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Presentation agenda

• History of OTCs

• OTC hearing aids defined 

• FDA regulations

• Why OTC Hearing Aids Aren’t Right For Kids

• ASHA OTC toolkit



Unaddressed hearing loss is a growing 
problem in the U.S. 



Most older adults have mild to 
moderate hearing loss



Satisfaction with 
hearing aids is 
increasing but 
the adoption 
rate is still low 

Hearing Aid 
Adoption

Only ~15-30% of individuals 
with hearing loss use a 

hearing aid (Reed et al., 2021; 

MarkeTrak 2022 data) 

Satisfaction

83% of individuals are 
satisfied with their hearing 

aids (MarkeTrak 2022 data)



Trends in hearing aid ownership

Reed NS, Garcia-Morales E, Willink A. Trends in Hearing Aid Ownership Among Older Adults in the United 

States From 2011 to 2018. JAMA Intern Med. 2021;181(3):383–385. doi:10.1001/jamainternmed.2020.5682



People wait on average 4-7 years to 
get a hearing aid 



Why the wait? 

Cost
Lack of 

insurance 
coverage

Hearing loss not 
bad enough

Still gathering 
information

Stigma Not a priority 
Not ready to 
admit having 

trouble hearing 

Physical 
discomfort 

Powers, Thomas & Bisgaard, Nikolai. (2022). MarkeTrak and EuroTrak: What We Can Learn by Looking 

Beyond the U.S. Market. Seminars in Hearing. 43. 348-356. 10.1055/s-0042-1758361. 



Why do we care?

• Untreated hearing loss is associated with: 
• Depression (Lawrence et al., 2020)

• Social isolation (Nachtegaal et al., 2009)

• Reduced quality of life (Ciorba et al., 2012)

• Dementia (Huang et al., 2023) 

• Falls (Jiam et al., 2016)

• High healthcare costs and utilization patterns (Reed et al., 2019)



How did we get here?

NIDCD-NIH working 
group- Accessible and 
Affordable Hearing 
Health Care for Adults 
with Mild to Moderate 
Hearing Loss (nih.gov)

8/2009

Healthy People 2020

1/2010

PCAST 
recommendations

10/2015

NASEM report

6/2016

FDA eliminates 
physician waiver 

12/2016

FTC Workshop

8/2017

OTC Hearing Aid Act 

signed into law

4/2017 8/2018

Regulatory 

Recommendations For OTC 

Hearing Aids: Safety & 

Effectiveness (asha.org)

https://www.nidcd.nih.gov/research/workshops/accessible-and-affordable-hearing-health-care/2009
https://www.nidcd.nih.gov/research/workshops/accessible-and-affordable-hearing-health-care/2009
https://www.nidcd.nih.gov/research/workshops/accessible-and-affordable-hearing-health-care/2009
https://www.nidcd.nih.gov/research/workshops/accessible-and-affordable-hearing-health-care/2009
https://www.nidcd.nih.gov/research/workshops/accessible-and-affordable-hearing-health-care/2009
https://www.nidcd.nih.gov/research/workshops/accessible-and-affordable-hearing-health-care/2009
https://www.nidcd.nih.gov/sites/default/files/Documents/health/NIDCD-HP2020-Battey-Pres-508.pdf
https://obamawhitehouse.archives.gov/blog/2015/10/26/%E2%80%8Bpcast-recommends-changes-promote-innovation-hearing-technologies
https://obamawhitehouse.archives.gov/blog/2015/10/26/%E2%80%8Bpcast-recommends-changes-promote-innovation-hearing-technologies
https://nap.nationalacademies.org/catalog/23446/hearing-health-care-for-adults-priorities-for-improving-access-and
https://www.fda.gov/news-events/press-announcements/fda-takes-steps-improve-hearing-aid-accessibility
https://www.fda.gov/news-events/press-announcements/fda-takes-steps-improve-hearing-aid-accessibility
https://www.ftc.gov/news-events/events/2017/04/now-hear-competition-innovation-consumer-protection-issues-hearing-health-care
https://www.congress.gov/bill/115th-congress/house-bill/1652/text
https://www.congress.gov/bill/115th-congress/house-bill/1652/text
https://www.asha.org/siteassets/uploadedfiles/consensus-paper-from-hearing-care-associations.pdf
https://www.asha.org/siteassets/uploadedfiles/consensus-paper-from-hearing-care-associations.pdf
https://www.asha.org/siteassets/uploadedfiles/consensus-paper-from-hearing-care-associations.pdf
https://www.asha.org/siteassets/uploadedfiles/consensus-paper-from-hearing-care-associations.pdf


How did we get here?

Proposed OTC rule 
released

10/20/2021

ASHA submits 
comments to FDA on 
proposed OTC rule

1/13/2022

FDA’s deadline for 
comments

1/18/2022

OTC final rule published

8/1/2022

ASHA seeks 
clarification from FDA 
on state issues

9/16/2022

Clarification received 
from FDA

10/17/2022

OTC final rule takes 

effect

10/13/2022

https://www.federalregister.gov/documents/2021/10/20/2021-22473/medical-devices-ear-nose-and-throat-devices-establishing-over-the-counter-hearing-aids
https://www.federalregister.gov/documents/2021/10/20/2021-22473/medical-devices-ear-nose-and-throat-devices-establishing-over-the-counter-hearing-aids
https://www.asha.org/siteassets/uploadedfiles/advocacy/comments/asha-comments-to-fda-on-otc-hearing-aids-011322.pdf
https://www.asha.org/siteassets/uploadedfiles/advocacy/comments/asha-comments-to-fda-on-otc-hearing-aids-011322.pdf
https://www.asha.org/siteassets/uploadedfiles/advocacy/comments/asha-comments-to-fda-on-otc-hearing-aids-011322.pdf
https://www.federalregister.gov/documents/2022/08/17/2022-17230/medical-devices-ear-nose-and-throat-devices-establishing-over-the-counter-hearing-aids
https://www.asha.org/siteassets/advocacy/comments/asha-letter-to-fda-on-prescription-hearing-aids-091622.pdf
https://www.asha.org/siteassets/advocacy/comments/asha-letter-to-fda-on-prescription-hearing-aids-091622.pdf
https://www.asha.org/siteassets/advocacy/comments/asha-letter-to-fda-on-prescription-hearing-aids-091622.pdf
https://www.asha.org/siteassets/advocacy/comments/dear-state-official-otc-hearing-aids-101322.pdf
https://www.asha.org/siteassets/advocacy/comments/dear-state-official-otc-hearing-aids-101322.pdf


Implications of the FDA’s final rule

• Establishes a new regulatory category for OTC hearing aids
• Defining and establishing applicable requirements

• Designates hearing aids that do not meet the requirements for 
the OTC category as prescription hearing aids

• Repeals the conditions for sale applicable to hearing aids

• Amends existing labeling requirements for hearing aids

• Updates regulations relating to decisions on applications for 
exemption from Federal preemption that will become obsolete 
as a result of changes to the hearing aid requirements. 



ASHA seeks clarification from FDA on 
state level impact
• ASHA has been active in helping our members and state 

affiliates understand the implications of two critical 
components of the FDA rule:

• The designation of traditional (non-OTC) hearing aids as 
“prescription devices”

• The repeal of federal medical evaluation requirements 

Rx



ASHA seeks clarification from FDA on 
state level impact



OTC Rule Impact on States



FDA: Hearing Aids and Personal Sound 
Amplification Products: What to Know

Hearing Aids and Personal Sound Amplification 

Products: What to Know | FDA

https://www.fda.gov/consumers/consumer-updates/hearing-aids-and-personal-sound-amplification-products-what-know#:~:text=You%20may%20have%20seen%20products,products%20have%20different%20intended%20uses.
https://www.fda.gov/consumers/consumer-updates/hearing-aids-and-personal-sound-amplification-products-what-know#:~:text=You%20may%20have%20seen%20products,products%20have%20different%20intended%20uses.


Defining OTC hearing aids

• “An over-the-counter (OTC) hearing aid is an 
• air conduction hearing aid that does not require implantation or other 

surgical intervention, and 
• is intended for use by a person age 18 or older to compensate for 

perceived mild to moderate hearing impairment. 
• The device, through tools, tests, or software, allows the user to control 

the hearing aid and customize it to the user’s hearing needs. 
• The device may use wireless technology or may include tests for self-

assessment of hearing loss. 
• The device is available over-the-counter, without the supervision, 

prescription, or other order, involvement, or intervention of a licensed 
person, to consumers through in-person transactions, by mail, or online, 
provided that the device satisfies the requirements in this section.” p.50749



What are those requirements?

• Labeling

• Output limits

• Electroacoustic performance limits

• Design requirements 

• Conditions for sale 



Labeling

• Outside package labeling

• Labeling, inside the package

• Labeling on the device

• Technical specifications

• Software device labeling



Outside package labeling

• Warnings and other important information 

• Statement of build condition

• Statement of OTC availability 

• Indication of battery information

• Indication of control platform



Warnings



Outside package labeling

• Warnings and other important information 

• Statement of build condition

• Statement of OTC availability 

• Indication of battery information

• Indication of control platform



Statement of build condition

• “If the OTC hearing aid is used or rebuilt, the outside 
package shall declare that fact. A sticker under and 
visible through the outer wrapper will suffice to declare 
such fact.” p. 50751

• Rebuilt hearing aid: “An OTC hearing aid is “rebuilt” if the 
manufacturer has inspected and tested the device, made 
any necessary modifications to ensure it meets applicable 
regulatory requirements, including the requirements in this 
section to be available OTC, and adequately reprocessed 
the device for the next user.” p. 50749



Outside package labeling

• Warnings and other important information 

• Statement of build condition

• Statement of OTC availability 

• Indication of battery information

• Indication of control platform



Statement of OTC availability 

• “The principal display panel 
shall bear the marks “OTC” 
and “hearing aid” with the 
same prominence required in 
§ 801.61(c) of this chapter for 
the device’s statement of 
identity. The device’s common 
name on the principal display 
panel may satisfy all or part of 
this requirement to the extent 
the common name includes 
the marks.” p.50751



Outside package labeling

• Warnings and other important information 

• Statement of build condition

• Statement of OTC availability 

• Indication of battery information

• Indication of control platform



Indication of battery information & 
control platform
• Indication of battery information: “The outside package 

shall indicate the type and number of batteries and 
whether batteries are included in the package.”

• Indication of control platform: “The outside package shall 
indicate whether a mobile device or other non-included 
control platform is required. The indication must include 
the type of platform and how the platform connects to 
the device.” p.50751



Labeling

• Outside package labeling

• Labeling, inside the package

• Labeling on the device

• Technical specifications

• Software device labeling



Labeling, inside the package

• Warnings

• Cautions

• Illustration of OTC hearing aid

• Information on function of all controls

• Description of any necessary accessories

• Instructions for sizing & inserting eartip, tools, tests, and software, use of 
OTC hearing aid with any accessories, maintenance and care, battery 
replacement or recharging, expected battery life

• Technical specifications

• Commonly occurring, avoidable events 

• Warnings re: wireless technology if necessary

• How and where to obtain repair services (at least one specific address) 

• Clinical or non-clinical studies performed by manufacturer



Warnings 



Cautions



Labeling

• Outside package labeling

• Labeling, inside the package

• Labeling on the device

• Technical specifications

• Software device labeling



Labeling on the device

• The serial number

• If the battery is removable, “+” symbol to indicate positive 
terminal for battery 

• Removeable tag indicating hearing aid is rebuilt, if 
applicable



What are those requirements?

• Labeling

• Output limits

• Electroacoustic performance limits

• Design requirements 

• Conditions for sale 



Output limits & electroacoustic 
performance limits 

Max OSPL90 of 111 dB 
SPL or 117 dB SPL in 

device with activated 
input-controlled 

compression

Total harmonic 
distortion not to 

exceed 5%*

Self generated noise 
shall not exceed 32 

dBA

Latency shall not 
exceed 15 ms.

≤ 250 Hz-≥ 5000 Hz 
frequency bandwidth 

No single peak in 
one-third-octave 

frequency response 
shall exceed 12 dB 

Acoustic coupler 
choice: 2cm3 or a 

scientifically valid and 
technically 

equivalent alternative



What are those requirements?

• Labeling

• Output limits

• Electroacoustic performance limits

• Design requirements 

• Conditions for sale 



Design requirements

Most medial 
component must 
remain ≥ 10 mm 

away from tympanic 
membrane

Use of atraumatic 
materials

Customized, 
acoustically 

favorable, and 
comfortable 
physical fit

Through tools, tests, 
and software, allow 
“lay user” to control 

and customize 
device

User-adjustable 
volume control

Adequate 
reprocessing if 

rebuilt



What are those requirements?

• Labeling

• Output limits

• Electroacoustic performance limits

• Design requirements 

• Conditions for sale 



Conditions for sale

Age minimum of 18

Sale of an OTC 
hearing aid without 
“statement of OTC 

availability” is 
prohibited





https://www.healthychildren.org/English/health-

issues/conditions/ear-nose-throat/Pages/why-over-the-

counter-hearing-aids-arent-right-for-kids.aspx

https://www.healthychildren.org/English/health-issues/conditions/ear-nose-throat/Pages/why-over-the-counter-hearing-aids-arent-right-for-kids.aspx
https://www.healthychildren.org/English/health-issues/conditions/ear-nose-throat/Pages/why-over-the-counter-hearing-aids-arent-right-for-kids.aspx
https://www.healthychildren.org/English/health-issues/conditions/ear-nose-throat/Pages/why-over-the-counter-hearing-aids-arent-right-for-kids.aspx


OTCs and Kids

• Maybe not be obvious to consumers that OTCs aren’t right for 
kids

• Tamper proof battery doors

• Child appropriate size

• Specialized, age-appropriate testing

• Volume controls

• Connection to remote microphones



https://www.hearingfirst.org/b/blog/posts/why-you-can-t-

get-otc-hearing-aids-for-kids

https://www.hearingfirst.org/b/blog/posts/why-you-can-t-get-otc-hearing-aids-for-kids
https://www.hearingfirst.org/b/blog/posts/why-you-can-t-get-otc-hearing-aids-for-kids


OTCs and Kids (arguments for 
parents)

• Your child has unique hearing 
loss and they need devices 
customized to their needs

• Your child’s ears are growing 
and their hearing needs may 
change

• OTC hearing aids can’t 
replace professional care



Ongoing advocacy

• Enhance Medicare access to audiology services through 
passage of the Medicare Audiology Access Improvement 
Act

• Expanding coverage to include treatment services

• Removing physician referral requirement completely

• https://www.votervoice.net/ASHAaction/Campaigns/106771/Res
pond

https://www.votervoice.net/ASHAaction/Campaigns/106771/Respond
https://www.votervoice.net/ASHAaction/Campaigns/106771/Respond


ASHA’s OTC toolkit



Tools for audiologists



Tools for 
audiologists



Collaboration with PCPs



Collaboration with pharmacists



Collaboration with pharmacists



Thank you!
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