measurement-in-heart-failure
https://www.accessdata.fda.gov/cdrh_docs/pdf10/P100045S056A.pdf
https://www.accessdata.fda.gov/cdrh_docs/pdf10/P100045S056B.pdf
https://www.accessdata.fda.gov/cdrh_docs/pdf10/P100045S056D.pdf
https://www.accessdata.fda.gov/cdrh_docs/pdf10/P100045B.pdf
https://www.accessdata.fda.gov/scripts/cdrh/cfdocs/cfpma/pma.cfm?id=P100045
https://www.cms.gov/medicare-coverage-database/view/ncacal-decision-memo.aspx?proposed=N&ncaid=313&fromTracking=Y
https://www.cms.gov/medicare-coverage-database/view/ncacal-decision-memo.aspx?proposed=N&ncaid=313&fromTracking=Y
https://www.cms.gov/medicare-coverage-database/view/ncacal-decision-memo.aspx?proposed=N&ncaid=313&fromTracking=Y
https://www.mass.gov/doc/cardiomems-0/download
https://www.jacc.org/journal/heart-failure
https://www.jacc.org/doi/10.1016/j.jchf.2022.08.012
https://doi.org/10.1161/CIRCHEARTFAILURE.119.006863
https://www.ahajournals.org/doi/10.1161/CIRCHEARTFAILURE.119.006863
https://www.ahajournals.org/doi/suppl/10.1161/CIRCHEARTFAILURE.119.006863

o commonwealith
J @ W care alliance

Pulmonary Artery Pressure Monitoring (CardioMEMS)
Medical Necessity Guideline

Hospital Readmissions, R Joshi, A Nair. J Nurse Pract. 2021 Mar; 17(3): 267-272.
Published online 2021 Feb 1. doi: 10.1016/j.nurpra.2020.12.032
https://www.ncbi.nlm.nih.gov/pmc/articles/PMC7954281/

10. An update on the CardioMEMS pulmonary artery pressure sensor. P Ayyadurai, H Alkhawam, et al. Ther Adv
Cardiovasc Dis. 2019; 13: 1753944719826826. Published online 2019 Feb 10. doi: 10.1177/1753944719826826
https://www.ncbi.nlm.nih.gov/pmc/articles/PMC6376505/

11. CardioMEMS™ HF System Remote Pulmonary Pressure Monitor, 2024
https://www.cardiovascular.abbott/us/en/hcp/products/heart-failure/pulmonary-pressure-
monitors/cardiomems/education-and-training.html

12. CardioMEMS™ HF System PATIENT CANDIDATE CONSIDERATIONS
https://www.cardiovascular.abbott/content/dam/cv/cardiovascular/hcp/products/heart-

failure/cardiomems/documents/hf-cardiomems-patient-candidate-considerations-tool.pdf

REVISION LOG:
1/29/2026 Medical Policy Committee approval with minor formatting changes.
2/13/2025 Template update - MAPD products removed from product grid; MAPD criteria language
removed - reference added: Centers for Medicare & Medicaid Services National Coverage
Analysis (NCA) CAG-00466N.
8/20/2024 UMC Approval
8/8/2024 Added criteria language for MAPD products
6/25/2024 UMC Approval
6/13/2024 NEW MNG
APPROVALS:
Jeffrey Sedlack Senior Medical Director Utilization Review and Medical
Policy
CCA Clinical Lead Title
AN 1/29/2026
Signature Date
CCA Senior Operational Lead Title
Signature Date
CCA CMO or Designee Title



https://www.ncbi.nlm.nih.gov/pmc/articles/PMC7954281/
https://doi.org/10.1016%2Fj.nurpra.2020.12.032
https://www.ncbi.nlm.nih.gov/pmc/articles/PMC7954281/
https://www.ncbi.nlm.nih.gov/pmc/articles/PMC6376505/
https://www.ncbi.nlm.nih.gov/pmc/articles/PMC6376505/
https://doi.org/10.1177%2F1753944719826826
https://www.ncbi.nlm.nih.gov/pmc/articles/PMC6376505/
https://www.cardiovascular.abbott/us/en/hcp/products/heart-failure/pulmonary-pressure-monitors/cardiomems/education-and-training.html
https://www.cardiovascular.abbott/us/en/hcp/products/heart-failure/pulmonary-pressure-monitors/cardiomems/education-and-training.html
https://www.cardiovascular.abbott/us/en/hcp/products/heart-failure/pulmonary-pressure-monitors/cardiomems/education-and-training.html
https://www.cardiovascular.abbott/content/dam/cv/cardiovascular/hcp/products/heart-failure/cardiomems/documents/hf-cardiomems-patient-candidate-considerations-tool.pdf
https://www.cardiovascular.abbott/content/dam/cv/cardiovascular/hcp/products/heart-failure/cardiomems/documents/hf-cardiomems-patient-candidate-considerations-tool.pdf
https://www.cardiovascular.abbott/content/dam/cv/cardiovascular/hcp/products/heart-failure/cardiomems/documents/hf-cardiomems-patient-candidate-considerations-tool.pdf

