The Over-the-Counter Hearing Aid Act of 2016
Approximately 30 million Americans experience age-related hearing loss, including over half of
adults between the ages 70-79. 1 Yet only a small share of Americans with hearing loss – around
14 percent – use assistive hearing technologies, primarily because they cannot afford to buy
costly hearing aids. 2 Hearing aids are not covered by Medicare or most private insurance plans,
and out-of-pocket costs for a single hearing aid average $2,400 – far out of reach for many
consumers. 3 As a result, individuals living in poverty are substantially less likely to have access
to hearing aids than those with higher incomes. 4
Complex hearing aid regulations exacerbate this problem by restricting the availability of hearing
aids. In 1977, the FDA imposed a set of special regulations on hearing aids, including a
requirement that individuals obtain a medical evaluation or sign a waiver of that evaluation
before being allowed to purchase or use a hearing aid. After an extensive review, the National
Academies of Sciences, Engineering, and Medicine found “no evidence that the required medical
evaluation or waiver of that evaluation provides any clinically meaningful benefit” and
recommended “removing this regulation to serve consumers’ best interests.” 5
Both the National Academies and the President’s Council of Advisors on Science and
Technology (PCAST) have also recommended making some types of hearing aids available over
the counter – similar to the way in which basic reading glasses are available without a
prescription. PCAST’s analysis of the hearing aid market concluded that “consumers find it
difficult to shop for the best value.” 6 Hearing aids are typically sold “bundled” with fees charged
for evaluation, follow-up, and adjustments to the device, even though many consumers never use
these services. 7 Allowing hearing aids to be sold over the counter will expand consumer choice,
open the market to innovative hearing technologies, and drive down prices so that millions more
Americans can access affordable hearing aids.
The Over-the-Counter Hearing Aid Act of 2016
The Over-the-Counter Hearing Aid Act of 2016 implements recommendations from PCAST and
the National Academies to help the millions of Americans affected by hearing impairment. The
Act:
•

Makes certain types of hearing aids – those that are intended to be used by adults to
compensate for mild to moderate hearing impairment – available over the counter.

•

Removes an unnecessary and burdensome requirement that consumers obtain a medical
evaluation or sign a waiver of that examination in order to obtain an OTC hearing aid.

•

Requires the FDA to issue regulations containing safety and labeling requirements for
this new category of OTC hearing aids.

•

Requires the FDA to update its draft guidance on Personal Sound Amplification Products
(PSAPs), consumer electronics products that may use similar technology to hearing aids,
but are intended for use by individuals with normal hearing.
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