evolent

Evolent Clinical Guideline 7292 for Infrainguinal Open
Arterial Vascular Surgery

Guideline Number: Applicable Codes
Evolent CG 7292

"Evolent" refers to Evolent Health LLC and Evolent Specialty Services, Inc.
© 2011 - 2026 Evolent. All rights Reserved.

Original Date: Last Revised Date: Implementation Date:
September 2011 June 2025 January 2026

TABLE OF CONTENTS

S A T E VI E N T ittt iiitut ittt ie ittt eeees s eetees e eeeee e teeees i eesees e eeee e eeeee e ee e eseee st eeeesaeese s eseee s teesesnstesesassaeeesasares 22
GENERAL INFORMATION L.ttt titu ittt titesteee s stes e sse e ssee s sse s sees s sse s eas e seeeaeses e see st ese s eas s tes e sss s seestesessassstassssrensseesares 22
U R P O S E L L.ttt ittt ittt ittt e ittt et ettt s e teseee e te et eee s eeee s eeeseee b eeee e se b ees e eeeaees b tesaeesnee st teseatestaternttentaettarntartas 22
CLINIC AL REASONING et itttiitt ittt sttt tsee s stes e ss e e seeesse s eeestesesess e e teeaeset e ee st ese s ees bt es e sssses st tesenssssasassssssnassnaren 22
GENERAL CON S IDE RATION S .ottt ttuttttstsetsttesssestses s sse s tssstssssess e e tsss s sse s sss s tessstss s tesssssssssssstesesssststessssrsnsasesiares 22
IN D A T ION S .ottt iett ittt i it it eieiete s eeeee s eese e eeeset et eese s eese e eeesetesessee s eese e eesee b sessssatese s s ssesssassasssnsareeas 33
L AU D G AT ON L ituittt ettt teteeesseee s esee s seee s ese e se e teeeeee s ee e e se e es b eesa e se e ee st ee s eee b tes e ess s es st teseneassssassssssnassnanes 33
CHRONIC LIMB THREATENING ISCHEMIA (CLT) 1tutiiiiiiiiiiiii ettt seseeeee 33
OTHER INDICATIONS OR SPECIFIC OPEN VASCULAR PROCEDURES ....iieutiiesiiitiiiieniiesieesieresiseeieesssiensaeenanes 44
L M T A T ON S ettt ettt ettt et ettt ettt et ee et e et e e e e e e e et e e e e e e e e et e e e s e e ee e e eas b tesaaesenaseeneranastanss 55
CODING AND ST AN D A R DD S L oi ittt ittt i ittt ittt ettt s ete s tstt e tees s ttesseesteresttessteessetesaeesterssstessarestarenssesss 55
(Ode] 5] =TT T T T T T T TP TP 55
APPLICABLE LINES OF BlUSINE SS ... ittuiituiittittuieeusstessteeseressesateessssesssessersstesateessresseesteesstesseestsresssenares 66
B A CK G ROUNDD ...ttt ii i i i i i ettt e i et tese e essee s sesees e eese s s eseees s teseee i eese s e eeses s tesee s eesetstsaseessteresnssaerenssss 66
DD E N I T ON S ettt ittt ittt ettt ettt ettt eeee s eeeseee e seee et et ee e eeeseee e ee e e se e ese e ee e eee b ee s eseaese et teseaess s tesnsssensssassnnssssasss 66
AU C SO ORE ittt ittt ittt ittt ettt ettt etet s eees s esesees e see e eeet e eeetteeeaeee e eeesesetee s e esaasetaeeseeeaneetateenattentrettareneretaes 77
A CRONYMS/ ABBREV IATIONS .. ittt ittt tistetssessess s eetessessees et esees s tsse s e sasses s tssees s sesetssessessstetesssteeeesatazressiareeas 77
GUIDELINE DIRECTED MEDICAL THERAPY L uuuiituiiitutittu ittt tteststtstseesssesssssssesssststesesstsssseeserestsetstrssisresaeeesiaees 88
SUMMARY OF EVI D EN CE ittt ittt i s i i e ee sttt essee s teseee s ssetes s tessesaststesssteeeessterressstaiesstareesaiaaes 88
ANALY SIS OF EVIDEN CE ..ottt i ittt ettt ettt et esetteetsetaseaesatesesstessseeaeeesttessteestsrestareaternsrenns 99
P O L Y HI S T O R Y utiiituiittt ittt ittt sttt ettt eee et e ee s eee e tees e esea e eeeaseeaeee s eee s eeeaseesssse e eseneaesstesasssesaseenssransassasss 1040
LEGAL AND COMPLIANCE .. ittt ittt s ittt sttt e s ettt seee s esesseessetesaaessteessstenseesterasttesaseessersnsaesses 1040
GUIDELINE APPROVAL ...ttt ittt tetentttssteessseesssessseessssessesseeeaese s sesssessaesesstees s sessseestesestsssteesterenseesstersssrenns 1040
O I T I B ittt ettt ettt et ee e e eeee e ee et eee et e e e e e et eeee st e e et es et eeeeasa e eeenasaeetanaeeeenataaes 1040
IS L AIMER .ttt iitt ittt sttt teet ettt ettt et eee s ee et e e ee et ee e e s e e et e e e et e e e e e et ee e eeeaeeenteeeneaetnteraattensrenaras 1110
REF E R EN C S ..ttt ittt ittt i ittt ee ittt tetees s eeete st eesee s tssees e sese s eeees s sesees e tese st esaseesstaseeasstaresssaaeesnsares 1212

Page 1 of 12

Evolent Clinical Guideline 7292 for Infrainguinal Open Arterial Vascular Surgery



evolent

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 infrainquinal open arterial bypass
surgery.

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
guidance 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

General Considerations

For this policy procedures will be considered if they involve the common, deep
(profunda), superficial femoral, or popliteal arteries. Arteries below the popliteal artery
may be referred to as “infrapopliteal” and include the tibioperoneal trunk, anterior tibial,
posterior tibial, peroneal, plantar, dorsalis pedis, and tarsal arteries.
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INDICATIONS

Claudication 6.7

When ALL the following requirements have been met (AUC Score 6):

Impairment of activities of daily living and/or work

Absence of other conditions that would limit exercise even if claudication is
improved (e.g. arthritis, angina, chronic respiratory disease)

Member is on guideline directed medical therapy (GDMT)

Inadequate response to a supervised or structured exercise program for 12 weeks

Proximal clinically significant aortoiliac disease is not present, or successfully
treated such that it is unlikely to be responsible for ongoing claudication.

o If still present and clinically significant it will be treated concurrently with the
infrainguinal procedure by open or endovascular technigues

A resting Ankle Brachial Index (ABI) of abnormal (£ 0.9) or noncompressible(> 1.4)
or either:

o TBI<0.7

o 220% reduction in ankle pressure on exercise testing.

NOTE: If arteries are noncompressible (ABl > 1.4), making these tests unreliable,
abnormal Doppler tracings or pulse volume recordings (PVR) can be provided

An anatomically suitable lesion with imaging demonstrating one of the following:

o 270% stenosis (Bailey et al 2019) on angiography (CTA, MRA, invasive
angiography)

o Duplex ultrasound showing no flow or Doppler velocity in the stenosis with
peak systolic velocity (PSV) 2300 cm/s or PSV ratio 24.0 and with monophasic

flow pattern

A duplex scan of the ipsilateral great saphenous vein has been performed to
evaluate suitability for use as a bypass graft (unless contraindicated or
unavailable, the contralateral vein should be evaluated if the ipsilateral vein is
absent or unusable. If bypass to a tibial artery is contemplated and leg vein is not
available, arm vein should be evaluated) ®

Chronic Limb Threatening Ischemia (CLTI) ¢-8)

When the following requirements have been met (AUC Score 8):

Gangrene or nonhealing ischemic wounds present for more than 2 weeks despite
provider directed and described wound care OR wound Grade 1-3 based on the
Society for Vascular Surgery Lower Extremity Threatened Limb Classification
System (WIfl). One of the following must be present:

o AnABI<0.8
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o Ankle pressure <100 mmHg

o Toe pressures or TCPO2 < 60 mmHg

o [fABI21.4, then one of the following:

m Toe pressures or TCPO2 < 60 mmHg

m TBI<0.7with Monophasic PVR or Doppler waveforms

e If no Gangrene or non-healing wounds but Rest Pain, then with ANY of the
following:

o AnABI<04

m If ankle pressures unrecordable, Toe pressure or TcPO2 <3 0 mmHqg

o PVR amplitude or Doppler waveforms showing flat line or < 5mm with absent
dicrotic notch

e An anatomically suitable lesion with imaging demonstrating at least one of the
following:

o 250% stenosis, as shown by CTA, MRA, or invasive angiography

o Duplex ultrasound with absent velocities OR peak systolic velocity (PSV) 2250
cm/s AND PSV ratio of 22.0 across the stenosis with monophasic distal flow

e A duplex scan of the ipsilateral great saphenous vein has been performed to
evaluate suitability for use as a bypass graft (unless contraindicated or
unavailable, the contralateral vein should be evaluated if the ipsilateral vein is
absent or unusable. If bypass to atibial artery is contemplated and leg vein is not
available, arm vein should be evaluated)

e |If a graft material other than autogenous vein will be used, the reason(s) for
choosing that graft must be described in the notes provided since vein is the
conduit of choice especially for bypass to the below knee popliteal or
infrapopliteal arteries (see Definitions).

Other Indications or Specific Open Vascular Procedures &9

e For the treatment of femoral-popliteal aneurysms with ANY of the following:

o 220mm

o < 20mm with extensive thrombus ( 250% lumen involvement) and at least one
of the following:

m Evidence of distal embolization

m Poor distal runoff

NOTE: If a graft other than vein will be used, the reason(s) for that choice must
be described in the notes provided since vein is the conduit of choice
especially for bypass to the below knee popliteal or tibial arteries.

e To allow local podiatric or orthopedic interventions when circulation may be
tenuous but in and of itself not severe enough to warrant intervention; with ANY

Page 4 of 12

Evolent Clinical Guideline 7292 for Infrainguinal Open Arterial Vascular Surgery



evolent

of the following:
o An ABI<0.8.

Ankle pressure < 100mmHg

o
o Toe Pressure or TcPO2 < 60mmHg
o |If ABI 21.4 then one of the following:

m Toe Pressure or TcPO2 < 60mmHqg

m Monophasic PVR or Doppler waveforms

e Common femoral endarterectomy to treat claudication or CLTI will follow the same
policies listed above (but preoperative evaluation of the saphenous vein is not a
reguirement since often prosthetic patch is use instead). Common femoral
endarterectomy can be performed as a standalone procedure.

e A patch (synthetic or vein) used as an add-on procedure where the provider
places the patch (also known as a cuff) to the distal end of the graft to help
maintain patency

e A patch (synthetic or vein) used for the treatment of stenosis within a vein bypass
graft in a symptomatic or asymptomatic member with concern for impending graft
failure and ANY one of the following @%1D:

o Peak Systolic Velocity (PSV) of 2 180 cm/s

o A velocity ratio of 2 2.0

o An end diastolic velocity of < 45 cm/s

o Embolectomy or Thrombectomy performed for acute ischemia

Limitations

e |f abypass is being requested for claudication there can be no assertion, directly
or indirectly, that treatment is required to prevent imminent amputation.

e Femoral-tibial artery bypass with prosthetic or non-autogenous graft material
should only be used if ALL possible autologous vein is not available and an
endovascular alternative is not feasible or has been unsuccessful.

e Common femoral endarterectomy cannot be requested concurrently with a bypass
unless it involves the contralateral limb.

CODING AND STANDARDS

Codes

35302, 35303, 35304, 35306, 35351, 35355, 35361, 35363, 35371, 35372, 35539, 35540,
35556, 35558, 35560, 35563, 35565, 35566, 35570, 35571, 35572, 35583, 35585, 35587,
35646, 35647, 35650, 35654, 35656, 35661, 35663, 35665, 35666, 35671, 35681, 35682,
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35683, 35685, 35700, 35701, 35702, 35703, 35721, 35741, 35860, 35879, 35881, 35883,

35884, 35903

Applicable Lines of Business

X CHIP (Children’s Health Insurance Program)
X Commercial

X Exchange/Marketplace

P Medicaid

P Medicare Advantage

BACKGROUND

Definitions

An anatomically suitable lesion is one where the appropriate intervention would
have low risk, and a high probability of initial and long-term success based on
accepted lesion classifications such as TASC Il or GLASS. ©®

Ankle Brachial Index (ABI) is measured by dividing the highest brachial blood
pressure in either arm by the highest pressure obtained from the dorsalis pedis or
posterior tibial artery.

Chronic Limb Threatening Ischemia (CLTI) has replaced Critical Limb Ischemia
(CLI) since the threat to limb viability in patients with PAD is not only related to
ischemia but other factors such as infection, neuropathy, and general patient
morbidities. Further, “critical” implies that treatment is urgent to avoid limb loss,
while some patients can keep their legs for extended periods of time even in the
absence of revascularization. CLTI is defined clinically by the presence of Rest
Pain, gangrene, a nonhealing wound or ulceration lasting more than 2 weeks
despite appropriate wound care. Infection may make invasive treatment more
urgent. The Society for Vascular Surgery Lower Extremity Threatened Limb
Classification System (WIfl) is helpful in defining CLTI and prognosticating
indications for treatment and outcome. ©®

Claudication is a symptom complex of pain that begins with ambulation and that
is relieved within a brief time by walking cessation. It is described by the intensity
of discomfort, the distance walked, the duration of the walk and the impact that it
has on quality of life (QOL) and activities of daily living (ADL). Claudication does
not occur at rest. If left untreated, the natural history of claudication is slow
progression, yet amputation is rare occurring in less than 5% of patients.

Clinically significant disease is such that it is likely causing ischemic symptoms
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or findings

Endovascular intervention is the treatment of peripheral arterial disease with
angioplasty, atherectomy, intravascular lithotripsy, or stents. It is performed by
opening the blood vessel with a device placed on a catheter inserted through a
blood vessel. In some cases, drug elution is added to the device to prevent
restenosis. Intravascular ultrasound and filters may assist the procedure. In some
circumstances mechanical thrombectomy or drug infusion thrombolysis may be

reguired.

Guideline Directed Medical Therapy (GDMT) includes recommendations for
antiplatelet therapy, cilostazol (unless contraindicated or not tolerated), statins,
glycemic and hypertension control, structured exercise program, smoking
cessation including planning, counseling, or behavior modification and
pharmacotherapy if needed. Duration should be for at least 12 weeks.

Physiologic studies include ABI, TBI, Toe pressures, TCPO2, PVR or Doppler
tracings

Rest Pain is a distinct pain syndrome lasting more than 2 weeks, implying CLTI. It
is defined as pain in the foot or toes aggravated by elevation and relieved by
dependency. Nocturnal pain is not necessarily Rest Pain since there are other
causes of pain at night. Rest pain does not usually imply the same urgency for
treatment as gangrene or nonhealing wounds.

Structured exercise program is provider-directed and monitored. It involves
walking to a pain threshold 3 times a week.

Toe Brachial Index is measured by dividing the highest brachial arm pressure by
the pressure obtained from the First toe by any method. Unlike the ABI, the toe
pressures are usually not affected by arterial calcification.

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

e Rarely Appropriate Care- Median Score 1-3

Acronyms/Abbreviations
ABIl: Ankle Brachial Index
AR: Authorization Reqguest

AUC: Appropriate use criteria

CLTI: Chronic limb Threatening ischemia

CPT: Current Procedural Terminology
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CTA: Computed Tomography Angiography

DSA: Digital Subtraction Angiography

GDMT: Guideline directed medical therapy
GLASS: Global Anatomic Staging System
PAD: Peripheral artery disease

PSV: Peak Systolic Velocity

PTA: Percutaneous transluminal angioplasty

PVR: Pulse Volume Recording

TASC: Trans-Atlantic Inter-Society Consensus
TBI: Toe Brachial Index

WIfl Classification: Wound, Ischemia, and Foot Infection

Guideline Directed Medical Therapy

Guideline directed medical therapy (GDMT) are outlined by joint American College of
Cardiology (ACC)/American Heart Association (AHA) in cardiovascular clinical practice
quidelines as Class | recommendation. These are maximally tolerated medications for a
cardiovascular condition, when prescribed, have shown to improve healthcare outcomes
such as survival along with significant reduction in major adverse cardiovascular events
and hospitalization. For all recommended drug treatment regimens, the prescriber
should confirm the dosage with product insert material and carefully evaluate for
contraindications and interactions.

SUMMARY OF EVIDENCE

ACC/AHA/SCAI/SIR/SVM 2018 Appropriate Use Criteria for Peripheral Artery
Intervention®

Study Design: This study involved the development of Appropriate Use Criteria (AUC) for
peripheral artery intervention (PAIl). The process included drafting patient scenarios,
assumptions, and definitions based on published guidelines, trial data, and expert
opinions. The scenarios were evaluated by an independent rating panel using a scoring
scale from 1to 9.

Target Population: The study focused on patients with peripheral artery disease (PAD)
who may require revascularization treatments. This includes patients with renal artery
stenosis, lower extremity disease, critical limb ischemia, asymptomatic artery disease,
and secondary treatment options for lower extremity disease.

Key Factors:

Clinical Scenarios: 45 clinical scenarios with up to 6 intervention options per scenario
were developed and cateqgorized into 6 general sections.

Page 8 of 12

Evolent Clinical Guideline 7292 for Infrainguinal Open Arterial Vascular Surgery



evolent

Scoring: Each indication was scored as “Appropriate” (7 to 9), “May Be Appropriate” (4
to 6), or “Rarely Appropriate” (1 to 3).

Emphasis: Adherence to medical therapy was emphasized, with revascularization
considered when medical therapy is insufficient.

Endovascular and Surgical Approaches: Both approaches were deemed appropriate in
scenarios involving tissue loss or end organ compromise, with a tendency to select
endovascular approaches.

2024 ACC/AHA/AACVPR/APMA/ABC/SCAI/SVM/SVN/SVS/SIR/VESS Guideline for the
Management of Lower Extremity Peripheral Artery Disease ()

Study Design: This document is the 2024
ACC/AHA/AACVPR/APMA/ABC/SCAI/SVM/SVYN/SVS/SIR/VESS guideline for the
management of lower extremity peripheral artery disease. It was developed by the
American College of Cardiology/American Heart Association Joint Committee on Clinical
Practice Guidelines in collaboration with several other organizations.

Target Population: The guidelines are intended for clinicians treating patients with lower
extremity peripheral artery disease across its multiple clinical presentation subsets,
including asymptomatic PAD, chronic symptomatic PAD, chronic limb-threatening
ischemia, and acute limb ischemia.

Key Factors: The document provides comprehensive recommendations on the clinical
assessment, diagnostic testing, medical therapy, preventive foot care, exercise therapy,
revascularization technigues, management of chronic limb-threatening ischemia, and
acute limb ischemia. It also addresses special considerations such as risk amplifiers,
health disparities, and management of PAD in older patients.

The Society for Vascular Surgery Lower Extremity Threatened Limb Classification
System: Risk stratification based on Wound, Ischemia, and foot Infection (WIfl) ©

Study Design: This document introduces the Society for Vascular Surgery Lower
Extremity Threatened Limb Classification System, known as WIfl (Wound, Ischemia, and
foot Infection).

Target Population: The classification system is designed for patients with threatened
lower extremities due to chronic ischemia, particularly those with diabetes and diabetic
foot ulcers.

Key Factors: The WIfl system stratifies patients based on the severity of wounds,
ischemia, and infection. It aims to provide a more precise description of disease burden
and improve outcomes analysis for various therapies. The system includes four grades
for each factor and uses a Delphi consensus process to estimate the risk of amputation
and the benefit of revascularization.

ANALYSIS OF EVIDENCE

Shared Conclusions

1. Importance of Revascularization: All three articles emphasize the critical role of
revascularization in managing peripheral artery disease (PAD) and critical limb

Page 9 of 12

Evolent Clinical Guideline 7292 for Infrainguinal Open Arterial Vascular Surgery



evolent

ischemia (CLI). They agree that revascularization, whether through open surgical
or endovascular procedures, is essential for improving limb salvage and patient
outcomes.

2. Risk Stratification: The articles highlight the importance of risk stratification in
determining the appropriate treatment approach. They all agree that patient-
specific factors, such as the severity of ischemia, wound extent, and presence of
infection, should guide the choice of revascularization strategy.

3. Multidisciplinary Approach: The need for a multidisciplinary approach to
managing PAD and CLI| is a common theme. The articles stress the importance of
collaboration among vascular surgeons, interventional radiologists, podiatrists,
and other specialists to optimize patient care.

In summary, while all three articles agree on the importance of revascularization, risk
stratification, and a multidisciplinary approach, they differ in their specific criteria for
revascularization, focus on patient populations, and recommendations for specific
procedures. These differences highlight the need for individualized treatment plans
based on patient-specific factors and the importance of a comprehensive approach to
managing PAD and CLI.

POLICY HISTORY

Date Summary
June 2025 e Updated citations

e Added AUC scores

e Added third bullet to General Information

e Added Summary of Evidence and Analysis of Evidence

January 2025 e This guideline replaces UM CARDIO 1164 for Femoral
Popliteal Bypass Surgery

e Guideline name changed to Infrainquinal Open Arterial
Vascular Surgery

e Added CPT code 35685

e Clinical indications were updated per societal guidance

LEGAL AND COMPLIANCE

Guideline Approval
Committee
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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
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
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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