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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 endomyocardial biopsy.

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 guideline 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

INDICATIONS

Heart Transplant (HT) Recipients ©
Patients with no evidence of rejection:

Endomyocardial biopsy (EMB) may be used for routine monitoring of heart transplant
patients on the following schedule:
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e Periodically during the first 3-12 months postoperatively

e For continued surveillance of patients at high risk for rejection 1-5 years
postoperatively

e Surveillance EMB > 5 years after HT at the discretion of the transplant service

Patients with known or suspected rejection:

e Signs and symptoms of acute rejection including:

o Sustained ventricular tachycardia

o New onset atrial arrhythmia

o New onset ventricular arrhythmia
o Aborted sudden death

e 2-4 weeks after initiation of treatment for acute cellular rejection

e Surveillance of untreated asymptomatic moderate cellular rejection

o 1-4 weeks after initiation of treatment for antibody mediated rejection

Suspected Myocarditis (-9

EMB may be appropriate in patients for whom a histological diagnosis may inform
treatment in the following circumstances:

e Suspected fulminant myocarditis. Signs may include:

o Unexplained acute heart failure (HF) and left ventricular (LV) dysfunction

o Cardiogenic shock or hemodynamic instability

o Ventricular arrhythmias and/or second- or third-degree heart block

e Hemodynamically stable patients with suspected myocarditis based upon new
onset HF and associated signs of myocarditis such as ECG abnormalities and
elevated biomarkers (i.e. troponin) in the absence of coronary artery disease

Cardiomyopathy/Heart Failure (6-12)

EMB may be appropriate in patients for whom a histological diagnosis may inform
treatment in the following circumstances:

e Recent onset heart failure with dilated cardiomyopathy and moderate to severe LV
dysfunction, refractory to standard therapy and after exclusion of specific

etiologies.

e Second- or third-degree heart block, syncope and/or unexplained ventricular
arrhythmias refractory to therapy without obvious cardiac abnormalities or with
minimal cardiac structural abnormalities (possible sarcoidosis, arrhythmogenic
right ventricular dysplasia (ARVD), etc.)

e Dilated cardiomyopathy of any duration with suspected hypersensitivity (i.e.
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allergic) reaction and/or eosinophilia

e Suspected immune checkpoint inhibitor (IC))-mediated toxicity (i.e., acute HF early
after drug initiation)

e HF associated with suspected anthracycline cardiomyopathy

e HF associated with unexplained restrictive or hypertrophic cardiomyopathy
(possible amyloidosis or other infiltrative/depositional/storage disorder)

e Autoimmune disorders with worsening HFE unresponsive to therapy

e Suspected idiopathic inflammatory myopathy (IIM) with cardiac involvement

e Cardiac tumors

e Unexplained cardiomyopathy in children

e Heart transplant candidates suspected of having an infiltrative or inflammatory
cardiomyopathy

CODING AND STANDARDS

Codes
76932, 93505

Applicable Lines of Business

CHIP (Children’s Health Insurance Program)

I

Commercial

I

Exchange/Marketplace

I

I

Medicaid

I

Medicare Advantage

BACKGROUND
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
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e May be Appropriate Care- Median Score 4-6

e Rarely Appropriate Care- Median Score 1-3

Acronyms/Abbreviations
ARVD: Arrhythmogenic right ventricular dysplasia

EMB: Endomyocardial biopsy

HF: Heart failure

HT: Heart transplant

ICl: Immune checkpoint inhibitor

IIM: Idiopathic inflammatory myopathy

LV: Left ventricle

SUMMARY OF EVIDENCE

The International Society for Heart and Lung Transplantation (ISHLT) guidelines for the
care of heart transplant recipients ©®

Study Design: The guidelines were developed through a focused update to the original
practice quidelines published in 2010. The update involved a vast effort by 39 writers
from 11 countries worldwide, organized into four Task Force groups. Each group was co-
chaired by a pediatric heart transplant clinician to ensure adeqguate representation of
issues unique to the pediatric heart transplant population. The guidelines were endorsed
by the Pediatric Heart Transplant Society and reviewed by independent experts.

Target Population: The guidelines are intended for heart transplant recipients, including
both adult and pediatric populations. Specific considerations are given to pediatric
recipients, particularly those under 2 years of age, and patients with unigue conditions
such as congenital heart disease, sensitization, and those requiring mechanical
circulatory support.

Key Factors

Perioperative Care: This includes pre-transplant optimization, surgical issues
impacting immediate post-operative care, and management of patients bridged
with mechanical circulatory support.

Immunosuppression and Rejection: The quidelines cover rejection surveillance,
monitoring of immunosuppressive drug levels, principles of immunosuppression,
and treatment of acute cellular and antibody-mediated rejection.

Long-term Care: This involves management of complications such as chronic
kidney disease, malignancy, cardiac allograft vasculopathy, and neurologic
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complications. It also includes recommendations for minimizing
immunosuppression and managing cardiovascular risk factors.

Special Populations: Specific quidelines are provided for pediatric recipients,
including those undergoing ABO-incompatible transplants and those with
congenital heart disease.

Emerging Therapies: The guidelines discuss the use of newer
immunosuppressive agents and techniques, such as belatacept and tocilizumab,
and the role of extended-release formulations of tacrolimus.

Heart Failure Association of the ESC, Heart Failure Society of America and Japanese
Heart Failure Society Position statement on endomyocardial biopsy ©

Study Design: The document is a result of the Trilateral Cooperation Project between the
Heart Failure Association of the European Society of Cardiology, the Heart Failure
Society of America, and the Japanese Heart Failure Society. It represents an expert
consensus aiming to provide a comprehensive, up-to-date perspective on EMB.

Target Population: The target population includes patients undergoing heart transplant
(HTx) and those with diverse cardiac disorders such as myocarditis, cardiomyopathies,
drug-related cardiotoxicity, amyloidosis, other infiltrative and storage disorders, and
cardiac tumors.

Key Factors:

Overview of Practical Approach to EMB: The document provides an overview of
the practical approach to EMB, including the selection of the access site, patient
monitoring, and the number of EMBSs per operator required to maintain procedural
skill.

Indications for EMB: It updates the indications for EMB, including its role in
diagnosing various cardiac disorders and monitoring HTX rejection.

Impact of Multimodality Imaging on EMB: The document discusses the impact of
multimodality imaging on EMB, highlighting the role of imaging in quiding EMB
and improving diagnhostic accuracy.

Current Clinical Practice: It provides insights into the current clinical practice of
EMB worldwide, including the variability in its use across different countries.

2022 AHA/ACC/HESA Guideline for the Management of Heart Failure 19

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

Special Populations: Management strategies for patients with comorbidities,
including atrial fibrillation, coronary artery disease, and diabetes.

ANALYSIS OF EVIDENCE

Shared Conclusions ¢:910

1.

Heart Failure Management: All three articles emphasize the importance of
managing heart failure (HF) through various strategies. They discuss the use of
medications, lifestyle changes, and monitoring techniques to improve patient
outcomes and reduce hospitalizations.

Role of Biomarkers: The articles highlight the significance of biomarkers such as
B-type natriuretic peptide (BNP) and N-terminal prohormone of B-type natriuretic
peptide (NT-proBNP) in diagnosing and managing HF. These biomarkers are
useful for risk stratification and guiding treatment decisions.

Importance of Multidisciplinary Care: All three articles stress the need for a

multidisciplinary approach to HF management, involving cardiologists, nurses,

pharmacists, and other healthcare professionals. This team-based care is crucial for

optimizing treatment and improving patient outcomes.

POLICY HISTORY

Date Summary

December 2025 e Added the following CPT Codes to reflect Evolent prior
authorization scope: 76932

June 2025 e Added a Summary of Evidence and Analysis of Evidence

May 2025 e Added new bullet-point to the General Statement section
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Date Summary

e No clinical changes

December 2024 e This quideline replaces UM 1388 Endomyocardial Biopsy

e Updated references

e Revised heart transplant monitoring schedule to conform
with new professional guidance

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’ health care coverage may not utilize some Evolent Clinical Guidelines. Evolent
clinical guidelines contain quidance 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 requested in
order to determine medical necessity.
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