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of Meniere Disease

Description

Meniere disease is an idiopathic disorder of the inner ear characterized by episodes of vertigo,
fluctuating hearing loss, tinnitus, and ear pressure. Conservative therapy includes a low sodium diet
and diuretics to reduce fluid accumulation (i.e., hydrops) and pharmacologic therapy to reduce
vestibular symptoms. Transtympanic pressure treatment has been proposed as an alternative
treatment for Meniere disease. This treatment involves the use of a handheld device (e.g., Meniett)
that delivers air pressure pulses to the ear.

OBJECTIVE

The objective of this evidence review is to determine whether transtympanic micropressure therapy
improves the net health outcome in individuals who have Meniere disease.

The policies contained in the FEP Medical Policy Manual are developed to assist in administering contractual benefits and do
not constitute medical advice. They are not intended to replace or substitute for the independent medical judgment of a
practitioner or other health care professional in the treatment of an individual member. The Blue Cross and Blue Shield
Association does not intend by the FEP Medical Policy Manual, or by any particular medical policy, to recommend, advocate,
encourage or discourage any particular medical technologies. Medical decisions relative to medical technologies are to be
made strictly by members/patients in consultation with their health care providers. The conclusion that a particular service or
supply is medically necessary does not constitute a representation or warranty that the Blue Cross and Blue Shield Service
Benefit Plan covers (or pays for) this service or supply for a particular member.
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POLICY STATEMENT

Transtympanic micropressure applications as a treatment of Meniere disease are considered not
medically necessary.

POLICY GUIDELINES

Use of the Meniett device requires a prior tympanostomy procedure, a novel indication for this
common procedure. Plans with specific medical necessity criteria for tympanostomy may thus be able
to prospectively identify claims for the Meniett device.

BENEFIT APPLICATION

Experimental or investigational procedures, treatments, drugs, or devices are not covered (See
General Exclusion Section of brochure).

FDA REGULATORY STATUS

In 1999, the Meniett® device (Medtronic Xomed, Jacksonville, FL) was cleared for marketing by the
U.S. Food and Drug Administration through the 510(k) process specifically as a symptomatic
treatment of Meniere disease.

RATIONALE

Summary of Evidence

For individuals who have Meniere disease who receive transtympanic micropressure therapy
(Meniett), the evidence includes RCTs and systematic reviews. The relevant outcomes are
symptoms, functional outcomes, QOL, and treatment-related morbidity. Six RCTs of positive pressure
therapy have been reported, with five specifically investigating the Meniett device. Systematic reviews
of these five trials found that micropressure therapy does not result in a greater reduction in vertigo
than placebo. The sixth trial also found no significant benefit of the transtympanic micropressure
therapy for Meniere disease. The evidence is sufficient to determine that the technology is unlikely to
improve the net health outcome.

The policies contained in the FEP Medical Policy Manual are developed to assist in administering contractual benefits and do not
constitute medical advice. They are not intended to replace or substitute for the independent medical judgment of a practitioner or other
health care professional in the treatment of an individual member. The Blue Cross and Blue Shield Association does not intend by the
FEP Medical Policy Manual, or by any particular medical policy, to recommend, advocate, encourage or discourage any particular
medical technologies. Medical decisions relative to medical technologies are to be made strictly by members/patients in consultation
with their health care providers. The conclusion that a particular service or supply is medically necessary does not constitute a
representation or warranty that the Blue Cross and Blue Shield Service Benefit Plan covers (or pays for) this service or supply for a
particular member.
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SUPPLEMENTAL INFORMATION

Practice Guidelines and Position Statements

American Academy of Otolaryngology—Head and Neck Surgery

TheAmerican Academy of Otolaryngology—Headand Neck Surgery (2016) updated its position
statement on the use of transtympanic micropressure: “We find that there is some medical evidence
to support the use of micropressure therapy (such as the Meniett device) in certain cases of Meniere

disease. Micropressure therapy is best used as a second level therapy when medical treatment has
failed. The device represents a largely non-surgical therapy that should be available as one of the

many treatments for Meniere’s disease.”16: No supporting evidence was provided.
National Institute for Health and Care Excellence
The guidance from the U.K.’s National Institute for Health and Care Excellence (2012) concluded that

“[c]urrent evidence on the safety of micropressure therapy for refractory Méniéere’s disease is
inadequate in quantity. There is some evidence of efficacy, but it is based on limited numbers of

patients. Therefore this procedure should only be used with special arrangements....”ﬂ’
U.S. Preventive Services Task Force Recommendations

Not applicable.

Medicare National Coverage

There is no national coverage determination. In the absence of a national coverage determination,
coverage decisions are left to the discretion of local Medicare carriers.

REFERENCES

1. U.S. Food and Drug Administration (FDA). FDA 510(k) marketing clearance information for the Meniett device (K991562). 1999;
http://www.accessdata.fda.gov/cdrh_docs/pdf/K991562.pdf. Accessed January 16,2018.

2 Barbara M, Consagra C, Monini S, et al. Local pressure protocol, including Meniett, in the treatment of Meniere's disease: short-term
results during the active stage. Acta Otolaryngol. Dec 2001;121(8):939-944. PMID 11813899

3. Densert B, Sass K. Control of symptoms in patients with Meniere's disease using middle ear pressure applications: two years follow-
up. Acta Otolaryngol. Jul 2001;121(5):616-621. PMID 11583396

The policies contained in the FEP Medical Policy Manual are developed to assist in administering contractual benefits and do not
constitute medical advice. They are not intended to replace or substitute for the independent medical judgment of a practitioner or other
health care professional in the treatment of an individual member. The Blue Cross and Blue Shield Association does not intend by the
FEP Medical Policy Manual, or by any particular medical policy, to recommend, advocate, encourage or discourage any particular
medical technologies. Medical decisions relative to medical technologies are to be made strictly by members/patients in consultation
with their health care providers. The conclusion that a particular service or supply is medically necessary does not constitute a
representation or warranty that the Blue Cross and Blue Shield Service Benefit Plan covers (or pays for) this service or supply for a
particular member.


http://www.accessdata.fda.gov/cdrh_docs/pdf/K991562.pdf.AccessedJanuary

Page: 40of 5

FEP 1.01.23 Transtympanic Micropressure Applications as a Treatment of
Meniere Disease

4. Gates GA, Green JD, Jr. Intermittent pressure therapy of intractable Meniere's disease using the Meniett device: a preliminary report.
Laryngoscope. Aug 2002:112(8 Pt 1):1489-1493. PMID 12172267

5. Barbara M, Monini S, Chiappini |, et al. Meniett therapy may avoid vestibular neurectomy in disabling Meniere's disease. Acta
Otolaryngol. Nov 2007;127(11):1136-1141. PMID 17851896

6. Dornhoffer JL, King D. The effect of the Meniett device in patients with Meniere's disease: long-term results. Otol Neurotol. Sep
2008;29(6):868-874. PMID 18617868

7. Mattox DE, Reichert M. Meniett device for Meniere's disease: use and compliance at 3 to 5 years. Otol Neurotol. Jan 2008;29(1):29-
32. PMID 18199955

8 Park JJ, Chen YS, Westhofen M. Meniere's disease and middle ear pressure: vestibular function after transtympanic tube placement.

Acta Otolaryngol. Dec 2009;129(12):1408-1413. PMID 19922090

9. van Sonsbeek S, Pullens B, van Benthem PP. Positive pressure therapy for Meniere's disease or syndrome. Cochrane Database
Syst Rev. Mar 10 2015;3(3):CD008419. PMID 25756795

10. Syed MI, Rutka JA, Hendry J, et al. Positive pressure therapy for Meniere's syndrome/disease with a Meniett device: a systematic
review of randomised controlled trials. Clin Otolaryngol. Jun 2015;40(3):197-207. PMID 25346252

11. Gates GA, Green JD, Jr., Tucci DL, et al. The effects of transtympanic micropressure treatment in people with unilateral Meniere's
disease. Arch Otolaryngol Head Neck Surg. Jun 2004;130(6):718-725. PMID 15210552

12 Gates GA, Verrall A, Green JD, Jr., et al. Meniett clinical trial: long-term follow-up. Arch Otolaryngol Head Neck Surg. Dec
2006;132(12):1311-1316. PMID 17178941

13 Thomsen J, Sass K, Odkvist L, et al. Local overpressure treatment reduces vestibular symptoms in patients with Meniere's disease:

a clinical, randomized, multicenter, double-blind, placebo-controlled study. Otol Neurotol. Jan 2005;26(1):68-73. PMID 15699722

14. Gurkov R, Filipe Mingas LB, Rader T, et al. Effect of transtympanic low-pressure therapy in patients with unilateral Meniere's
disease unresponsive to betahistine: a randomised,_placebo-controlled, double-blinded, clinical trial. J Laryngol Otol. Apr
2012;126(4):356-362. PMID 22365373

15 Russo FY, Nguyen Y, De Seta D, et al. Meniett device in Meniere disease: Randomized, double-blind, placebo-controlled
multicenter trial. Laryngoscope. Feb 2017;127(2):470-475. PMID 27515294

16. American Academy of Otolaryngology - Head and Neck Surgery. Position statement: micropressure therapy. 2016;
http://www.entnet.org/Practice/micropressure.cfm. Accessed January 16, 2018.

17. National Institute for Health and Care (NICE). Micropressure therapy for refractory Meniere's disease [IPG426]. 2012;
http://guidance.nice.org.uk/IPG426/Guidance/pdf/English. Accessed January 16, 2018.

The policies contained in the FEP Medical Policy Manual are developed to assist in administering contractual benefits and do not
constitute medical advice. They are not intended to replace or substitute for the independent medical judgment of a practitioner or other
health care professional in the treatment of an individual member. The Blue Cross and Blue Shield Association does not intend by the
FEP Medical Policy Manual, or by any particular medical policy, to recommend, advocate, encourage or discourage any particular
medical technologies. Medical decisions relative to medical technologies are to be made strictly by members/patients in consultation
with their health care providers. The conclusion that a particular service or supply is medically necessary does not constitute a
representation or warranty that the Blue Cross and Blue Shield Service Benefit Plan covers (or pays for) this service or supply for a


http://www.entnet.org/Practice/micropressure.cfm.AccessedJanuary
http://guidance.nice.org.uk/IPG426/Guidance/pdf/English.AccessedJanuary

Page: 50f5

FEP 1.01.23 Transtympanic Micropressure Applications as a Treatment of
Meniere Disease

POLICY HISTORY - THIS POLICY WAS APPROVED BY THE FEP® PHARMACY AND
MEDICAL POLICY COMMITTEE ACCORDING TOTHE HISTORY BELOW:

Date Action Description
September 2012 New Policy
Policy updated with literature review, policy statement unchanged. Several
December 2013 Replace policy references added.
December 2014 Replace policy Policy updated with literature review, policy statement unchanged.
March 2017 Replace policy Policy updated with literature review, policy statement unchanged.
Policy updated with literature review through December 11, 2017; no references
June 2018 Replace policy added. Policy statement unchanged.
. Policy updated with literature review through December 6, 2018; no
June Replace policy TS
2019
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