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Description 
The eustachian tube connects the middle ear cavity with the nasopharynx.  It functions to ventilate and drain the 
middle ear and to provide protection from sources of disease.  Pressure close to atmospheric pressure is maintained 
in the middle ear via the eustachian tube.  A valve in the eustachian tube normally opens to allow pressure 
equalization.  When the valve fails to open and close properly, a person may experience sensations of popping, 
clicking, and ear fullness.  Traditional remedies to resolve the discomfort caused by a failure of the valve to open and 
equalize pressure include the Valsalva Maneuver, swallowing, and chewing gum.

Balloon dilation of the eustachian tube is a procedure that involves inserting a guide catheter into the nasal passage.  
Once the catheter has been advanced to the point where the catheter tip faces the eustachian tube, a small balloon is 
inserted into the eustachian tube.  The balloon is advanced until resistance is felt, indicating it has reached the 
tympanic isthmus.  At that point, the balloon is inflated to a diameter that opens the Eustachian tube, left in place for a 
few minutes, and then deflated and removed.

Policy
Eustachian tube balloon dilation is considered medically necessary for patients meeting criteria described in Policy 
Guidelines.

Eustachian tube balloon dilation is considered experimental / investigational for members who do not meet the 
criteria within the Policy Guidelines.

Policy Guidelines
Balloon dilation of the eustachian tube for treatment of patients with chronic eustachian tube dilatory dysfunction may 
be considered medically necessary when the below criteria are met:

1. Adult (age 18 years or older); AND

2. Symptoms of eustachian tube dysfunction (aural fullness, aural pressure, otalgia, and/or hearing loss) in one 
or both ears for 12 months or longer that significantly affects quality of life or functional health status; AND

3. Other causes of aural fullness such as temporomandibular joint disorders, extrinsic obstruction of the 
eustachian tube, semicircular canal dehiscence, and endolymphatic hydrops have been ruled out; AND
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4. If the patient had a history of tympanostomy tube placement, symptoms of obstructive eustachian tube 
dysfunction should have improved while tubes were patent; AND

5. The patient does not have a contraindication to the procedure; AND

6. The patient’s eustachian tube dysfunction has been shown to be reversible by any of the following:
o The patient states that they are able to relieve the pressure by performing a Valsalva maneuver to 

“pop” their ears
o Performing a Valsalva maneuver produces temporary improvement of the patient’s tympanogram 

to Type A tympanogram
o Performing a Valsalva maneuver causes the member’s middle ear to aerate, which is indicated by 

the provider visualizing lateral movement of the tympanic membrane on otoscopy; AND

7. Symptoms are continuous rather than episodic; AND

8. The patient has not had a previous BDET procedure on the ear for which surgery is being proposed.

Experimental / Investigational

The term "experimental/investigational" describes services or supplies that are in the developmental stage and are in
the process of human or animal testing. Services or supplies that do not meet all 5 of the criteria listed below adopted
by the BlueCross BlueShield Association Technology Evaluation Center (TEC) are deemed to be
experimental/investigational:

1. The technology* must have final approval from the appropriate government regulatory bodies; and
2. The scientific evidence must permit conclusions concerning the effect of the technology on health outcomes; and
3. The technology must improve the net health outcome; and
4. The technology must be as beneficial as any established alternatives; and
5. The improvement must be attainable outside the investigational settings.

* Technology includes drugs, devices, processes, systems, or techniques

Rationale:
1. The technology must have final approval from the appropriate U.S. government regulatory bodies:

The Aera Estachian Tube Balloon Dilation System, manufactured by Acclarent, Inc. of Irvine, California, received 
FDA permission to market on September 16, 2016.  The XprESSTM ENT Dilation System, manufactured by Entellus 
Medical of Plymouth, MN, has been approved by the FDA for Eustachian Tube Dysfunction.

2. The scientific evidence must permit conclusions concerning the effect on health outcomes:

The evidence for balloon dilation for Eustachian tube dysfunction (ETD) consists of case series, systematic reviews of 
these case series, and a randomized controlled trial.  Because of differences in study designs, small sample sizes, 
and a variety of outcome measures, the evidence is currently insufficient to permit conclusions about the effect of 
Eustachian tube balloon dilation on health outcomes.
In 2018, Poe et al. reported on a randomized controlled trial that studied adults with Eustachian tube dilatory 
dysfunction.  Their study contained two treatment groups: an investigational group of medical management combined 
with balloon dilation of the Eustachian tube and a control group of medical management alone.  The primary outcome 
was tympanogram normalization at six weeks.  At 6-week follow-up, tympanogram normalization was observed in 
51.8% (72/139) of investigational patients versus 13.9% (10/72) of controls.  Normalization of scores on the 
Eustachian Tube Dysfunction Questionaire-7 at the 6-week follow-up was 56.2% for investigational patients versus 
8.5% for controls.  Findings from this study suggest that balloon dilation of the Eustachian tube combined with 
medical management results in better outcomes than medical management alone.  Additional studies are needed to 
replicate these findings and examine the effect on net health outcome.

Meyer et al (2018) published the results of a 1-year follow-up RCT of balloon dilation as a treatment for persistent 
eustachian tube dysfunction.  In this study 60 participants were randomized to either an intervention (n = 31) or 
control (n = 29) group.  All participants had persistent, medically refractory eustachian tube dysfunction.  Outcomes 
for the study were change in ETDQ-7 scores and the rate of complications.  At 6 weeks, the mean change in ETDQ-7 
score was -2.9 for the intervention group compared with -0.6 for the control group.  The amount of change for each 
group was statistically significant (p < 0.0001).  No complications were reported in either study arm.  Improvements in 
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the ETDQ-7 scores were maintained through 12 months after balloon dilation.  The authors concluded balloon dilation 
is a safe and effective treatment for persistent eustachian tube dysfunction.  Limitations of this study include small 
sample size and an inability to blind the participants to their treatment.  

There is a need for studies comparing eustachian balloon dilation to treatment alternatives, such as myringotomy and 
tube placement.  Additionally, more comparative studies with populations that are not treated with eustachian balloon 
dilation are needed.

3. The technology must improve the net health outcome:

No studies have examined the net health outcome of Eustachian tube balloon dilation.  Studies that examine the 
impact of Eustachian tube balloon dilation on overall health and that include longer follow-up periods than are 
currently reported are needed.

4. The technology must be as effective as any established alternatives:

Spontaneous resolution of closed Eustachian tubes is widely reported.  Techniques that include swallowing, yawning 
and chewing are reported to be effective remedies for closed Eustachian tubes.  Myringotomy with ear tube 
placement is an outpatient procedure that is effective at restoring Eustachian tube function.  No studies have 
compared the efficacy of balloon dilation with other treatments.

5. The improvement must be attainable outside the investigational settings:

Improvement in patient outcomes has not been adequately addressed in investigational settings.  Therefore, it is not 
possible to determine an expected improvement in outcomes outside the investigational setting.

Update 2021:

1. The technology must have final approval from the appropriate U.S. government regulatory bodies:

Two devices have been cleared by the FDA for the indication of accessing and dilating the eustachian tube.  The 
Xpress ENT Dilation System (K163509) was cleared on April 5, 2017.  The Acclarent Aera Eustachian Tube Balloon 
Dilation System (K171761) was cleared on January 16, 2018.

2. The scientific evidence must permit conclusions concerning the effect on health outcomes:

Two randomized controlled trials have evaluated balloon dilation of eustachian tubes for obstructive eustachian tube 
dysfunction.  In one study, patients were assigned in a 2:1 ratio to either eustachian tube balloon dilation in 
combination with traditional medical management or traditional medical management alone.  The primary endpoint 
was normalization of tympanogram at 6 weeks post-treatment.  Tympanogram normalization was observed in 51.8% 
(72/139) of experimental patients compared with 13.9% (10/72) of controls.  The significance of a comparison 
between these measures was p < 0.0001).
The second randomized controlled trial (Meyer et al., 2018) compared balloon dilation with medical management for 
continued refractory ETD.  The primary outcome in this study was scores on the 7-item Eustachian Tube Dysfunction 
Questionnaire (ETDQ-7).  Sixty patients were randomized to receive balloon dilation (n=31) or control (n=29).  
Balloon dilation was performed using the XprESS ENT Dilation System (Entellus Medical, Plymouth, MN).  Medical 
management included steroid therapy, administered either intranasally or orally.  At a 6-week follow up point, ETDQ-7 
scores had decreased 2.9 points for the balloon treatment group compared with a 0.6 point reduction for the control 
group (p<0.0001).  The improvement in symptoms was found to exist at least 12 months following treatment.

3. The technology must improve the net health outcome:

A systematic review of eustachian tube balloon dilation for the treatment of eustachian tube dysfunction was 
conducted performed in 2020 (Froelich et al., 2020).  In this review twelve studies met inclusion criteria for analysis.  
These included a total of 448 patients.  The mean ETDQ-7 scores decreased by 2.13 from the baseline period to 6 
weeks post-treatment.  During this time 53.0% of patients had an improvement in tympanograms.  The authors 
concluded eustachian tube balloon dilation appears to be associated with improvement in treatment outcome metrics. 
The improvement appears stable at 3 to 12 months after dilation. Patients with eustachian tube dysfunction are likely 
to benefit from balloon dilation, particularly those with medication-refractory disease.
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4. The technology must be as effective as any established alternatives:

Alternative treatments for ETD may include self-inflation of the ears (accomplished by yawning or holding one’s nose 
and “popping” the ear.  Nasal decongestants and allergy shots may also be helpful, depending on the etiology of ETD 
in a particular case.  

5. The improvement must be attainable outside the investigational settings:

In 2019, the American Academy of Otolaryngology – Head and Neck Surgery issued a Clinical Consensus Statement 
regarding balloon dilation of eustachian tubes.  The statement contains guidance regarding the diagnosis and 
perioperative management of ETD.  However, the statement acknowledges that knowledge gaps exist regarding 
balloon dilation for treatment of ETD. 

In 2020, BCBSA sought clinical input to help determine whether the use of balloon dilation of the eustachian tube for 
individuals with chronic eustachian tube dilatory dysfunction despite medical management would provide a clinically 
meaningful improvement in net health outcome and whether the use is consistent with generally accepted medical 
practice.  Clinician input indicated that improvements in ETD are attainable outside investigational settings and the 
improvements are durable to at least one year.
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This policy statement relates only to the services or supplies described herein.  Coverage will 
vary from contract to contract and by line of business and should be verified before applying the 

terms of the policy.

https://doi.org/10.1186/s40463-016-0126-6
https://doi.org/10.1186/s40463-016-0126-6

