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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 Percutaneous Left Atrial Appendage
Closure.

Special Note

In order to review a request for medical necessity, the following items must be submitted
for review:

e Progress note that prompted request from Electrophysiologist/Interventional
Cardiologist/Cardiologist

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)
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INDICATIONS

Transcatheter left atrial appendage closure (LAAC) is appropriate for patients with
nonvalvular atrial fibrillation (AF) with high thromboembolic risk who meet the following
criteria ©):

e Have an increased risk of stroke, defined as CHA.DS.- VASc of 22 (men) or 23

(women)

e Have adequate life expectancy (minimum >1 vear) and quality of life to benefit
from LAAC

e Have an increased bleeding risk (High HAS-BLED score 23), or are not suited for
long-term oral anticoaqulation (OAC), including but not limited to:

o Prior bleeding

Fall risk

Uncontrolled hypertension

Renal or liver failure

Alcohol use
Concomitant antiplatelet or nonsteroidal agents

High-risk occupations

Noncompliance

Labile international normalized ratio

OAC intolerance/allergy

O 0O O O o O O o o o

Drug interactions

e Do not have another absolute requirement for the continuation of long-term
anticoagulant therapy, such as mechanical heart valve.

CODING AND STANDARDS

Codes
33340

Applicable Lines of Business

X CHIP (Children’s Health Insurance Program)
X Commercial
X Exchange/Marketplace
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Medicaid

IX

X Medicare Advantage

BACKGROUND
Definitions

Patients with atrial fibrillation (AF), an irreqular heartbeat, are at an increased risk of
stroke. The left atrial appendage (LAA) is atubular structure that opens into the left
atrium and has been shown to be one potential source for blood clots that can cause
strokes. While thinning the blood with anticoagulant medications has been proven to
prevent strokes, percutaneous LAA closure (LAAC) has been studied as a non-
pharmacologic alternative for patients with AF.

The CHA,;DS,-VASc score is widely used for evaluating thromboembolic risk in those
with nonvalvular AF. ) A score > 2 is considered an indication for anticoagulation in
patients with AF and for left atrial appendage closure (LAAC) in men. Because the
procedure is associated with a greater incidence of major complications in women, a
score >3 is required for women.

CHA,DS»-VASc score is calculated as follows (criterion/points given)
e Age: <60/0; 60+/1; >75/+2
e Gender: Male 0; Female +1
e CHF history: No O; Yes +1
e HTN history: No 0; Yes +1

e Stroke/TIA/thromboembolism history: No O:; Yes +2

e Vascular disease (including prior MI, PAD, aortic plague: No O: Yes +1

e Diabetes history: No O; Yes +1

HAS-BLED Score for Major Bleeding Risk is calculated as follows (criterion/points
given) ®:

e Uncontrolled hypertension (systolic pressure >160): No O; Yes +1

e Renal disease (kidney transplant or creatinine >2.26 mqg/dl): No 0; Yes +1

e Liver disease (cirrhosis or bilirubin > 2x normal with AST/ALT/AP > 3x normal): No
0; Yes +1

e Stroke history: No 0; Yes +1

e Labile INR on warfarin (time in therapeutic range < 60%): No 0: Yes +1

e Age>65: No O; Yes +1
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e Other medications predisposing to bleeding (NSAIDs, ASA, clopidogrel): No: 0O;
Yes +1

e Alcohol use (8 or more drink/week): No 0; Yes +1

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

Acronyms/Abbreviations
AF: Atrial fibrillation
AUC: Appropriate use criteria

LAA: Left atrial appendage

LAAC: Left atrial appendage closure

OAC: Oral anticoaqulant therapy

SUMMARY OF EVIDENCE

SCAI/HRS Expert Consensus Statement on Transcatheter Left Atrial Appendage
Closure ©®

Study Design: This document is an expert consensus statement on transcatheter left
atrial appendage closure (LAAC) for reducing thromboembolic risk related to atrial
fibrillation. It includes recommendations based on contemporary, evidence-based best
practices for LAAC focusing on endovascular devices.

Target Population: The target population includes patients with nonvalvular atrial
fibrillation (AF) who have high thromboembolic risk and are not suited for long-term oral
anticoagulation (OAC). These patients should have adequate life expectancy (minimum
>1 year) and quality of life to benefit from LAAC.

Key Factors: LAAC is appropriate for patients with nonvalvular AF with high
thromboembolic risk who are not suited for long-term OAC. Physicians performing LAAC
should have prior experience, including 50 prior left-sided ablations or structural
procedures and 25 transseptal punctures (TSPs). Institutional requirements include on-
site cardiovascular surgery backup. Baseline preprocedural imaging with
transesophageal echocardiography (TEE) or cardiac computed tomography angiography
is recommended before LAAC. Procedural venous access, anticoaqulation, transseptal
puncture, delivery sheath selection and placement, LA pressure measurement, and
device deployment should be performed in accordance with the testing and labeling of
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each specific LAAC device. Operators need to be familiar with avoidance, recognition,
and management of complications associated with LAAC. Predischarge imaging should
be performed with 2D transthoracic echocardiography to rule out pericardial effusion and
device embolization. Same-day discharge may be appropriate after several hours of
observation. The document discusses ongoing trials and evolving practices indicating
significant future advancements in the field of LAAC.

Meta-Analysis of CHADS2 versus CHA2DS2-VASc for Predicting Stroke and
Thromboembolism in Atrial Fibrillation Patients Independent of Anticoagulation

Study Design: This document is a meta-analysis comparing the predictive risk evaluation
of two scoring systems, CHADS2 and CHA2DS2-VASc, in patients with atrial fibrillation
(AF) who were and were not taking anticoagulants.

Target Population: The target population includes adult participants with
electrocardiographically documented AF (chronic, paroxysmal, persistent, permanent, or
new-onset). The study excludes subjects with mitral or aortic valve heart disease or other
specific types of AF patients.

Key Factors: The CHADS2 score is based on congestive heart failure, hypertension, age
275 years, diabetes mellitus, and prior stroke or transient ischemic attack. The CHA2DS2-
VASc score includes additional factors such as vascular disease and female sex. The
meta-analysis found that patients with CHA2DS2-VASc scores 22 have a greater risk of
stroke and thromboembolism than those with scores <2, independent of anticoagulation
therapy. The primary endpoints were stroke, thromboembolism, or both. The pooled risk
ratio estimates indicate an approximate 6-fold increase in the risk of endpoint events in
patients with CHA2DS2-VASc scores 22. The CHA2DS2-VASc score enables the
identification of patients who are at genuinely high risk and can direct the selection of
appropriate therapeutic approaches.

ANALYSIS OF EVIDENCE

Analysis 67

In summary, while both articles contribute valuable insights into the management of AF
patients, they do so from different perspectives—one from a procedural and technical
standpoint and the other from a risk stratification and predictive accuracy standpoint.
This comprehensive analysis highlights the importance of integrating both procedural
expertise and accurate risk assessment in optimizing patient outcomes for percutaneous
LAAC.

Shared Conclusions

o Both articles emphasize the importance of risk stratification in managing AF
patients and preventing thromboembolic events.

e They agree on the need for individualized patient care, considering the patient's
risk profile and suitability for anticoagulation therapy
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POLICY HISTORY

Date Summary
July 2025 e Added a Summary of Evidence and Analysis of Evidence
May 2025 e No substantial clinical content changes

e Added in general information statement regarding quideline
criteria development by reputable sources, standard of
care, and best practices

e Applicable Line of Business adjusted — Medicare checked

December 2024 e This gquideline replaces UM CARDIO 1320 for Percutaneous
Left Atrial Appendage Closure

e Updated references and rewrote the Indications section
based upon guidance from a recent consensus statement

e Clarified CHA2DS2-VASC and HAS-BLED scoring in the
Background

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
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discretion. Notice of any changes shall be provided as required by applicable provider
agreements and laws or requlations. 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 criteriais 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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