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STATEMENT
General Information

e |tis an expectation that all patients receive care/services from a licensed 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 Coronary Fractional Flow Reserve

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 FOR CORONARY FRACTIONAL FLOW
RESERVE ©®

e In patients with angina or an anginal equivalent, undocumented ischemia, and
angiographically intermediate stenoses (defined as a diameter stenosis severity of
40% to 69%) to guide the decision to proceed with PCI (percutaneous coronary

intervention)
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e |n patients undergoing valve surgery, aortic surgery, or other cardiac operations
with intermediate coronary artery disease (CAD; defined as 40%—69% stenosis) to
quide the decision to proceed with or without concomitant CABG (coronary artery
bypass graft

CODING AND STANDARDS

Codes
93571, 93572

Applicable Lines of Business

CHIP (Children’s Health Insurance Program)

X

Commercial

X

Exchange/Marketplace

X

Medicaid

X

Medicare Advantage

o

BACKGROUND
Definitions

Fractional flow reserve (FFR) is used to determine the functional significance of a
coronary stenosis in angiographically “intermediate” or “indeterminant” lesions which
allows the operator to decide when PCl may be beneficial or safely deferred. During
coronary catheterization, a catheter is inserted into the femoral (groin) or radial arteries
(wrist) using a sheath and guidewire. FFR is calculated as the ratio of distal coronary
pressure to aortic pressure measured during maximal hyperemia. A normal value for FFR
is 1.0. FFR. FFR < 0.80 in an angiographically intermediate lesion (50-70% stenosis) is
considered to be a significant coronary lesion (>70% stenosis). )

AUC Score

A reasonable diagnostic or therapeutic procedure 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
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e Rarely Appropriate Care- Median Score 1-3

Acronyms/Abbreviations
CABG: Coronary artery bypass graft

CAD: Coronary artery disease

FFR: Fractional flow reserve

PCI: Percutaneous coronary intervention

SUMMARY OF EVIDENCE

2021 ACC/AHA/SCAI Guideline for Coronary Artery Revascularization ©®

Study Design: The guidelines are based on a comprehensive literature search conducted
from May 2019 to September 2019, which included studies, reviews, and other evidence
conducted on human subjects and published in English. The search covered databases
such as PubMed, EMBASE, the Cochrane Collaboration, and CINHL Complete. Additional
relevant studies published through May 2021 were also considered.

Target Population: The target population includes patients with coronary artery disease
(CAD) who are being considered for coronary revascularization. This includes patients

with stable ischemic heart disease (SIHD), acute coronary syndromes (ACS), and those
undergoing percutaneous coronary intervention (PCI).

Key Factors:

FFR and iFR Use: FFR and instantaneous wave-free ratio (iFR) are physiological
methods used to assess lesion significance in patients with angina or angina equivalent
and angiographically intermediate stenoses. FFR is defined as the ratio of maximal blood
flow in aregion distal to a lesion compared with the normal maximal blood flow of an
artery. iFR is an index of lesion severity measured during the wave-free period in
diastole.

Clinical Trials and Outcomes: The FAME (Fractional Flow Reserve Versus
Angiography for Multivessel Evaluation) trial demonstrated that FFR-guided PCI reduced
the risk of the composite endpoint of death, myocardial infarction (MI), or urgent
revascularization compared with angiography-quided PCI. The DEFINE-FLAIR
(Functional Lesion Assessment of Intermediate Stenosis to Guide Revascularization) and
iIFR-SWEDEHEART (Instantaneous Wave-Free Ratio versus Fractional Flow Reserve in
Patients with Stable Angina Pectoris or Acute Coronary Syndrome) trials showed that
iFR-guided PCIl was noninferior to FFR-quided PCl in terms of clinical outcomes.

Recommendations: FFR or iFR is recommended to quide the decision to proceed
with PCl in patients with angiographically intermediate stenoses and undocumented
ischemia. PCl should not be performed in stable patients with angiographically
intermediate stenoses and FFR >0.80 or iFR >0.89.

Safety and Efficacy: Deferral of PCl when FFR is >0.80 or iFR is >0.89 is
associated with low rates of long-term major adverse cardiovascular events (MACE). The
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use of FFR and iFR has been shown to improve clinical outcomes by reducing
unnecessary revascularizations and focusing treatment on lesions that are
physiologically significant.

Fractional Flow Reserve Assessment of Coronary Artery Stenosis

Study Design: The document is a review article that discusses various aspects of CAD,
including prevention, diagnosis, and treatment. It synthesizes findings from multiple
studies and clinical trials to provide a thorough overview of the current state of
knowledge in the field.

Target Population: The primary focus is on patients with coronary artery disease,
particularly those with stable ischemic heart disease or acute coronary syndrome (ACS).
The review addresses different patient subsets, including those with high-risk clinical
conditions, moderate coronary lesions, and multivessel disease.

Key Factors:

Prevention: Emphasizes the importance of a healthy lifestyle, including diet,
exercise, maintaining optimal body weight, and avoiding smoking, as the best method for
preventing CAD.

Diagnosis: Discusses the use of coronary angiography and fractional flow reserve
(FFR) to identify significant coronary lesions and assess their physiological impact. FFR
is highlighted as the gold standard for detecting myocardial ischemia.

Treatment: Reviews the indications for revascularization, including percutaneous
coronary intervention (PCIl) and coronary artery bypass graft (CABG). It also covers the
use of FFR to guide revascularization decisions in patients with stable CAD and
intermediate coronary lesions.

Recent Advances: Mentions recent advances in non-invasive assessment
techniques, such as computed tomoqgraphic angiography (CTA) and FFR-CT, which allow
for the evaluation of coronary artery disease without invasive procedures.

ANALYSIS OF EVIDENCE

Shared Conclusions ¢7

Both articles focus on coronary artery disease (CAD) and the importance of
revascularization in managing this condition. They emphasize the significance of
identifying and treating significant coronary stenoses to improve patient outcomes.

1. Revascularization Technigues: Both articles discuss the use of percutaneous
coronary intervention (PCI) and coronary artery bypass graft (CABG) as primary
revascularization technigues. They highlight the benefits of these procedures in
reducing mortality and improving symptoms in patients with CAD.

2. Fractional Flow Reserve (FFR): Both articles mention the use of FFR as a critical
tool in assessing the physiological significance of coronary stenoses. FFR helps
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determine whether revascularization is necessary based on the severity of blood
flow impairment.

3. Patient Selection: Both articles stress the importance of patient selection for
revascularization procedures. They recommend using clinical criteria, imaging,
and physiological assessments to identify patients who would benefit the most
from revascularization.

POLICY HISTORY

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

e Added a Summary of Evidence and Analysis of Evidence

December 2024 e This quideline replaces UM CARDIO 1269 Coronary
Fractional Flow Reserve

e Updated indications for Coronary Fractional Flow Reserve

e Updated Background and references

e Removed Special Note section

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
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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
criteria when 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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