Letter to Insurance carriers regarding: Insurance coverage for the LINX® Reflux Management
System procedure for gastroesophageal reflux disease.

Dear Medical Director,

INTRODUCTION: Gastroesophageal reflux disease (GERD) is one of the most common medical conditions
in the United States, affecting millions of patients. The impact of this disease burden is significant for
patients, payors and the healthcare community. Nissen fundoplication has been considered the “gold
standard” for the surgical treatment of GERD. There are now innovative surgical options for patients
suffering from GERD which have been proven to be safe and effective.

LINX™ DEVICE DESCRIPTION: LINX is a first line, minimally invasive surgical treatment option for GERD.
LINX is indicated for patients diagnosed with GERD as defined by abnormal pH testing, and who are
seeking an alternative to continuous acid suppression therapy (i.e. proton pump inhibitors or histamine-
2 receptor antagonists) in the management of their GERD. Furthermore, based on recent evidence, FDA
updated the IFU precaution in 2018 to establish effectiveness of LINX in patients with hiatal hernia > 3
cm.

EVIDENCE: The first LINX device was implanted in 2007 and FDA approval occurred five years later in
March 2012 as a premarket approved device (PMA) which required both Feasibility and Pivotal clinical
trials approved by FDA to establish safety and efficacy defined by prospective primary and secondary
efficacy endpoints and safety endpoints. The long-term results of the pivotal study initially published in
the New England Journal of Medicine3! were published in Clinical Gastroenterology and Hepatology.>*
There have been over 30,000 LINX procedures performed worldwide to date.

Currently, the supportive literature for LINX includes more than 100 publications with over fifty peer-
reviewed articles which have been published on LINX®. These include 2 randomized controlled trials
(RCT),%? 8 meta-analyses/systematic reviews,* 81428 cohort studies on safety and efficacy, 3> 540 10
non-randomized comparative therapy outcomes studies, * 814 4249 3 health economic studies,*> *® >0 and
3 long-term safety studies ( including registries).* 5152 Importantly, the recent RCT, from Bell and
colleagues, comparing LINX to twice-daily (BID) PPI patients reported that a statistically significant
number of patients experienced improvement in GERD Health-Related Quality of Life (GERD-HRQL) as
well as vastly superior relief of moderate-to-severe regurgitation (89% Linx vs 10% double-dose PPI,
p<0.001).2 The Ferrari et al study published in 2020 is the longest clinical published experience study on
LINX to date, which followed patients with LINX over a 6-12 year period and shows that LINX provides
effective long-term control of GERD, eliminating the need for daily reflux medications in 79% of patients
and significantly improving their quality of life. Importantly, there were very few device related
complications among the patients in the study. Patient satisfaction was 93.8% after 10 years. 3

In appropriately selected patients, LINX is as effective as laparoscopic fundoplication for the treatment
and control of GERD. There are certain features of LINX which may be advantageous in certain patients,
specifically due to lower rates of gas bloat. The two most recent meta-analyses summarized up to 7
studies and 1,211 patients and found no differences in GERD-HRQL, postoperative PPl use,
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dysphagia, or reoperation between LINX® and LNF.*1 Both studies demonstrated an advantage

with LINX® in preserving the ability to belch and vomit and incurring less gas bloat.

Given the high prevalence and broad impact of GERD in the population, it is imperative that we
have multiple treatments at our disposal. There is no single treatment that will work effectively
across the spectrum of patients that are affected by this disease. For patients that are not well
controlled with medical therapy, surgical options are critical. Fundoplication alone is not adequate
to meet the needs of all of these patients. The LINX device and procedure represent an important
and necessary addition to our armamentarium for the treatment of patients with GERD.

REIMBURSEMENT: The LINX procedure was granted a Category 1 CPT code by the CPT Editorial
Panel of AMA based on strong clinical data and with broad multi-specialty support including the
Society of American Gastrointestinal and Endoscopic Surgeon (SAGES), the American College of
Surgeons (ACS). The most recent analysis by SAGES states: “implantation of the LINX device should
be covered and reimbursed by insurance for appropriate patients”. >3

The American Foregut Society (AFS) Board has concluded that there are sufficient data supporting LINX
as a safe and effective treatment option in appropriately selected patients. The literature clearly
supports that LINX should no longer be considered as investigational or experimental. We believe that
ensuring patient access to safe and effective treatments for disease is a policy imperative, and coverage
should be extended for this procedure by all payor entities.
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