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Description/Scope

This document addresses the following procedures or products used to treat nasal obstruction.

1. Nasal valve suspension for the treatment of nasal valve collapse;
2. Implantation of an absorbable nasal implant for the treatment of nasal airway obstruction caused by nasal wall

collapse; and

3. Low-dose radiofrequency intranasal tissue remodeling (for example, the VivAer® procedure [Aerin Medical Inc.,
Sunnyvale, CA]) for the treatment of nasal airway obstruction.

Note: Please see the following related documents for additional information:

CG-SURG-18 Septoplasty
CG-SURG-87 Nasal Surgery for the Treatment of Obstructive Sleep Apnea and Snoring
SURG.00129 Oral, Pharyngeal and Maxillofacial Surgical Treatment for Obstructive Sleep Apnea or Snoring
SURG.00157 Minimally Invasive Treatment of the Posterior Nasal Nerve to Treat Rhinitis

Position Statement

Investigational and Not Medically Necessary:

Nasal valve suspension as a surgical technique for the repair of nasal valve collapse is considered investigational and
not medically necessary.

Low-dose radiofrequency intranasal tissue remodeling as a treatment of nasal airway obstruction is considered
investigational and not medically necessary.

Use of an absorbable nasal implant to repair collapsed nasal wall tissue is considered investigational and not medically
necessary.

Rationale

Nasal obstruction has been defined as a sensation of insufficient airflow through the nose. Symptoms associated with
chronic nasal obstruction may include nasal congestion, stuffiness, headache, fatigue, sleep disturbance, daytime
sleepiness, snoring, and a decline in health-related quality of life (QoL). The internal nasal valve is the narrowest cross-
sectional area within the nasal airway and is most impacted by changes in dimension due to anatomic variation or surgical
intervention (Schuman 2019).

Nasal Valve Suspension

Nasal valve suspension is a surgical nasal valve repair that attaches nasal valve tissues to the orbital rim or lateral
suture(s) suspension to perinasal structures.

The first report on nasal valve suspension as a simplified technique for nasal valve repair was published by Paniello
(1996). This report, based on the experience with 12 individuals, concluded that nasal valve suspension was effective at
providing symptomatic relief of airway obstruction. A more in-depth report (Friedman, 2003) discusses the experience of
the procedure (with slight modifications) in over 100 individuals. The results indicate that the vast majority of individuals
undergoing nasal valve suspension surgery had a self-reported improvement in airway symptoms. The study did, however,
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have several limitations. First, the follow-up for most individuals in the study was less than 1 year; long-term results are not
available. Second, the basis for the improvement as reported by individuals is purely subjective and no objective
measures were used to demonstrate effectiveness. Lastly, the authors indicated that the precise indicators for this
procedure are unclear and require further study.

Friedman (2004) reported on 52 individuals thought to have nasal valve obstruction that were treated with a modified nasal
valve suspension technique and had a mean follow-up of 12.6 months. Eighty-four percent showed improvement in a QoL
outcome measure (Sino-Nasal Outcome Test) and 94.2% had postoperative increases in cross sectional area as
measured by acoustic rhinometry. However, the QoL tool used did not include either nasal stuffiness or nasal obstruction
as one of the questions but instead asked about such sensations as alertness, energy levels and general well-being. The
authors acknowledge that many alternative surgical techniques are available to correct nasal valve obstruction, and that
the long-term effectiveness of this suspension procedure remains to be evaluated. They conclude: “Long term studies are
needed to assess the performance of this corrective technique” and “Follow up periods beyond 30 months will help
determine the natural course of the suspended valve and the possibility of its release.” To date, no well-designed
additional studies comparing nasal valve suspension with other surgical alternatives have been published. There are
inadequate data to make determinations about whether nasal valve suspension results in improved outcomes in
individuals with airway obstruction.

Nasal Implant for the Treatment of Nasal Airway Obstruction

In June 2016, the Latera™ Absorbable Nasal Implant (Spirox™ Inc., Menlo Park, CA) was cleared by the FDA for
“Supporting nasal upper and lower lateral cartilage.” This implantable device is proposed to assist in the surgical
correction of collapsed nasal wall tissue, possibly improving nasal obstruction. The implant consists of copolymer
materials and is designed to be absorbed by the body within approximately 18 months following implantation. The Latera
system also includes a disposable delivery device that enables minimally invasive placement of the implant. The Latera
implant and accessory delivery device have the same fundamental scientific technology and intended indications for use
as the predicate device, the INEX Absorbable Nasal Implant and accessory delivery tool that received FDA 510(k)
clearance on December 4, 2015 (K152958). Studies have been limited by small numbers of participants, lack of
randomization, short term outcomes data and study design not robust enough to demonstrate the safety and efficacy of
this implant for any indication (San Nicoló, 2017, 2018; Stolovitzky, 2018).

Low-dose Radiofrequency Intranasal Tissue Remodeling as a Treatment of Nasal Airway Obstruction

Researchers have also been exploring the use of low-dose radiofrequency (RF) energy as a means to reshape nasal
tissue to treat nasal valve collapse.

The VivAer procedure is a non-invasive, office-based procedure that uses low-dose RF energy to alter the soft tissue of
the nose.

In 2017, the VivAer ARC Stylus received 510(k) clearance to be used:

In otorhinolaryngology (ENT) surgery for the coagulation of soft tissue in the nasal airway, to treat
nasal airway obstruction by shrinking submucosal tissue, including cartilage in the internal nasal
valve area. (FDA, 2017).

Brehmer et al. (2019) conducted a nonrandomized prospective study evaluating the safety and efficacy of low-dose RF
remodeling treatment of narrowed nasal valves and to measure changes in the symptoms of snoring and nasal
obstruction. The study included 31 participants presenting with symptoms of nasal obstruction and snoring. Researchers
used the VivAer low energy RF system to remodel the nasal sidewall in order to improve airflow. Thirty days after
treatment, participants completed two questionnaires measuring perceived nasal obstruction and snoring (NOSE, Snore
Outcomes Survey [SOS]). The participants’ satisfaction with the RF ablative treatment was evaluated 90 days after the
intervention using a 10-point Likert scale (1 = completely dissatisfied; 10 = very satisfied). All participants reported
improvement in nasal breathing measured by NOSE score, sleep quality by SOS questionnaire, and quality of life as
measured by EQ-5D and SNOT-22. The authors concluded that the RF remodeling treatment provides a durable and well-
tolerated non-invasive treatment for those individuals suffering with congestion due to narrowness or collapse of the
internal nasal valve. This study’s findings are limited by the small size, lack of randomization, control group and
comparator, and by the short follow-up period.

Jacobowitz and colleagues (2019) reported 6-month results of an industry-sponsored study of minimally invasive office
treatment for nasal airway obstruction using a bipolar, temperature-controlled RF device to reshape the nasal valve. The
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50 participants in the study all had severe or extreme obstruction at baseline. None of the participants had previous
surgery to the nasal valve in the preceding 12 months. Participants continued to use oral and topical treatments for nasal
obstruction during the study. A positive response to the Cottle or modified Cottle maneuver showed that, for each
participant, the nasal valve was the primary contributor to nasal obstruction. Symptoms self-reported using the average
NOSE Scale score (Nasal congestion, nasal blockage, trouble breathing, trouble sleeping, and inability to get enough air
during exercise) decreased by 69% at the 6-month assessment. No procedure- or device-related serious adverse events
occurred. Edema, soreness, and crusting resolved by 1 month and participants reported high satisfaction with the
procedure. The authors assert that objective measures of airflow resistance do not correspond to self-reported airway
obstruction. Lack of a randomized control group makes it impossible to evaluate how much of the subjectively reported
outcomes could have been due to a placebo effect. The findings of this study are further limited by the small study size,
lack of standardization and analysis of oral and topical medication use, and the short follow-up period.

Ephrat 2021 and another industry consultant conducted a prospective, nonrandomized, multicenter, extended follow-up
study of the same subjects who had participated in and completed the Jacobowitz et al (2019) trial (discused above). In
this study, the authors sought to determine whether the results achieved at 6 months would be sustained for 24 months
and to assess the impact of the treatment on measures of individuals’ quality of life. Participants in this follow-up study
provided self-administered evaluations of the NOSE and QoL measures at 12, 18, and 24 months post procedure.
Participants were given the option to complete the follow-up assessments via in-person clinic visits, by telephone, or by
mailed response. Forty-nine of the 50 subjects in the original 6-month trial were eligible for this follow-up study. Thirty-nine
individuals from 8 sites in the 6-month trial chose to enroll in the follow-up study. Three participants enrolled after the
window for the 12-month visit was closed and were only evaluated for 18 months. All 39 subjects had evaluations at 18
months and 36 of the 39 completed the 24-month follow-up. The researchers reported the clinically significant
improvement from baseline in NOSE Scale score change demonstrated at 6 months (mean, 55.9; standard deviation [SD],
23.6; p<0.0001) was maintained through the 24-month follow-up period (mean, 53.5; SD, 24.6; p< 0.0001). Respondents
(≥ 15-point improvement) consisted of 92.3% of participants at 6 months and 97.2% at 24 months. Responses to the QoL
questions also showed improvement in participant QoL. Other than the short duration, this trial shares the limitations of the
Jacobowitz study cited above. In addition, it is limited by loss of 22% of the original cohort, raising the possibility of
retention bias. Ephrat and colleagues acknowledged that in order to distinguish the relative true treatment effect from
placebo effects, “it will be necessary to confirm the results of this study in additional patients as part of a planned
randomized, controlled trial”.

Silvers and colleagues (2021) reported the results of an industry-sponsored prospective, multicenter, single-blinded,
randomized controlled trial that assessed the safety and efficacy of a temperature-controlled RF device for the treatment
of nasal valve collapse in subjects with nasal airway obstruction. Participants were assigned to one of two arms: (A)
bilateral temperature-controlled RF treatment of the nasal valve (n=77) or (B) a sham procedure (n=41). For the sham
treatment, the participant was prepared as for surgery, anesthetized, and the RF device was inserted into the nostrils, but
no RF energy was transferred to the target tissue. The device was applied to the mucosa over the lower lateral cartilage of
the lateral nasal wall. The main endpoint was responder rate at 3 months, defined as a 20% or greater reduction in NOSE
scale score or ≥ 1 reduction in clinical severity category. At baseline, participants demonstrated a mean NOSE-scale score
of 76.7 (95% confidence interval [CI], 73.8 to 79.5) and 78.8 (95% CI, 74.2 to 83.3) (p=0.424) in the active treatment and
sham-control arms, respectively. At 3 months, the responder rate was appreciably higher in the active treatment arm
(88.3% [95% CI, 79.2%-93.7%] vs 42.5% [95% CI, 28.5%-57.8%]; p<0.001). The active treatment arm demonstrated a
significantly greater improvement in NOSE-scale score (mean, −42.3 [95% CI, −47.6 to −37.1] vs −16.8 [95% CI, −26.3 to
−7.2]; p<0.001). Three adverse events were considered at least possibly related to the device and/or procedure. In the
active treatment arm, 1 participant experienced a vasovagal reaction, and another had intermittent nasal bleeding with
mucus, both of which resolved. In the sham-control arm, 1 individual had intermittent headache, which also resolved.
Results for this study of 118 individuals may not be generalizable to broader populations. This trial did not control for or
analyze possible differences in oral or topical medication use during the trial. Although blinded, perception of the presence
or absence of local effects of RF treatment could have given participants an indication of their study group. The authors
did not investigate whether participants were aware of their study group. This study does not show whether the proposed
treatment effects last for longer than 3 months. The authors acknowledge that longer-term follow-up is needed to reveal
the durability of the effect reported in this trial.

At the time of this review, no clinical practice guidelines and professional medical society position statements were
identified that support the use of low energy RF intranasal remodeling treatment for the management of nasal valve
collapse. The peer-reviewed studies have been limited by lack of randomization, lack of control groups, small numbers of
participants, short duration, and lack of control for confounding medication use. Additionally, no studies were identified that
compared low energy RF intranasal remodeling of the nasal valve to other forms of treatment for nasal obstruction due to
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nasal valve collapse and no studies were identified that demonstrated the long-term efficacy (greater than 2 years) of this
procedure.

Background/Overview

Nasal airway obstruction can impact an individual’s life by affecting routine daily activities such as breathing and sleeping.
Treatment options for nasal airway obstruction are contingent upon the underlying cause of the symptoms.

Nasal valve collapse is a common cause of nasal airway obstruction. Nasal valve suspension refers to a surgical approach
for nasal valve repair that involves suspension of the valve to the orbital rim. During the procedure, an anchored suture is
first attached to the orbital rim and then a suture is passed through the collapsed valve. The suspension suture is then
returned to the anchor site at the orbital rim and tied, resulting in a repaired nasal valve that presumably allows for less
obstructed airflow. Modifications to this procedure or other types of suspensions, such as those using sutures tunneled
within the facial soft tissue to an infraorbital incision on each side of the nose, have also been reported.

The Latera implant has been proposed as a method to support the lateral nasal cartilage in individuals with severe nasal
obstruction. The device can be implanted unilaterally or bilaterally, using local anesthesia. After implantation, a fibrous
capsule forms around the device and tissue continues to encapsulate the implant. Gradually, the implant degrades and is
absorbed so that by 24 months following implantation, collagen replaces the implant.

Researchers are exploring the use of low-dose RF energy as a means to reshape nasal tissue to treat nasal valve
collapse. VivAer is intended to improve airflow for individuals with nasal valve collapse. During this procedure, the clinician
inserts the tip of the VivAer ARC Stylus into an individual’s nostril to deliver low RF energy to the target tissue of the nasal
airway. The low-dose RF energy creates a coagulation lesion. As the lesion heals, the tissue shrinks and stiffens to
diminish widen the airway, reduce airflow resistance, and improve the inhaled flow of air through the nose. The Aerin™
System automatically modifies the power output to maintain target temperature for therapeutic benefit while sparing the
mucosa and surrounding tissue. The device consists of a console and two styluses, one for nasal airway obstruction and
one for chronic rhinitis (FDA, 2017).

Definitions

Acoustic rhinometry: A technique that measures nasal patency; for example, the degree of openness of the nose.

Coding

The following codes for treatments and procedures applicable to this document are included below for informational
purposes. Inclusion or exclusion of a procedure, diagnosis or device code(s) does not constitute or imply member
coverage or provider reimbursement policy. Please refer to the member's contract benefits in effect at the time of service
to determine coverage or non-coverage of these services as it applies to an individual member.

When services are Investigational and Not Medically Necessary: 
When the code describes a procedure indicated in the Position Statement section as investigational and not medically
necessary.

CPT  
30468 Repair of nasal valve collapse with subcutaneous/submucosal lateral wall implant(s)
30999 Unlisted procedure, nose [when specified as nasal valve suspension by any method or

radiofrequency intranasal tissue remodeling]
  
ICD-10 Diagnosis  
 All diagnoses
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Federal and State law, as well as contract language, including definitions and specific contract provisions/exclusions, take
precedence over Medical Policy and must be considered first in determining eligibility for coverage. The member’s
contract benefits in effect on the date that services are rendered must be used. Medical Policy, which addresses medical
efficacy, should be considered before utilizing medical opinion in adjudication. Medical technology is constantly evolving,
and we reserve the right to review and update Medical Policy periodically.
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