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Description
Stroke is a serious complication associated with atrial fibrillation (AF) and may affect 5% of untreated atrial fibrillation 
patients per year.  This type of stroke is embolic rather than ischemic in nature and tends to be more severe with higher 
morbidity and mortality.  The thromboembolism is formed in the left atrium because of the pooling of blood due to stasis 
and low flow state.  The area with the lowest flow state is the left atrial appendage (LAA).  The main treatment for 
prevention of thromboembolic stroke in atrial fibrillation is anticoagulation using drugs such as warfarin or dabigatran.  
There are limitations, adverse events, and contraindications associated with anticoagulant therapy, however, as well 
as the need for regular monitoring with the use of warfarin.  Surgical removal or exclusion of the LAA is performed on 
patients with AF who are undergoing open heart surgery for other reasons, and recently several different percutaneous 
transcatheter devices have been developed for LAA occlusion.

Transcatheter closure of the LAA is performed by percutaneous access using a catheter delivery system.  The catheter 
is passed into the opening of the LAA, and the device is fully expanded and anchored into the wall of the appendage.  
Approximately 45 days is required to fully close the appendage, during which time the patient must continue to remain 
on warfarin.

Policy
Transcatheter closure of the left atrial appendage using a U.S. Food and Drug Administration (FDA) approved device 
to reduce stroke risk in patients with atrial fibrillation is considered medically necessary for patients unable to take 
long-term anticoagulation therapy. 

Policy Guidelines
Rationale: 

Update 2022:
A search of the peer reviewed literature was performed for the period of May 2020 through May 2022.  Findings in the 
literature continue to support the medically necessary statement in the policy section.  In 2021, the FDA approved 
through the PMA Approval Process Amplatzer™ Amulet™ Left Atrial Appendage Occluder by Abbott.

Update 2020:
A search of the peer reviewed literature was performed for the period of June 2018 through May 2020.  Findings in the 
literature continue to support the medically necessary statement in the policy section. The Watchman® device 
continues to be the only FDA approved device for transcatheter closure of the left atrial appendage for prevention of 
stroke in patients with atrial fibrillation.

Update 2018:
A search of the peer reviewed literature was performed for the period of March 2016 through May 2018.  Findings in 
the literature continue to support the medically necessary statement in the policy section. 

Update 2016:
The Watchman Left Atrial Appendage Closure Device (Boston Scientific Corporation) was first considered for approval 
by the FDA in 2009, based on Left Atrial Appendage Versus Warfarin Therapy for Prevention of Stroke in Patients with 
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Atrial Fibrillation (PROTECT-AF) randomized controlled trial (RCT).  The device underwent advisory panel reviews 
three times before an approval was issued under the premarketing approval process in March of 2015.  The device is 
indicated for the reduction of risk for thromboembolism from the left atrial appendage (LAA) in patients with non-valvular 
atrial fibrillation (NVAF) who are at an increased risk for stroke based on a standard risk stratification tool (for example, 
the CHADS2 or CHA2DS2-VASc), and who are suitable candidates for anticoagulation therapy, but who have an 
appropriate condition to seek a nonpharmacologic alternative.

The evidence base for the Watchman consists of a number of case series studies aimed primarily at safety and 
feasibility issues.  There have been two RCTs, both designed as non-inferiority studies that compared LAA closure with 
oral anticoagulation (OAC).  The first of these, the PROTECT-AF study, randomized 707 patients from 59 U.S. and 
European centers to the Watchman device or warfarin treatment in a ratio of 2:1.  The primary efficacy endpoints were 
composite end point of stroke, cardiovascular or unexplained death, or systemic embolism.  There was also a safety 
outcome, a composite end point of excessive bleeding and procedure related complications such as pericardial 
effusion, device embolization and procedure related stroke.  Based on the observed outcomes, the authors reported a 
probability of noninferiority of greater than 99.9%.  Noninferiority was maintained at a mean 3.9 years of observation.

The second RCT, named the PREVAIL trial, was meant to address certain shortcomings in the design of the PROTECT-
AF study, such as inclusion of patients with low stroke risk, poor compliance with warfarin therapy in the control group, 
and use of antiplatelet therapy in both groups.  In the PREVAIL trial, 461 subjects at 41 sites were randomized in a 2:1 
fashion to either the Watchman LAA closure procedure or initiation/continuation of warfarin therapy.  In this study the 
population was more narrowly defined; the population all had NVAF with indication for treatment with warfarin with a 
CHADS2 score of 2 or higher.  Three noninferiority efficacy endpoints were defined, including ischemic or hemorrhagic 
stroke, late ischemic stroke, and device or procedure related adverse events.  Noninferiority endpoints were met for 
the most part in this study.

A meta-analysis published in 2015 included data from the two RCTs and continued access registries.  In a comparison 
of LAA closure to warfarin, closure with the Watchman device met the study's noninferiority criteria for the primary 
composite efficacy end point of all-cause stroke, systemic embolization, and cardiovascular death.

Based on the currently available evidence, transcatheter closure of the left atrial appendage for prevention of stroke in 
patients with atrial fibrillation is considered medically necessary. 

Update 2014:
A search of the peer-reviewed literature was performed for the period of December 2011 through February 2014.  
Findings in the recent literature do not change the conclusions on the use of transcatheter closure of the left atrial 
appendage, therefore the policy statement is unchanged.

Benefit Applications
There are no Benefit Application guidelines for this Medical Policy.

Provider Guidelines
Providers should report this service with CPT® code for Percutaneous transcatheter closure of the left atrial appendage 
with endocardial implant, including fluoroscopy, transseptal puncture, catheter placement(s), left atrial angiography, left 
atrial appendage angiography, when performed, and radiological supervision and interpretation. 
 

Cross References to Related Policies and Procedures
There are no Related Policies for this Medical Policy.
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This policy statement relates only to the services or supplies described herein.  Coverage will vary from 
contract to contract and by line of business and should be verified before applying the terms of the policy.
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