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Learning Outcomes  

Participants will be able to:  
1. Summarize research and legislation resulting in 
the FDAõs creation of OTC hearing aids 

2. Define OTC and prescription hearing aids  

3. Summarize OTC regulatory requirements  

4. Plan for clinical integration of OTCs  

5. Discover ASHAõs 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):383ð385. 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?  

ÅUntreated hearing loss is associated with:  
ÅDepression (Lawrence et al., 2020)  

ÅSocial isolation (Nachtegaal  et al., 2009)  

ÅReduced quality of life (Ciorba  et al., 2012)  

ÅDementia (Huang et al., 2023)  

ÅFalls (Jiam  et al., 2016)  

ÅHigh 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/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  

FDAõs 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 FDAõs final rule 

ÅEstablishes a new regulatory category for OTC hearing aids  
ÅDefining and establishing applicable requirements  

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

ÅRepeals the conditions for sale applicable to hearing aids  

ÅAmends existing labeling requirements for hearing aids  

ÅUpdates 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  
ÅASHA has been active in helping our members and state 

affiliates understand the implications of two critical 
components of the FDA rule:  
ÅThe designation of traditional (non -OTC) hearing aids as 
òprescription devicesó 

ÅThe repeal of federal medical evaluation requirements  

 

Rx 



ASHA seeks clarification from FDA on 
state level impact  


