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Overview/Definitions

Medical necessity criteria and policy are applied only after member eligibility and
benefit coverage is determined. Questions concerning member eligibility and benefit
coverage need to be directed to Membership Services.

Magnetic Sphincter Augmentation (MSA) for Gastroesophageal Reflux Disease (GERD) or
LINX Reflux Management System, is a magnetic gastrointestinal sizing class Il device,
approved by FDA in 2012 for treatment of GERD though laparoscopic placement of a
flexible interlinked band of magnetic titanium beads around the esophagus. The magnetic
attraction from the device increases the closure of lower esophageal sphincter (LES),
preventing reflux.

Coverage Determinations

Line of Business Determination Name/Number Revision Date
& Contractor

For Medicare Members
NCD None
LCD None- policy 120 applies to Medicare lines | 11/06/2025
of business. Use the criteria below.

For Medicaid Members

OR Medicaid

This policy does not apply.

WA Medicaid

This policy does not apply.

For Commercial and
Self-Funded Plans

OR Commercial

This policy applies.

WA Commercial

This policy applies.

Self-Funded

This policy applies.




Clinical Indications for Non-Medicare Members

EsophyxTransoral Incisionless Fundoplication procedureisindicated when ALL of the
following are met:

1. Typical symptomatic GERD (e.g., heartburn, regurgitation, dental erosions)
2. Confirmation of diagnosis of GERD using 1 or more of the following testing:
e ambulatorypH monitoring with acid exposure time (AET) > 6%

e barium swallow study
e Endoscopy (EGD)
3. Symptoms are unresponsive to lifestyle modification including 1 or more of the

following:
o weight loss
e avoidance of trigger foods
e avoidance of late meals
e elevation of the head of the bed
4. Failure, contraindication orintolerance of an adequatetrial of medical therapy, as
shown by 4 continuous months of Proton Pump Inhibitor (PPI) use.

5. The patient does not have any of the following conditions:
e Priortransoralincisionlessfundoplication
e Hiatal herniagreaterthan2cm
e Esophagitis LAgrade >B
e Barrett’sesophagus>2cm
e Achalasia
e Esophagealulcer
e BMI>35

LINX® Magnetic Sphincter Augmentation (MSA) for Gastroesophageal Reflux (GERD) is
medically necessary when ALL of the following are met:

1. Typical symptomatic GERD (e.g., heartburn, regurgitation, dental erosions)

2. Confirmation of diagnosis of GERD using 1 or more of the following testing:
e ambulatorypH monitoring with acid exposure time (AET) > 6%

e barium swallow study
e Endoscopy (EGD)
3. Symptoms are unresponsive to lifestyle modification including 1 or more of the

following:
e weightloss
e avoidance of trigger foods



e avoidance of late meals
e celevation of the head of the bed
Failure, contraindication or intolerance of an adequate trial of medical therapy, as
shown by 4 continuous months of Proton Pump Inhibitor (PPI) use.
Documentation supports the need for LINX® versus traditional fundoplication
procedures.
The patient does not have any of the following conditions:
e Complete failure of the lower esophageal sphincter
e Dysphagia
e Previous endoluminal anti-reflux procedure
e Barrett’s esophagus

Exclusions

The following procedures are considered investigational/experimental and are not covered

at this time:

Radiofrequency Energy Delivery to Gastroesophageal Junction (Stretta)
Endoscopic Suturing System (EndoCinch, Endoluminal Plication, Plicator,
SomaphyX)

Endoscopic Placement of Bulking Material (Enteryx, PMMA beads, Gatekeeper
system, Durasphere)

LINX Magnetic Sphincter Augmentation for GERD is not medically indicated for ANY of the
following:

Suspected or known allergies to titanium, stainless steel, nickel, or ferrous
materials.

Exposure to MRI after implantation of LINX Reflux Management System as the MRI
environment can interfere with the magnetic strength and the function of the device
and/or can cause serious injury to the patient.

Exposure of the device to temperatures above 212 Fahrenheit (100 centigrade) as
this could adversely affect the magnets and the function of the device

LINX Magnetic Sphincter Augmentation for GERD is not medically indicated as safety and
efficacy has not been established on ANY of the following conditions:

Age <21

Pregnancy or plan to become pregnant
Lactating

Morbid obesity: Body Mass Index (BMI) >35)



Unrepaired hiatal hernia >3 cm or a para-esophageal hernia

Barrett's esophagus or esophagitis Los Angeles (LA) classification Grade class C or
D)

Patients with electrical implants such as pacemakers and defibrillators, or other
metallic, abdominal implants

Major motility disorders

Scleroderma

Suspected or confirmed esophageal or gastric cancer

Prior esophageal or gastric surgery or endoscopic intervention

Distal esophageal motility less than 35 mmHg peristaltic amplitude on wet
swallows or hypertensive LES

Symptoms of dysphagia more than once per week for the last 3 months
Esophageal stricture or gross esophageal anatomic abnormalities (such as
obstructive lesions, Schatzki's ring etc.)

Esophageal or gastric varices.

LINX® Reflux Management System

CPT Description

Codes

43284 Laparoscopy, surgical, esophageal sphincter augmentation procedure,
placement of sphincter augmentation device (ie, magnetic band), including
cruroplasty when performed, and
Removal of esophageal sphincter augmentation device

43285 Removal of esophageal sphincter augmentation device

Transoral (Endoluminal) Gastroplication or Suturing/Transoral incisionless
fundoplication (TIF)(Ex: Esophyx)

CPT Description

Codes

43210 Esophagogastroduodenoscopy, flexible, transoral; with esophagogastric
fundoplasty, partial or complete, includes duodenoscopy when performed

Discussion/General Information
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