
January 18, 2022

The Honorable Janet Woodcock
Acting Commissioner of Food and Drugs
Food and Drug Administration
10903 New Hampshire Avenue
Silver Spring, MD  20993-0002

RE: Medical Devices; Ear, Nose, and Throat Devices; Establishing Over-the-Counter
Hearing Aids: FDA 2021-N-0555-0001

Dear Acting Commissioner Woodcock:

HealthyWomen is writing to provide comment on the FDA’s proposed regulations allowing
over-the-counter (OTC) sales of hearing aids, without the involvement of licensed hearing care
professionals, to adults with perceived mild to moderate hearing loss. We understand and
appreciate the FDA’s efforts to advance the accessibility and affordability of hearing aids to
those with mild to moderate hearing loss, but we are also concerned that the rule could
exacerbate hearing loss because it does not provide protection against the OTC devices being
used in an unsafe and ineffective manner.

Founded in 1988, HealthyWomen is the nation’s leading nonprofit women’s health information
source dedicated to educating and empowering women ages 35-64 to make informed decisions
about their health care. Throughout the years, we have educated healthcare consumers and
providers about advances in women’s health, from the latest information on diseases and
conditions to various milestones pertaining to access to care. We ensure that women have
accurate, balanced, evidence-based information so they can participate in shared
decision-making with their healthcare providers. We also educate our audience regarding
innovations in research and science as well as changes in policy that affect women’s access to
treatment and care so that women are prepared to self-advocate for better health outcomes.

HealthyWomen feels strongly that consumers must be properly informed to make the right
decisions regarding their healthcare and that this is particularly important when it comes to
protecting one’s hearing. Hearing loss is an issue that affects millions of Americans. Today,
fewer than 4% of those reporting hearing difficulties own hearing aids. It typically takes four to
five years for someone experiencing hearing loss to see a healthcare provider about the
problem, and then another six years before they obtain a hearing aid device.

The availability of OTC hearing aids may encourage people who have mild to moderate hearing
loss to pursue hearing care earlier, even as soon as they become aware of their hearing
impairment. This increase in accessibility makes the FDA’s regulatory role critical to ensuring

https://www.regulations.gov/document/FDA-2021-N-0555-0001
https://hearingreview.com/uncategorized/marketrak-10-hearing-aids-in-an-era-of-disruption-and-dtc-otc-devices-2


these new medical devices are safe and effective for consumers making decisions without the
benefit of healthcare training. As currently written, the FDA’s proposed OTC hearing aid rule
does not currently provide that essential level of protection.

HealthyWomen has concerns about certain provisions in the proposed rule that could
exacerbate hearing loss. As proposed, the rule establishes an upper limit on hearing aid output
that may be suitable for recreational audio devices, but not for a medical device that will be worn
for prolonged periods of time every day by consumers with hearing loss. We believe that the
FDA should lower the proposed upper output limit of between 115 to 120 dB, a level that can
prove to be harmful to the user within seconds according to the Centers for Disease Control and
Prevention. Similarly, we recommend that the FDA establish a gain limit to prevent consumers
from constant overamplification of sound.

The burden of ensuring that OTC hearing aids are safe and effective rests with the FDA, not
with individual consumers. The FDA proposed regulation suggests that OTC hearing aid users
will be able to protect themselves from increased hearing loss simply by removing the device or
lowering the volume within 28 seconds. This rationale, however, completely disregards the fact
that many prospective OTC hearing aid users will have associated comorbidities that make it
difficult for them to recognize dangerous sound levels and possibly make it difficult to physically
react that quickly . OTC hearing aids will more often than not be purchased without any
consultation with a licensed hearing care professional who would be able to help identify
whether amplification could be helpful and, if so, at what point it could become harmful.

The proper solution to these issues has already been identified by the four leading professional
hearing care associations (American Academy of  Audiology (AAA), Academy of Doctors of
Audiology (ADA), American Speech-Language and Hearing Association (ASHA), and
International Hearing Society (IHS)), who provided consensus recommendations on an upper
limit on output of 110 dB and a gain ceiling of 25 dB in a 2018 report. We encourage the FDA to
adopt these recommendations to ensure both the safety and efficacy of these OTC products.

We applaud the FDA for taking proposed regulatory action to implement the Over-the-Counter
Hearing Act Act of 2017 to make hearing aids more accessible for those experiencing mild to
moderate hearing loss. With our suggested modifications to output and gain, we believe the
FDA’s proposed regulations would then ensure OTC hearing aids do not elevate the risk of
increased hearing loss and that 2022 will bring significant benefits to Americans who need
assistance overcoming their hearing challenges.

Thank you for the opportunity to provide these comments. If you have any questions please
contact Martha Nolan, J.D., Senior Policy Advisor at martha@healthywomen.org.

Sincerely,

Beth Battaglino, RN-C Martha Nolan, J.D.
President, CEO Senior Policy Advisor
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