Congress of the United States
Washington, BE 20510

April 23,2019

Seema Verma

Administrator

Centers for Medicare and Medicaid Services
7500 Security Boulevard

Baltimore, MD 21244

Dear Administrator Verma,

We write today to urge you to allow streamlined access to audiology services for
Medicare Part B beneficiaries.

Access to hearing health services is an integral part of overall health care. An estimated
48 million Americans experience age-related hearing loss, including two-thirds of adults in their
seventies.! According to the Centers for Disease Control and Prevention, hearing loss is now the
third most commonly-reported chronic health condition in the country.? Though hearing loss is
common, access to hearing health services is not. A minority of Americans in their seventies
have had a recent hearing test and only about 14 percent of people with hearing loss use assistive
hearing technologies.® A recent report by the National Academies of Science, Engineering, and
Medicine concluded that hearing health care is “often expensive and underutilized by many of
the people who need it.””*

The Social Security Act defines “audiology services” as “such hearing and balance
assessment services furnished by a qualified audiologist as the audiologist is legally authorized
to perform under State law (or the State regulatory mechanism provided by State law), as would
otherwise be covered if furnished by a physician.” These services, which include comprehensive
hearing tests and evaluation of hearing, tinnitus, or balance disorders, are covered by Medicare
because they are considered diagnostic tests under section 1861(s) of the Social Security Act.®
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Unfortunately, although Medicare covers a range of hearing health services, outdated
regulations prevent many Medicare beneficiaries from actually accessing these services.
Medicare is an outlier among most federal and private insurance providers in requiring a
physician order for coverage of audiology services provided by a qualified audiologist. The
Department of Defense, the Veterans Health Administration, and a majority of plans offered
through the Federal Employees Health Benefit system allow direct access to covered audiology
services without a physician referral.” Many private insurance plans and Medicare Advantage
plans similarly allow direct access.

In 2006, Congress asked the Centers for Medicare and Medicaid Services (CMS) to
provide a “determination as to the legal authority to permit direct access to licensed audiologists
under similar terms and conditions used by the Department of Veterans Affairs and the Office of
Personnel Management.”® CMS’s conclusion that it did not have clear legal authority to allow
direct access was based on Medicare regulations adopted in 1996, which require all diagnostic
tests to be ordered by a treating physician in order to be eligible for reimbursement.” Yet these
regulations also specify that nonphysician practitioners may be treated as physicians for the
purposes of ordering diagnostic tests if they are acting within the scope of their authority within
State law.!? Although audiologists are not specifically listed nonphysician practitioners in the
part of Medicare regulations dealing with the ordering of diagnostic tests, they are listed as
nonphysician practitioners in other parts of the Medicare rules.!!

Furthermore, it is clear that CMS’s refusal to allow Medicare beneficiaries direct access
to audiologists is a policy choice, not a requirement under the Medicare statute. No statutory
language prohibits Medicare from allowing direct access to audiologists. The 1996 regulations
that put in place the requirement for a physician order for diagnostic tests refer only to the
statutory prohibition in the Social Security Act against Medicare paying for items or services that
“are not reasonable and necessary for the diagnosis or treatment of illness or injury or to improve
the functioning of a malformed body member.”!? However, this language is simply a broad
prohibition against paying for unnecessary services and in no way explicitly mandates a
physician referral requirement for audiology services.!?
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Medicare’s requirement for a physician order for audiology services creates an
unnecessary barrier that prevents patients from accessing important hearing health services.
Research suggests that the convenience of accessing hearing health care, appointment wait times,
and the distance to services are key factors that can affect patient utilization of hearing health
care and the choice of a hearing intervention.'* Allowing Medicare beneficiaries direct access to
audiologists in their communities could reduce the number of appointments and referrals needed
before a patient receives needed health care, speed access to care, and could also offer
beneficiaries more choices of local hearing health providers.

Eliminating the requirement for a physician order for audiology services would improve
access to hearing health care without compromising the health and safety of Medicare
beneficiaries. Opponents of audiology direct access for Medicare beneficiaries argue that
“bypassing a physician evaluation and referral can lead to misdiagnosis and inappropriate
treatment.”*® However, the prevalence of ear disorders in the Medicare beneficiary population is
low; a 2010 analysis published in the Journal of the American Academy of Audiology concluded
that “under the most conservative assumptions, greater than 89% of Medicare beneficiaries
complaining of hearing loss would not be expected to have active otologic disease or medically
treatable conditions affecting hearing.”*°

Moreover, evidence indicates that audiologists appropriately evaluate and treat older
adults, including making appropriate decisions about whether to refer a patient to a medical
doctor when necessary. The same 2010 study, which reviewed records of Medicare-eligible
patients complaining of a hearing impairment to compare assessment and treatment plans
developed by audiologists and otolaryngologists, found that audiology treatment plans “were not
substantially different from otolaryngologist plans for the same condition,” that “there was no
definitive evidence that audiologists were likely to miss significant symptoms of otologic
disease,” and that “there was strong evidence that audiologists referred to otolaryngology when
appropriate.” The study authors concluded that “direct access for patients complaining of hearing
problems would not pose a risk to Medicare beneficiaries.”*’

The Food and Drug Administration (FDA) reached similar conclusions in December
2016 when it eliminated the requirement — originally enacted out of concern that individuals with
undetected medical conditions would bypass needed health care — that individuals receive a
medical evaluation or sign a waiver before purchasing hearing aids. In taking this step, the FDA
cited a report by the National Academies of Sciences, Engineering, and Medicine that concluded
that after “weighing the rareness of the medical conditions, the incidence of hearing loss in
adults, the widespread need for hearing health care, and the wide use of the medical waiver,”
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there was “no evidence that the required medical evaluation or waiver of that evaluation provides
any clinically meaningful benefit.”!8

Finally, there is little indication that increased access to hearing health services already
covered by Medicare would substantially increase Medicare costs. Since 2008, CMS has
assigned audiologists responsibility for determining the medical necessity of diagnostic testing
for Medicare beneficiaries, meaning audiologists are already charged with preventing improper
utilization of covered Medicare services.!® Analyses have also repeatedly estimated Medicare
cost savings from the implementation of direct access to audiology services.?” The most recent
analysis estimated that Medicare could save more than $173 million over a decade by
eliminating unnecessary and duplicative services if Medicare beneficiaries had direct access to
audiologists.?! The authors suggested that direct access could save as much as $240 million over
ten years if access to audiologists prevented medical costs in beneficiaries who currently go
untreated for hearing loss, dizziness, and vestibular conditions — even accounting for a potential
30% increase in utilization of audiology services covered by Medicare.

CMS has the authority to allow Medicare beneficiaries streamlined access to audiology
services by updating the Medicare policy manual or pursuing regulatory changes. Evidence
indicates that this change would improve access to critical hearing health care services, would
not pose increased risk to Medicare beneficiaries, and could result in cost savings to the
Medicare program.

We urge CMS to take action to improve hearing health for seniors and people with
disabilities covered by the Medicare program. Please contact Julia Frederick in the office of
Senator Elizabeth Warren, Agnes Rigg in the office of Senator Paul, or Walker Truluck in the
office of Congressman Tom Rice with any questions related to this letter.

Sincerely,
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Elizabeth Warren Rand Paul Tom Rice
United States Senator United States Senator Member of Congress
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