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OVERVIEW
A laparoscopically implanted ring composed of interlinked titanium beads with magnetic cores has been

developed for the treatment of gastroesophageal reflux disease (GERD). The device is placed around the
esophagus at the level of the gastroesophageal junction and is being evaluated in patients who have GERD
symptoms, despite maximum medical therapy.

S

This policy is for the insertion only. For removal of the devices, please refer to the policy in the related
policy section.

MEDICAL CRITERIA
Not applicable.

PRIOR AUTHORIZATION
Not applicable.

POLICY STATEMENT

Medicare Advantage Plans

Magnetic esophageal sphincter augmentation to treat gastroesophageal reflux disease is not covered as the
evidence is insufficient to determine the effects of the technology on health outcomes

Commercial Products
Magnetic esophageal sphincter augmentation to treat gastroesophageal reflux disease is not medically
necessary as the evidence is insufficient to determine the effects of the technology on health outcomes

COVERAGE
Benefits may vary between groups and contracts. Please refer to the appropriate section of the Benefit
Booklet, Evidence of Coverage or Subscriber Agreement for services not medically necessary /not covered.

BACKGROUND

Gastroesophageal reflux disease (GERD) is defined as reflux of stomach acid into the esophagus that causes
symptoms and/or mucosal injury. GERD is a common medical disorder, with estimates of 10% to 20%
prevalence in developed countries. The severity of GERD varies widely. Many patients have mild,
intermittent symptoms that do not require treatment or only require episodic use of medications. Other
patients have chronic, severe GERD that can lead to complications such as Barrett esophagus and esophageal
cancer. For patients with severe disease, chronic treatment with acid blockers is an option. For some patients,
medications are not adequate to control symptoms; other patients prefer to avoid the use of indefinite,
possibly lifelong medications. Surgical treatments are available for these patients, primarily a Nissen
fundoplication performed either laparoscopically or by open surgery. A number of less invasive procedures
are also being evaluated as an intermediate option between medical therapy and surgery=

The LINX Reflux Management System is composed of a small flexible band of 10 to 18 interlinked titanium
beads with magnetic cores. Using standard laparoscopic techniques, the band is placed around the esophagus
at the level of the gastroesophageal junction. The magnetic attraction between the beads is intended to
augment the lower esophageal sphincter to prevent gastric reflux into the esophagus, without compressing
the esophageal wall. It is proposed that swallowing food or liquids creates sufficient pressute to overcome the
magnetic bond between the beads, allowing the beads to separate and temporarily increase the size of the
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ring. Magnetic sphincter augmentation is a 30-minute surgical procedure performed under general anesthesia
that includes testing of the esophageal sphincter. This is a minimally invasive procedure conducted in an
inpatient surgical center and requires an overnight stay. The device manufacturer claims individuals resume a
normal diet within 24 hours post-surgery. The device can be removed by a laparoscopic procedure if severe
adverse events occur or if magnetic resonance imaging is needed for another condition.

REGULATORY STATUS

In 2012, the LINX™ Reflux Management System (Torax Medical, Shoreview, MN) was approved by the U.S.
Food and Drug Administration (FDA) through the premarket approval process for patients diagnosed with
GERD, as defined by abnormal pH testing, and who continue to have chronic GERD symptoms despite
maximum therapy for the treatment of reflux. The FDA initially required 5-year follow-up of 100 patients
from the investigational device exemption pivotal study to evaluate the safety and efficacy of the device,
which was completed in March 2016. In 2018, the manufacturer initiated a device recall due to a possible
separation of the bead component with the adjacent wire link causing a potential discontinuous or open
LINX device. This recall was terminated on November 4, 2020.

In March 2018, the FDA approved an update of the LINX® Reflux Management System precautions
statement, stating that the use of the system "in patients with a hiatal hernia larger than 3 cm should include
hiatal hernia repair to reduce the hernia to less than 3 cm and that the LINX Reflux Management System has
not been evaluated in patients with an unrepaired hiatal hernia greater than 3 cm, add a hiatal hernia clinical
data summary in the instructions for use, update the instructions for use section to highlight the
recommendation to repair a hiatal hernia, if present, at the time of the LINX Reflux Management System
implantation, and update the patient information booklet to align with the instructions for use and include 5
year clinical study results."

In February 2024, the FDA revised the labeling for the LINX® Reflux Management System. They removed a
precautionary statement about Barrett's Esophagus (BE) from the instructions for use. However, the updated
labeling now includes this guidance: "LINX has not been proven to effectively treat BE by causing regression
or preventing progression to cancer. Patients with BE who use LINX to manage GERD symptoms should

consult their physician about ongoing BE treatment, which may include continued use of proton pump
inhibitors (PPIs)."

For individuals who have GERD who receive magnetic esophageal sphincter augmentation (MSA), the
evidence includes 1 randomized controlled trial (RCT) comparing MSA to proton pump inhibitor (PPI)
therapy,6 nonrandomized studies comparing MSA to laparoscopic Nissen fundoplication (LNF), laparoscopic
Toupet fundoplication (LTF), or anti-reflex mucosectomy (ARM), single-arm cohortt studies, and systematic
reviews comparing MSA to LNF. Relevant outcomes are symptoms, change in disease status, medication use,
and treatment-related morbidity. An RCT comparing MSA to omeprazole 20 mg twice daily found that
significantly more patients who received MSA reported improvements in symptoms and quality of life (QOL)
at 6 months. A major limitation of the trial was that the patients had not received optimal medical treatment
prior to enrollment. Six non-randomized comparative studies of MSA to laparoscopic fundoplication showed
mixed outcomes, with some studies indicating similar improvements in QOL, PPI use, and satisfaction, while
others reported no significant differences in symptom improvement but a higher rate of dysphagia in the
MSA group, and another study observed transient differences in favor of fundoplication in QOL, with the
MSA group having worse quality of life scores at final follow-up. Limitations in these comparative studies
included a lack of randomization, blinding, heterogeneity in surgical techniques, outdated MSA protocols,
imbalanced baseline patient characteristics, and selection bias in treatment choice. In the 2 single-arm,
uncontrolled pivotal trials submitted to the FDA with materials for device approval, subjects showed
improvements in GERD-HRQL scores and reduced PPI use. Similarly, observational comparative studies
included in systematic reviews, most often comparing MSA with LNF, generally have shown that GERD-
HRQL scores do not differ significantly between fundoplication and MSA, and patients can reduce PPI use
after MSA. However, the comparative studies are retrospective and nonrandomized, and may be affected by
selection bias. Randomized comparisons of MSA with LNF are needed to evaluate the relative risk-benefit of
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these 2 procedures. The evidence is insufficient to determine that the technology results in an improvement
in the net health outcome.

CODING

Medicare Advantage Plans and Commercial Products

The following code(s) is not covered for Medicare Advantage Plans and not medically necessary for

Commercial Products:

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

RELATED POLICIES
Removal of Implantable Devices

PUBLISHED

Provider Update, March 2026
Provider Update, February 2025
Provider Update, December 2024
Provider Update, October 2023
Provider Update, March 2022
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This medical policy is made available to you for informational purposes only. It is not a guarantee of payment or a substitute for your medical
judgment in the treatment of your patients. Benefits and eligibility are determined by the membert's subscriber agreement or member certificate
and/or the employer agreement, and those documents will supersede the provisions of this medical policy. For information on member-specific
benefits, call the provider call center. If you provide services to a member which are determined to not be medically necessary (or in some cases
medically necessary services which are non-covered benefits), you may not charge the member for the services unless you have informed the
member and they have agreed in writing in advance to continue with the treatment at their own expense. Please refer to your participation
agreement(s) for the applicable provisions. This policy is current at the time of publication; however, medical practices, te chnology, and knowledge
are constantly changing. BCBSRI reserves the right to review and revise this policy for any reason and at any time, with or without notice. Blue
Cross & Blue Shield of Rhode Island is an independent licensee of the Blue Cross and Blue Shield Association.
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