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FDA’s landmark Over-The-Counter (OTC) Hearing Aid 
Rule (2021 draft) – 8/16/22 FINAL 

Anticipated effect on the future of hearing 
healthcare 

with 

Emphasis on self-managed care



Self-identify mild to moderate hearing loss

Directly purchase hearing aids - no medical 
exam/prescription/audiologist fitting

Select settings based on personal needs

Know when to seek medical attention

NOTE:

Safety and Effectiveness standards
Electroacoustics, Safety, Design, Labeling, Promotion 

Output limit based on 'Occupational Noise Exposure’ - CDC-NIOSH



44th

45th

46th

Directed extensive research (PCAST, NASEM)
Draft bipartisan OTC legislation

Signed off on legislation, 2017
Required FDA Final Rule by 2020

Draft Rule: Oct 2021
Final Rule – Earlier this week!

Efforts of 3 Presidents



37.5 M, age 18 and over with hearing troubles

Concerning increase in hearing loss  - particularly among young 
adults

80%  could benefit from but do not use hearing aid

Many may not be aware of early signs of hearing loss

Hearing loss is (still) one the most common work-related illnesses 

Nonwork noise hazards are well-recognized for contributing to 
decline - Effect carries over into work

Why?  



OTC Final Rule

Impacts every individual in the US, 18 years and Older

Education, Awareness, Self-Management in addition to Workplace 
Hearing Conservation program

On-the Job

&

Off – the-job 

Supports principles of 

OSHA: Safety & Health program practices

NIOSH: Total Worker Health 



Noise hazard: Direct effect 



Noise hazard: Indirect effect 



How many caused by unrecognized 
hearing loss ? 



https://www.osha.gov/safetypays/estimator

Sales to cover total costs

~$20K~$18KHearing loss

~$1.3M 

https://www.osha.gov/safetypays/estimator


Education, Engagement for 
Personalized Hearing Health Program 

New

Hearing 
Health 

approach

On-the-
Job

Before-
the-job

After-
the-job

Health 
risks

Oto

Toxics

Other 
risk

Fit for Duty

Retention

Morale

Performance

Quality of Life

29CFR1910.95



Thus, The Future of Hearing Safety and Health 
Program

is evolving 

based on consumer-centric

healthcare standards

lifestyle needs and preferences

regulations and directives 



#SafeAndSoundAtWork

On-the-job + 
Off-the-job 
self-managed 
hearing safety

Ongoing Education 
+ Tools

Proactive

Committed 

Promote 
hearing safety 

culture

Integrate new approach within 
existing program

Check metrics beyond ‘hearing’

Future of  Hearing Safety &  Health



Audition Technology 
Enable Self-Management

PROTECT
daily hearing 

well-being

Safe-Listen App 
and eTool

ENHANCE
hearing with 

Mild-Moderate 
Hearing Loss

OTC Hearing 
Aid, App, eTool

LEARN 
hearing safety 

culture

Webinars,  
Training

Tools

Thank you
https://www.auditiontech.com/


