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Introduction 

GERD — gastroesophageal reflux disease — is a long-term medical condition. It’s a digestive 
problem that affects the ring of muscles between the esophagus (the tube that carries 
swallowed food to the stomach) and the stomach. When food is swallowed, the muscles at the 
end of the esophagus open so food can pass into the stomach. The muscles then close to 
prevent acid and stomach contents from backing up into the esophagus. In GERD, however, the 
ring of muscles is too weak, and acid can leak back up into the esophagus. GERD is usually 
treated with changes to lifestyle and diet, or medications, or in some cases a surgery called 
fundoplication. A number of other treatments have been studied. These include a procedure 
that is done through the mouth that wraps the upper part of the stomach around the 
esophagus, the use of radiofrequency energy to try to improve the barrier between the stomach 
and the esophagus, and the placement of implants or fillers in the esophagus. These procedures 
are investigational (unproven). More studies are needed to determine if they are as effective as 
other standard treatments. 

Note:  The Introduction section is for your general knowledge and is not to be taken as policy coverage criteria. The 
rest of the policy uses specific words and concepts familiar to medical professionals. It is intended for 
providers. A provider can be a person, such as a doctor, nurse, psychologist, or dentist. A provider also can 
be a place where medical care is given, like a hospital, clinic, or lab. This policy informs them about when a 
service may be covered. 
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Policy Coverage Criteria  

 

Service Investigational 
Transoral incisionless 
fundoplication (TIF) 

Transoral incisionless fundoplication (TIF) (i.e., Esophyx®: 
MUSE) is considered investigational as a treatment of 
gastroesophageal reflux disease. 

Transesophageal 
radiofrequency 

Transesophageal radiofrequency to create submucosal thermal 
lesions of the gastroesophageal junction (i.e., Stretta® 
procedure) is considered investigational as a treatment of 
gastroesophageal reflux disease. 

Endoscopic submucosal 
implantation of a 
prosthesis or injection of a 
bulking agent 

Endoscopic submucosal implantation of a prosthesis (i.e., 
Gatekeeper™ Reflux Repair System) or injection of a bulking 
agent (e.g., polymethylmethacrylate beads [PMMA], zirconium 
oxide spheres [i.e., Durasphere®]) is considered 
investigational as a treatment of gastroesophageal reflux 
disease. 

 

Coding  

 

Code Description 
CPT 
43201 Esophagoscopy, flexible, transoral; with directed submucosal injection(s), any 

substance 

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

43236 Esophagogastroduodenoscopy, flexible, transoral; with directed submucosal 
injection(s), any substance 

43257 Esophagogastroduodenoscopy, flexible, transoral; with delivery of thermal energy to 
the muscle of lower esophageal sphincter and/or gastric cardia, for treatment of 
gastroesophageal reflux disease 

43499 Unlisted procedure, esophagus 
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Note:  CPT codes, descriptions and materials are copyrighted by the American Medical Association (AMA). HCPCS 
codes, descriptions and materials are copyrighted by Centers for Medicare Services (CMS). 

 

Related Information  

 

N/A 

 

Evidence Review  

 

Description 

Transesophageal endoscopic therapies are being developed for the treatment of 
gastroesophageal reflux disease (GERD). A variety of procedures are being evaluated, including 
transesophageal (or transoral) incisionless fundoplication (TIF), application of radiofrequency 
energy, and injection/implantation of prosthetic devices or bulking agents.  

 

Background 

Gastroesophageal Reflux Disease 

Gastroesophageal reflux disease (GERD) is a common disorder characterized by heartburn and 
other symptoms related to reflux of stomach acid into the esophagus. Nearly all individuals 
experience such symptoms at some point in their lives; a smaller number have chronic 
symptoms and are at risk for complications of GERD. The prevalence of GERD has been 
estimated to be 10% to 20% in the Western world, with a lower prevalence in Asia.1 

 

Pathophysiology 

The pathophysiology of GERD involves excessive exposure to stomach acid, which occurs for 
several reasons. There can be an incompetent barrier between the esophagus and stomach, 
either due to dysfunction of the lower esophageal sphincter or incompetence of the diaphragm. 
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Another mechanism is abnormally slow clearance of stomach acid. In this situation, delayed 
clearance leads to an increased reservoir of stomach acid and a greater tendency to reflux. 

In addition to troubling symptoms, some individuals will have more serious disease, which 
results in complications such as erosive esophagitis, dysphagia, Barrett esophagus, and 
esophageal carcinoma. Pulmonary complications may result from aspiration of stomach acid 
into the lungs and can include asthma, pulmonary fibrosis and bronchitis, or symptoms of 
chronic hoarseness, cough, and sore throat. 

 

Treatment 

Guidelines on the management of GERD emphasize initial medical management. Weight loss, 
smoking cessation, head of the bed elevation, and elimination of food triggers are all 
recommended in recent practice guidelines.1 Proton pump inhibitors have been shown to be the 
most effective medical treatment. In a Cochrane systematic review, van Pinxteren et al (2010) 
reported that proton pump inhibitors demonstrated superiority to H2-receptor antagonists and 
prokinetics in both network meta-analyses and direct comparisons.2 

 

Surgical Treatment 

The most common surgical procedure used for GERD is laparoscopic Nissen fundoplication; 
however, the utilization of this procedure steadily declined between 2009 and 2013 with the 
advancement of novel nonmedical (endoscopic and surgical) techniques.3 Fundoplication 
involves wrapping a portion of the gastric fundus around the distal esophagus to increase lower 
esophageal sphincter pressure. If a hiatal hernia is present, the procedure also restores the 
position of the lower esophageal sphincter to the correct location. Laparoscopic fundoplication 
was introduced in 1991 and has been rapidly adopted because it avoids complications 
associated with an open procedure. 

Although fundoplication results in a high proportion of individuals reporting symptom relief, 
complications can occur and sometimes require conversion to an open procedure. Individuals 
who have relief of symptoms of GERD after fundoplication may have dysphagia or gas-bloat 
syndrome (excessive gastrointestinal gas). 
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Other Treatment Options 

Due in part to the high prevalence of GERD, there has been interest in creating a minimally 
invasive transesophageal therapeutic alternative to open or laparoscopic fundoplication or 
chronic medical therapy. This type of procedure may be considered natural orifice transluminal 
surgery. Three types of procedures have been investigated. 

1. Transesophageal endoscopic gastroplasty (gastroplication, transoral incisionless 
fundoplication) can be performed as an outpatient procedure. During this procedure, the 
fundus of the stomach is folded and then held in place with staples or fasteners that are 
deployed by the device. The endoscopic procedure is designed to recreate a valve and 
barrier to reflux.  

2. Radiofrequency energy has been used to produce submucosal thermal lesions at the 
gastroesophageal junction. (This technique has also been referred to as the Stretta 
procedure.) Specifically, radiofrequency energy is applied through 4 electrodes inserted into 
the esophageal wall at multiple sites both above and below the squamocolumnar junction. 
The mechanism of action of the thermal lesions is not precisely known but may be related to 
ablation of the nerve pathways responsible for sphincter relaxation or may induce a tissue-
tightening effect related to heat-induced collagen contraction and fibrosis. 

3. Submucosal injection or implantation of a prosthetic or bulking agent to enhance the 
volume of the lower esophageal sphincter has also been investigated. One bulking agent, 
pyrolytic carbon-coated zirconium oxide spheres (Durasphere®), has been evaluated. The 
Gatekeeper™ Reflux Repair System (Medtronic) uses a soft, pliable, expandable prosthesis 
made of a polyacrylonitrile-based hydrogel. The prosthesis was implanted into the 
esophageal submucosa, and with time, the prosthesis absorbed water and expanded, 
creating bulk in the region of implantation. However, as the only identified RCT was 
terminated early due to lack of efficacy, and it was voluntarily withdrawn by the 
manufacturer. Endoscopic submucosal implantation of polymethylmethacrylate beads into 
the lower esophageal folds has also been investigated. 

 

 

Summary of Evidence 

For individuals who have GERD and hiatal hernia of 2 cm or less that is not controlled by PPIs 
who receive TIF (e.g., EsophyX), the evidence includes two randomized controlled trials (RCTs) 
comparing TIF with PPI therapy, nonrandomized studies comparing TIF with fundoplication, and 
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case series with longer term follow-up. The relevant outcomes are symptoms, change in disease 
status, quality of life, medication use, and treatment-related morbidity. The highest quality RCT 
(RESPECT) was sham-controlled that compared TIF with PPI therapy while the other RCT 
(TEMPO) compared TIF with maximum PPI therapy. Both trials found a significant benefit of TIF 
on the primary outcome measure in about 65% of individuals. The sham-controlled trial 
reported improvement in 45% of the sham-controlled group and no benefit on secondary 
subjective outcome measures. The nonblinded RCT found significant improvements in subjective 
measures but no difference in objective outcome measures when compared with PPI therapy. 
Together, these trial results would suggest a strong placebo effect of the surgery and a modest 
benefit of TIF in individuals whose symptoms were not controlled by PPIs. For these individuals, 
the most appropriate comparator would be laparoscopic fundoplication. Studies comparing TIF 
with fundoplication have limitations that include earlier TIF procedures and unbalanced groups 
at baseline and are inadequate to determine relative efficacy. The evidence is insufficient to 
determine that the technology results in an improvement in the net health outcome. 

For individuals with GERD and a hiatal hernia of 2 cm or less that is controlled by PPIs who 
receive TIF (e.g., EsophyX), the evidence includes two RCTs and observational studies with longer 
term follow-up. The relevant outcomes are symptoms, change in disease status, quality of life, 
medication use, and treatment-related morbidity. A sham-controlled trial found that the time to 
resume PPI therapy was longer following TIF and the remission rate was higher, indicating that 
TIF is more effective than no therapy. The nonblinded RCT found a benefit of TIF compared with 
continued PPI therapy for subjective measures, but not for the objective measures of pH 
normalization and esophagitis. These results raise questions about a possible placebo effect for 
the procedure. Also, observational studies have indicated a loss of treatment effectiveness over 
time. Adverse events associated with the procedure (e.g., perforation) may be severe. At present, 
the available evidence does not support the use of this intervention in individuals whose 
symptoms are adequately controlled by medical therapy. The evidence is insufficient to 
determine that the technology results in an improvement in the net health outcome. 

For individuals with GERD who receive endoscopic radiofrequency energy (e.g., Stretta), the 
evidence includes two meta-analyses, six small RCTs, two nonrandomized comparative studies, 
and observational studies with longer term follow-up. The relevant outcomes are symptoms, 
change in disease status, quality of life, medication use, and treatment-related morbidity. The 
RCTs reported some improvements in symptoms and quality of life following treatment with RF 
energy compared with sham controls. However, objective measures of GERD and a meta-
analysis of four RCTs found no significant improvements in outcomes, raising questions about 
the mechanism of the symptom relief. Symptom relief and clinical success is reported to be 
lower than after fundoplication, and reoperations and other severe and adverse events greater. 
Larger RCTs with longer follow-up, preferably compared with fundoplication, are needed to 
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define the risks and benefits of this procedure better. The evidence is insufficient to determine 
that the technology results in an improvement in the net health outcome. 

For individuals who have GERD who receive esophageal bulking agents, the evidence includes 
case series. The relevant outcomes are symptoms, change in disease status, quality of life, 
medication use, and treatment-related morbidity. High-quality data from large RCTs are needed 
to compare bulking procedures with both sham controls and with the currently accepted 
treatments for GERD (i.e., drug therapy, laparoscopic fundoplication). Well-designed trials 
should use standardized outcome measures to examine whether subjective improvement (e.g., 
discontinuation of medication therapy, GERD–HRQL scores) is supported by objective 
improvement (e.g., esophageal acid exposure). The evidence is insufficient to determine that the 
technology results in an improvement in the net health outcome. 

 

Ongoing and Unpublished Clinical Trials 

Some currently ongoing and unpublished trials that might influence this review are listed in 
Table 1. 

 

Table 1. Summary of Key Trials 

NCT No. Trial Name Planned 
Enrollment 

Completion 
Date 

Ongoing 
NCT04306380 Transoral Incisionless Fundoplication Database Repository 

(TIF) 
500 Dec 2030 

NCT05066594 Observational Registry of Transoral Incisionless 
Fundoplication (Creation of a New Gastroesophageal 
Valve) in Patients With Gastroesophageal Reflux Disease 

100 May 2029 

NCT03669874 Endoscopic Fundoplication With MUSE System 80 Sept 2026 

Unpublished 
NCT01118585a Prospective Outcome Evaluation of Transoral Incisionless 

Fundoplication (TIF) for the Treatment of 
Gastroesophageal Reflux Disease (GERD): The TIF Registry 
Study 

278 Dec 2018 
(completed) 

https://www.clinicaltrials.gov/ct2/show/NCT04306380?term=NCT04306380&draw=2&rank=1
https://www.clinicaltrials.gov/ct2/show/NCT05066594?term=NCT05066594&draw=2&rank=1
https://www.clinicaltrials.gov/ct2/show/NCT03669874?term=NCT03669874&draw=2&rank=1
https://www.clinicaltrials.gov/ct2/show/NCT01118585?term=NCT01118585&draw=1&rank=1
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NCT No. Trial Name Planned 
Enrollment 

Completion 
Date 

NCT02366169a A Worldwide Post-Market Surveillance Registry to Assess 
the Medigus Ultrasonic Surgical Endostapler (MUSE™) 
System for the Treatment of GERD 

200 Dec 2019 
(unknown) 

NCT: national clinical trial 
a Denotes industry-sponsored or cosponsored trial. 

 

Clinical Input from Physician Specialty Societies and Academic Medical 
Centers 

While the various physician specialty societies and academic medical centers may collaborate 
with and make recommendations during this process, through the provision of appropriate 
reviewers, input received does not represent an endorsement or position statement by the 
physician specialty societies or academic medical centers, unless otherwise noted.  

 

2015 Input 

In response to requests for clinical input on transesophageal radiofrequency (Stretta) as a 
treatment of gastroesophageal reflux disease (GERD), input was received from 1 physician 
specialty society (two reviewers) and three academic medical centers while this policy was under 
review for 2015. Input was mixed on the treatment of GERD with transesophageal 
radiofrequency to create submucosal thermal lesions of the gastroesophageal junction (i.e., 
Stretta). Potential conflicts of interest were noted by two reviewers. 

 

2011 Input 

In response to requests for clinical input on transoral incisionless fundoplication (TIF) using 
EsophyX®, input was received from two physician specialty societies and four academic medical 
centers while this policy was under review in 2011. Reviewers agreed that TIF differed sufficiently 
from laparoscopic Nissen fundoplication to warrant evaluation as a separate procedure. 
Reviewers considered TIF (i.e., EsophyX®) to be investigational for the treatment of GERD. 

 

https://www.clinicaltrials.gov/ct2/show/NCT02366169?term=NCT02366169&draw=2&rank=1
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Practice Guidelines and Position Statements 

The purpose of the following information is to provide reference material. Inclusion does not 
imply endorsement or alignment with the policy conclusions. 

Guidelines or position statements will be considered for inclusion if they were issued by, or 
jointly by, a US professional society, an international society with US representation, or National 
Institute for Health and Care Excellence (NICE). Priority will be given to guidelines that are 
informed by a systematic review, include strength of evidence ratings, and include a description 
of management of conflict of interest. 

 

American Gastroenterological Association 

In 2022, the American Gastroenterological Association issued a clinical practice update on the 
personalized approach to the evaluation and management of GERD.41 The guideline stated that 
"transoral incisionless fundoplication is an effective endoscopic option in carefully selected 
patients" with proven GERD. The guideline further stated that TIF has "demonstrable value in 
patients with regurgitation-predominant GERD" and that "further research into risks/benefits, 
durability, effectiveness, and treatment outcomes will enhance optimal utilization" as part of a 
personalized approach to treatment. 

 

American College of Gastroenterology 

The American College of Gastroenterology (2022) guidelines on the diagnosis and management 
of GERD include the following statements regarding TIF and Stretta42: 

• We suggest consideration of TIF for patients with troublesome regurgitation or heartburn 
who do not wish to undergo antireflux surgery and who do not have severe reflux 
esophagitis (LA grade C or D) or hiatal hernias >2 cm (conditional recommendation, low 
level of evidence). 

• Because data on the efficacy of radiofrequency energy (Stretta) as an antireflux procedure is 
inconsistent and highly variable, we cannot recommend its use as an alternative to medical 
or surgical antireflux therapies (conditional recommendation, low level of evidence). 

According to the guideline methods, a conditional recommendation equates to a suggestion, 
and low level of evidence signifies "very little confidence in the effect estimate to support a 
particular recommendation, based on the risk of bias of the studies, evidence of publication bias, 
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heterogeneity among studies, directness of the evidence, and precision of the estimate of 
effect." The guideline additionally noted that if TIF or Stretta is used, such use should be limited 
to patients with milder forms of GERD. 

 

Society of American Gastrointestinal and Endoscopic Surgeons 

In 2017, the Society of American Gastrointestinal and Endoscopic Surgeons (SAGES) provided a 
clinical spotlight review on endoluminal treatments for GERD.43 The SAGES gave a strong 
recommendation based on moderate-quality evidence that TIF using EsophyX can be performed 
with an acceptable safety risk in selected patients. The SAGES concluded that EsophyX results in 
better control of GERD symptoms than proton pump inhibitor (PPI) treatment in the short term 
(six months) and leads to similar improvements in objective GERD measures compared with PPIs. 
TIF appears to lose effectiveness during longer-term follow-up and is associated with moderate 
patient satisfaction scores. The SAGES found no comparative, controlled trials between TIF and 
surgical fundoplication, but preliminary evidence suggested that surgical fundoplication can be 
used safely after TIF failure. 

The SAGES gave a strong recommendation based on moderate-quality evidence that Stretta is 
safe for adults and significantly improves health-related quality of life score, heartburn scores, 
the incidence of esophagitis, and esophageal acid exposure in patients with GERD. Stretta was 
found to decrease PPI use by about 50%, and be more effective than PPIs, but less effective 
compared to fundoplication. The effectiveness of the procedure decreases over time. 

As of October 2022, SAGES indicated that a multi-society consensus guideline on the treatment 
of GERD was in development, but not yet publicly available.44 

 

American Society for Gastrointestinal Endoscopy 

In 2015, the American Society for Gastrointestinal Endoscopy  published guidelines on 
endoscopic procedures for GERD.45 In its review of the EsophyX and Stretta procedures, the 
Society noted some positive findings but discrepancies between subjective and objective 
outcome measures or a lack of objective outcome measures in reported trials, concluding that 
these techniques represent “potentially new therapeutic indications for GI endoscopy,” but that 
prospective trials using objective measures of GERD as the primary end point could be useful in 
defining the clinical role of these procedures. 
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American Society of General Surgeons 

In 2011, American Society of General Surgeons issued a position statement on transoral 
fundoplication stating that “ASGS supports the use of transoral fundoplication by trained 
General Surgeons for the treatment of symptomatic chronic gastroesophageal reflux disease 
(GERD) in patients who fail to achieve satisfactory response to a standard dose of proton pump 
inhibitor (PPI) therapy or for those who wish to avoid the need for a lifetime of medication 
dependence.”46 

 

National Institute for Health and Care Excellence 

In 2013, the National Institute for Health and Care Excellence (NICE) updated its guidance on 
endoscopic radiofrequency treatment for GERD, concluding: “The evidence on the safety of 
endoscopic radiofrequency ablation for gastro-esophageal reflux disease is adequate in the 
short and medium term but there is uncertainty about longer term outcomes. With regard to 
efficacy, there is evidence of symptomatic relief but objective evidence on reduction of reflux is 
inconclusive …”47 The NICE noted “concern on the part of some specialists about the possibility 
that symptoms may improve as a result of denervation caused by the procedure; if that were the 
case then failure to recognize and treat reflux might lead to complications in the long term.” 

In 2011, the NICE issued guidance on endoluminal gastroplication for GERD, concluding that 
“The evidence on endoluminal gastroplication for gastroesophageal reflux disease raises no 
major safety concerns. Evidence from a number of RCTs [randomized controlled trials] shows a 
degree of efficacy in terms of reduced medication requirement in the short term, but changes in 
other efficacy outcomes are inconsistent, and there is no good evidence of sustained 
improvement in esophageal pH measurements…”48 

 

Medicare National Coverage 

There is no national coverage determination.  

 

Regulatory Status 

The EsophyX® (EndoGastric Solutions) is a transesophageal (or transoral) incisionless 
fundoplication (TIF) device that was originally cleared for marketing by the FDA through the 
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510(k) process in 2007 and has subsequently undergone 2 evolutions: Generation 2=EsophyX2 
iterations (E2-Plus, HD) and Generation 3=Z iterations (EZ/ZR, Z+).4 Some of the key Regulatory 
Status changes are summarized herein. In 2007, Esophyx® (EndoGastric Solutions) was cleared 
for marketing by FDA through the 510(k) process for full-thickness plication. In 2016, EsophyX® 
Z Device with SerosaFuse Fasteners was cleared for marketing by the FDA through the 510(k) 
process (K160960) for use in transoral tissue approximation, full thickness plication, ligation in 
the gastrointestinal tract, narrowing the gastroesophageal junction, and reduction of hiatal 
hernia of 2 cm or less in patients with symptomatic chronic GERD.5 In June 2017, EsophyX2 HD 
and the third-generation EsophyX Z Devices with SerosaFuse fasteners and accessories were 
cleared for marketing by FDA through the 510(k) process (K171307) for expanded indications, 
including patients who require and respond to pharmacologic therapy and in patients with 
hiatal hernias larger than 2 cm when a laparoscopic hiatal hernia repair reduces a hernia to 2 cm 
or less.6 The most recent FDA 510(k) clearance (K172811) occurred in October 2017 for new 
product specification iterations of EsophyX2 HD and EsophyX Z Devices. This clearance allows 
for "a moderate increase in the upper limit of the temporary Tissue Mold clamping pressure 
occurring during each fastener deployment."7 FDA code: ODE. 

The Medigus SRS Endoscopic Stapling System (MUSE, Medigus) was cleared for marketing by 
FDA through the 510(k) process in 2012 (K120299) and 2014 (K132151). MUSE is intended for 
endoscopic placement of surgical staples in the soft tissue of the esophagus and stomach to 
create anterior partial fundoplication for treatment of symptomatic chronic GERD in patients 
who require and respond to pharmacologic therapy. FDA product code: ODE. 

In 2000, the CSM Stretta® System was cleared for marketing by FDA through the 510(k) process 
for general use in the electrosurgical coagulation of tissue and was specifically intended for use 
in the treatment of GERD. In 2010, Mederi Therapeutics began manufacturing the Stretta® 
device. FDA product code: GEI. 

Durasphere® is a bulking agent approved for treatment of urinary and fecal incontinence (see 
Related Policies). Use of this product for esophageal reflux would be considered off-label use. 
The website of Carbon Medical Technologies states that the Durasphere® GR product is 
“intended to treat problems associated with GERD” but is considered an investigational device in 
the United States. 
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History  

 

Date Comments 
01/18/01 Add to Medicine Section - New Policy 

01/08/02 Replace Policy - Updated with new references; policy statement expanded. 

11/12/02 Replace Policy - Policy updated using 2002 TEC Assessment; policy statement 
unchanged. 

05/13/03 Replace Policy - CPT codes updated. 

01/01/04 Replace Policy - CPT code updates only. 

05/11/04 Replace Policy - Policy updated with reference to 2003 Assessment; policy statement 
amended to include ENTERYX procedure as investigational. New CPT code added. Title 
changed. 

https://www.sages.org/publications/guidelines/endoluminal-treatments-for-gastroesophageal-reflux-disease-gerd/
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https://www.nice.org.uk/guidance/ipg404
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Date Comments 
07/13/04 Replace Policy - Policy updated with literature search; references added; policy 

statement unchanged. 

02/08/05 Replace Policy - Policy updated with new CPT category I code for Stretta added and 
category III code deletion; policy statement unchanged. 

03/22/06 Code update - HCPCs code removed only, no other changes. 

05/09/06 Replace Policy - Policy updated with literature and research; references added; policy 
statement enhanced 

06/16/06 Update Scope and Disclaimer - No other changes. 

09/12/06 Replace Policy - Policy updated with information on Plicator procedure, which was 
incorporated into the benefit statement as an additional investigational treatment; 
Rationale updated; references added; no actual change in policy statement. 

10/9/07 Replace Policy - Policy updated with literature search through April 2007, policy 
statement unchanged. Another FDA-cleared device (StomaphyX) added to description. 
References added. 

08/12/08 Replace Policy - Policy updated with literature search, no change to the policy 
statement. References and code added. 

12/16/08 Code Update - 0133T deleted no other changes. 

09/15/09 Replace Policy - Policy updated with literature search, no change to policy statement. 
References added. 

01/12/10 Cross Reference Update - No other changes. 

04/13/10 Minor update - No other changes. 

10/12/10 Replace Policy - Policy updated with literature review, reference numbers 41-52 added. 
No change in policy statements. 

10/11/11 Replace Policy – Policy updated with literature review through May 2011; Rationale 
section revised; policy statements on biocompatible polymer and PMMA beads 
combined as bulking agents; remains investigational. 

02/14/12 Replace Policy – Clinical input reviewed; reference 3 added and references reordered; 
policy statements unchanged. 

08/27/12 Update Coding Section – ICD-10 codes are now effective 10/01/2014. 

10/18/12 Update Related Policies – Add 7.01.137. 

01/29/13 Replace policy. Policy updated with literature review through September 2012; 
references 15, 19, 26 and 29 added and references reordered; policy statements 
unchanged. Add Related Policy 2.01.58. 

08/15/13 Update Related Policies. Remove deleted policy 2.01.520 and add 2.01.20. 

01/21/14 Replace policy. Policy updated with literature review through October 16, 2013; 
references added and reordered; policy statements unchanged. CPT coding updated; 
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Date Comments 
43212 added to the policy and descriptors updated on others.ICD-9 diagnosis and 
ICD-10-CM codes removed; policy not adjudicated by diagnoses. 

08/18/14 Update Related Policies. Remove 2.01.20 and 2.01.81 as they were archived.  

12/03/14 Update Related Policies. Add 2.01.91. 

04/24/15 Annual Review. Policy updated with literature review through October 8, 2014; clinical 
input reviewed; Rationale revised; references 8, 11, and 17 added and some references 
removed; NDO Plicator, EndoCinch, and Enteryx removed from policy because they are 
no longer available in the US. Remove ICD-9 and ICD-10 procedure codes; these are 
not utilized in policy adjudication. 

12/16/15 Update Related Policies. Remove 2.01.58 as it is archived. 

12/01/16 Annual Review, approved November 8, 2016. Policy updated with literature review 
through August 2016. References 5-11, 14,17,19,21,28,30 added. No change to policy 
statements. 

01/01/17 Coding update. Added CPT code 43210, removed 43200, 43212, 43232, and 43266. 

12/01/17 Annual Review, approved November 9, 2017. Policy updated with literature review 
through November 2017. Policy statement unchanged. Updated the Practice 
Guidelines and Position Statements section. 

05/01/18 Annual Review, approved April 18, 2018. Policy updated with literature review through 
October 2017; new references added. Policy statements unchanged.  

02/01/19 Annual Review, approved January 4, 2019. Policy updated with literature review 
through September 2018; references 10-11, 15, 23, and 30 added; references 42-43 
updated. Policy statements unchanged. 

02/01/20 Annual Review, approved January 9, 2020. Policy updated with literature review 
through October 2019; references added. Policy statements unchanged. 

07/02/20 Coding update. CPT code 43266 removed. 

07/14/20 Coding update. CPT code 43236 removed from policy. This applies to other criteria set. 

11/01/20 Coding update. Added CPT 43266 and 43236. Related Policy 2.01.55 Sinus Surgery 
added. 

03/01/21 Annual Review, approved February 2, 2021. Policy updated with literature review 
through October 20, 2020; references added. Policy statements unchanged. 

03/01/22 Annual Review, approved February 7, 2022. Policy updated with literature review 
through November 3, 2021; references added. MUSE added for clarification, intent 
unchanged. Policy statements unchanged. 

09/01/22 Coding update. Removed CPT code 43266. 
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Date Comments 
03/01/23 Annual Review, approved February 6, 2023. Policy updated with literature review 

though October 20, 2022; references added. Policy statements unchanged. Changed 
the wording from "patient" to "individual" throughout the policy for standardization. 

 

Disclaimer: This medical policy is a guide in evaluating the medical necessity of a particular service or treatment. The 
Company adopts policies after careful review of published peer-reviewed scientific literature, national guidelines and 
local standards of practice. Since medical technology is constantly changing, the Company reserves the right to review 
and update policies as appropriate. Member contracts differ in their benefits. Always consult the member benefit 
booklet or contact a member service representative to determine coverage for a specific medical service or supply. 
CPT codes, descriptions and materials are copyrighted by the American Medical Association (AMA). ©2023 Premera 
All Rights Reserved. 

Scope: Medical policies are systematically developed guidelines that serve as a resource for Company staff when 
determining coverage for specific medical procedures, drugs or devices. Coverage for medical services is subject to 
the limits and conditions of the member benefit plan. Members and their providers should consult the member 
benefit booklet or contact a customer service representative to determine whether there are any benefit limitations 
applicable to this service or supply. This medical policy does not apply to Medicare Advantage. 



Premera Blue Cross is an independent licensee of the Blue Cross Blue Shield Association serving businesses and residents of Alaska and Washington State, excluding Clark County.  

055683 (07-01-2021) 

Discrimination is Against the Law 

Premera Blue Cross (Premera) complies with applicable Federal and Washington state civil rights laws and does not discriminate on the basis of race, 
color, national origin, age, disability, sex, gender identity, or sexual orientation. Premera does not exclude people or treat them differently because of race, 
color, national origin, age, disability, sex, gender identity, or sexual orientation. Premera provides free aids and services to people with disabilities to 
communicate effectively with us, such as qualified sign language interpreters and written information in other formats (large print, audio, accessible 
electronic formats, other formats). Premera provides free language services to people whose primary language is not English, such as qualified interpreters 
and information written in other languages. If you need these services, contact the Civil Rights Coordinator. If you believe that Premera has failed to 
provide these services or discriminated in another way on the basis of race, color, national origin, age, disability, sex, gender identity, or sexual orientation, 
you can file a grievance with: Civil Rights Coordinator ─ Complaints and Appeals, PO Box 91102, Seattle, WA 98111, Toll free: 855-332-4535, Fax: 425-918-5592, 
TTY: 711, Email AppealsDepartmentInquiries@Premera.com. You can file a grievance in person or by mail, fax, or email. If you need help filing a 
grievance, the Civil Rights Coordinator is available to help you. You can also file a civil rights complaint with the U.S. Department of Health and Human 
Services, Office for Civil Rights, electronically through the Office for Civil Rights Complaint Portal, available at https://ocrportal.hhs.gov/ocr/portal/lobby.jsf, 
or by mail or phone at: U.S. Department of Health and Human Services, 200 Independence Ave SW, Room 509F, HHH Building, Washington, D.C. 20201, 
1-800-368-1019, 800-537-7697 (TDD). Complaint forms are available at http://www.hhs.gov/ocr/office/file/index.html. 

Washington residents: You can also file a civil rights complaint with the Washington State Office of the Insurance Commissioner, electronically through 
the Office of the Insurance Commissioner Complaint Portal available at https://www.insurance.wa.gov/file-complaint-or-check-your-complaint-status, or by 
phone at 800-562-6900, 360-586-0241 (TDD). Complaint forms are available at https://fortress.wa.gov/oic/onlineservices/cc/pub/complaintinformation.aspx.  

Alaska residents: Contact the Alaska Division of Insurance via email at insurance@alaska.gov, or by phone at 907-269-7900 or 1-800-INSURAK (in-state, 
outside Anchorage). 

Language Assistance 

ATENCIÓN: si habla español, tiene a su disposición servicios gratuitos de asistencia lingüística. Llame al 800-607-0546 (TTY: 711). 

PAUNAWA: Kung nagsasalita ka ng Tagalog, maaari kang gumamit ng mga serbisyo ng tulong sa wika nang walang bayad. Tumawag sa 800-607-0546 (TTY: 711). 

注意：如果您使用繁體中文，您可以免費獲得語言援助服務。請致電 800-607-0546 (TTY：711）。 

CHÚ Ý: Nếu bạn nói Tiếng Việt, có các dịch vụ hỗ trợ ngôn ngữ miễn phí dành cho bạn.  Gọi số 800-607-0546 (TTY: 711). 

주의: 한국어를 사용하시는 경우, 언어 지원 서비스를 무료로 이용하실 수 있습니다. 800-607-0546 (TTY: 711) 번으로 전화해 주십시오. 

ВНИМАНИЕ: Если вы говорите на русском языке, то вам доступны бесплатные услуги перевода. Звоните 800-607-0546 (телетайп: 711). 

LUS CEEV: Yog tias koj hais lus Hmoob, cov kev pab txog lus, muaj kev pab dawb rau koj. Hu rau 800-607-0546 (TTY: 711). 

MO LOU SILAFIA: Afai e te tautala  Gagana fa'a Sāmoa, o loo iai auaunaga  fesoasoan, e fai fua e leai se totogi, mo oe, Telefoni mai: 800-607-0546 (TTY: 711). 

ໂປດຊາບ: ຖ້າວ່າ ທ່ານເວ ້ າພາສາ ລາວ, ການບໍລິການຊ່ວຍເຫ ຼື ອດ້ານພາສາ, ໂດຍບ່ໍເສັຽຄ່າ, ແມ່ນມີພ້ອມໃຫ້ທ່ານ. ໂທຣ 800-607-0546 (TTY: 711). 

注意事項：日本語を話される場合、無料の言語支援をご利用いただけます。800-607-0546 （TTY:711）まで、お電話にてご連絡ください。 

PAKDAAR: Nu saritaem ti Ilocano, ti serbisyo para ti baddang ti lengguahe nga awanan bayadna, ket sidadaan para kenyam.  Awagan ti 800-607-0546 (TTY: 711). 

УВАГА! Якщо ви розмовляєте українською мовою, ви можете звернутися до безкоштовної служби мовної підтримки.  Телефонуйте за 

номером 800-607-0546 (телетайп:  711). 

ប្រយ័ត្ន៖  បរើសិនជាអ្នកនិយាយ ភាសាខ្មែរ, បសវាជំនួយខ្ននកភាសា បោយមិនគិត្ឈ្ន លួ គឺអាចមានសំរារ់រំបរ ើអ្នក។  ចូរ ទូរស័ព្ទ   800-607-0546 (TTY: 711)។ 

ማስታወሻ:  የሚናገሩት ቋንቋ ኣማርኛ ከሆነ የትርጉም እርዳታ ድርጅቶች፣ በነጻ ሊያግዝዎት ተዘጋጀተዋል፡ ወደ ሚከተለው ቁጥር ይደውሉ 800-607-0546 (መስማት ለተሳናቸው: 711). 

XIYYEEFFANNAA: Afaan dubbattu Oroomiffa, tajaajila gargaarsa afaanii, kanfaltiidhaan ala, ni argama. Bilbilaa 800-607-0546 (TTY: 711). 

 (. 711)رقم هاتف الصم والبكم:    800-607-0546:  إذا كنت تتحدث اذكر اللغة، فإن خدمات المساعدة اللغوية تتوافر لك بالمجان.  اتصل برقم  ملحوظة

ਧਿਆਨ ਧਿਓ: ਜੇ ਤੁਸੀਂ ਪੰਜਾਬੀ ਬੋਲਿੇ ਹ,ੋ ਤਾਂ ਭਾਸ਼ਾ ਧ ਿੱ ਚ ਸਹਾਇਤਾ ਸੇ ਾ ਤੁਹਾਡੇ ਲਈ ਮੁਫਤ ਉਪਲਬਿ ਹ।ੈ 800-607-0546 (TTY: 711) 'ਤ ੇਕਾਲ ਕਰੋ। 
เรียน: ถา้คุณพูดภาษาไทยคุณสามารถใชบ้ริการช่วยเหลือทางภาษาไดฟ้รี  โทร 800-607-0546 (TTY: 711). 

ACHTUNG: Wenn Sie Deutsch sprechen, stehen Ihnen kostenlos sprachliche Hilfsdienstleistungen zur Verfügung. Rufnummer: 800-607-0546 (TTY: 711). 

UWAGA: Jeżeli mówisz po polsku, możesz skorzystać z bezpłatnej pomocy językowej. Zadzwoń pod numer 800-607-0546 (TTY: 711). 

ATANSYON: Si w pale Kreyòl Ayisyen, gen sèvis èd pou lang ki disponib gratis pou ou.  Rele 800-607-0546 (TTY: 711). 

ATTENTION : Si vous parlez français, des services d'aide linguistique vous sont proposés gratuitement. Appelez le 800-607-0546 (ATS : 711). 

ATENÇÃO: Se fala português, encontram-se disponíveis serviços linguísticos, grátis.  Ligue para 800-607-0546 (TTY: 711). 

ATTENZIONE: In caso la lingua parlata sia l'italiano, sono disponibili servizi di assistenza linguistica gratuiti. Chiamare il numero  800-607-0546 (TTY: 711).  

 تماس بگیريد.   0546-607-800 (TTY: 711): اگر به زبان فارسی گفتگو می کنید، تسهیالت زبانی بصورت رايگان برای شما فراهم می باشد. با  توجه 
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