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Hearing Industries Association (HIA)

Our Mission
Trusted voice on hearing health care for product 

innovation, public policy, patient safety and 
education.

HIA is the only association in the United States to represent hearing aid technology, 
providing a unique platform to communicate on hearing health and technology issues 
through:

• Advocacy

• Regulatory engagement

• Market research

• Stakeholder engagement

• Educational initiatives



Medicare



Why 
Expand 

Medicare?

~62 million 
beneficiaries 

currently 
enrolled in 
Medicare

10,000 
Americans turn 
65 every day 

and are 
eligible for 
Medicare

Enrollment 
expected to 

reach 80 
million by 2030

1 in 3 
individuals 

between 65-74 
and over half 

of those 75 and 
up have 

hearing loss

Associated 
comorbidities 
of hearing loss 
include social 

isolation, 
depression, 
dementia, 

falls, & more.

Original 
Medicare 

statutorily 
excludes 
hearing, 

dental, and 
vision benefits



The March Toward Expansion

January 2021: 
Democratic 

Majorities sworn 
into U.S. Senate, 

U.S. House, 
White House

August 2021: U.S. 
Senate and U.S. 
House agree to 

$3.5 trillion budget 
resolution, setting 
reconciliation in 

motion

September 2021: 
U.S. House 

bundles 
reconciliation 

package

October 2021: 
White House/ 
Congressional 

leadership lower 
topline budget to 

$1.75 trillion, 
release new 
framework 

November 2021: 
U.S. House 

releases updated 
reconciliation text, 
including changes 

to Medicare 
expansion

November 2021: 
U.S. House 

expected to vote 
on reconciliation 

package



Medicare Expansion: Who’s Driving the Bus?

U.S. HouseU.S. Senate
220 Democrats
212 Republicans

48 Democrats
2 Independents
50 Republicans



Medicare Expansion: How to Make It Meaningful

• Include all licensed hearing care professionals to 
provide Medicare-covered services and treatmentAccess

• Prosthetic classification of hearing aids
Device 

Classification

• Exempt hearing aids and service from the 
competitive bidding framework

Competitive 
Bidding

• Inclusion of a “top  up” provision
Beneficiary 

Choice



Medicare Expansion: Where 
Things Stand
House Expansion Proposal 
(November 3)

Hearing Aids:
ü Classified as prosthetic devices
ü Exempt from competitive bidding when 

provided by a physician or other practitioner 
(as determined by the Secretary) to their own 
patients as part of their professional service

• Covered once during a 5-year period
• For diagnosed moderately severe, severe, or 

profound hearing loss
• For devices determined appropriate by the 

Secretary



Medicare Expansion: Where 
Things Stand
House Expansion Proposal
(November 3), continued…

Access to Services:
ü Includes audiologists 
ü Includes hearing aid specialists
• Increased access in rural and underserved areas

Effective Date:
• January 1, 2023

• Implementation through program instruction



Medicare Expansion: Agency Authority
• The House legislation provides the framework for expanding Medicare to 

provide hearing benefits with an effective date of January 1, 2023

• To implement the program within a shortened timeframe, the bill includes 
implementation through program instruction

- Program instruction is a subregulatory process that does not follow the 
public notice-and-comment process

- Setting of reimbursement rates for devices and services and details of the 
program is likely to take place at the regulatory stage

§ Included:
- 85% reimbursement rate for audiologists and hearing aid 

specialists
- 80/20 payment policy under Medicare



Medicare Expansion: 
Tenuous Path Forward

UNRESOLVED
• Scope of bill in Senate:

− Dental and vision 
dropped in House bill

− House additions to 
bill

− Byrd Rule 
considerations

• Scoring:
− Moderates 

requesting CBO score 
before any votes on 
the BBB

• Overall support

KEY PLAYERS
• Leadership
• Moderates and Progressives

− Narrow margins
• Looming 2022 election 

season following 2021 
losses

• Inflation and current 
economic conditions

WILL IT PASS?

• House
− Consideration week 

of November 15th

− Anticipating passage

• Senate
− Tighter margin than 

House
− Fate uncertain



Medicare Expansion: Timing Considerations

• October 28: $1.75 trillion framework announced by White 
House and Congressional Leadership

• November 3: House releases updated legislation and Rules 
Committee meets

• House Votes: House passed BIF on November 5. House 
moderates commit to BBB vote no later than the week of 
November 15.

• TBD: Senate expected to take longer due to parliamentary 
and procedural considerations (Byrd)

• Leadership Planning: Consideration of reconciliation 
package by end of 2021



Medicare Expansion: 
What Might This Mean for You?

Future practice considerations include:

• Potential increase in patients

• Medicare reimbursement for services
− Rate and payment considerations
− Program implementation and growing pains

• Medicare coverage of devices (hearing aids)
− Devices determined by the Secretary
− Upgrade (“top up”) options



OTC Hearing Aids



OTC: Statutory Provisions

• The OTC Hearing Aid Act of 2017, included in the FDA Reauthorization Act, was signed
into law on August 18, 2017.

• Directed FDA to create a category of OTC hearing aids and issue proposed rules by August
18, 2020 (deadline missed):
§ Intended for use by adults 18 years of age and older
§ Intended to compensate for perceived mild to moderate hearing loss
§ Uses the same fundamental scientific technology
§ Allows the user to control and customize the OTC hearing aid to the user’s hearing
needs

§ May use wireless technology or include tests for self-assessment of hearing loss
§ Available without involvement or intervention of a licensed person
§ Available in-person, by mail, or online



OTC Timeline

Proposed 
Rule

Comment 
Period

Final 
Rule

60 days

President Biden issued Executive Order directing the HHS Secretary to 
release the rule within 120 days

Executive 
Order

July 9, 2021

OMB reviewed and sent rule back to FDA prior to publication in the 
Federal Register

OMB 
Review

October 1, 
2021

Proposed 
Rule Proposed rule published in the Federal Register October 20, 

2021

Comment 
Period

90-day period to submit comments on the proposed rule through 
online portal. Agency may hold public hearings or meetings.

January 18, 
2022

FDA 
Review

Up to 180-day period to review comments, make any changes, write a 
preamble, and obtain any necessary signoffs

~ July 2022

Rule in 
Effect

Proposed rule provides for a 60-day effective date after publication of 
the final rule in the Federal Register

~ September 
2022

Final
Rule

Published in Federal Register with changes and/or proof of 
consideration of comments received

~ July 2022



OTC: FDA Goals of Proposed Rule

“In creating a regulatory category for OTC hearing aids 
and amending existing rules, we intend to provide 

reasonable assurance of safety and effectiveness for 
these devices as well as foster access to, and 

innovation in, hearing aid technology, thereby 
protecting and promoting the public health.”

-FDA Proposed Rule Summary



Consensus Regulatory Recommendations for 
OTC Hearing Aids

• The 2cc coupler HFA 
full on gain, as 
measured at an input 
level of 50 dB SPL, is 
25 dB or lower

• Peak 2 cc coupler is 
not greater than 110 
dB SPL, in 
combination with 
input compression 
and volume control

• Concise labeling 
appropriate for OTC 
medical device

• Recognition of 
intended use / usage

• Notice about hearing 
loss being a medical 
condition best 
addressed in 
consultation with a 
licensed professional

• Comprehensive 
labeling 

• Warning that the 
device is not intended 
for children under the 
age of 18

• Include User 
Instructional Manual 
with direction on how 
to identify lack of 
benefit and what to 
do

• Maintain same risk 
classification as air 
conduction hearing 
aids

• Any 510(k) 
exemptions be 
limited to devices 
that have received a 
first-time FDA 
marketing 
authorization (a 
510(k) clearance)

• FDA, in coordination 
with the FTC, to 
establish strong 
consumer protection 
laws and put in place 
processes and 
resources to enforce 
them

Outside-the-box labelingProduct Requirements Inside-the-box labeling Risk   Classification Consumer Protection



OTC: Consensus Paper Comparison

Issue Consensus Paper FDA Proposed Regulation

Product 
Requirements

• Defines moderate hearing loss 
at 55 dB

• Output: Reduce output to 110 
dB

• Gain: 25 dB

• Fit: Instant-fit eartips

• Does not define moderate 
hearing loss

• Output: Proposes 115 dB or 
120 dB with input 
compression and volume 
control

• Gain: No limit

• Fit: To juncture of bony-
cartilaginous portion of ear 
canal



OTC: Consensus Paper Comparison
Issue Consensus Paper FDA Proposed Regulation

Outside-of-Box 
Labeling

• Concise labeling appropriate 
for OTC medical device

• Recognition of intended use 
/ usage

• Notice about hearing loss 
being a medical condition 
best addressed in 
consultation with a licensed 
professional

• Comprehensive outside-of-
box labeling, including:

- Intended user label
- Symptoms suggesting 

mild to moderate loss
- Red flag conditions
- Advice of professional 

services
- Weblink to 

instructional brochure 
and labeling

- Return policy (or 
absence thereof)



OTC: Consensus Paper Comparison

Issue Consensus Paper FDA Proposed Regulation

Inside-of-Box 
Labeling

• Comprehensive labeling 

• Warning that the device is 
not intended for children 
under the age of 18

• Include User Instructional 
Manual with direction on 
how to identify lack of 
benefit and what to do

• Comprehensive labeling, 
including:
- Intended users
- Not hearing protection
- Insertion warning
- How to report adverse 

events
- Advice to seek 

professional services
- Technical specifications
- Caution about 

excessive sound output
- Instructional brochure
- And more



OTC: Consensus Paper Comparison
Issue Consensus Paper FDA Proposed Regulation

Consumer 
Protections

• Establish strong consumer 
protections, including return 
and refund policies, claims, and 
claims substantiation

• Preemption: Preserve 
consumer protections 
established under state laws 
and regulations

• Consumer protections for 
returns, refunds, trial period, 
etc., are not required or 
defined

• Preemption: Requirements 
specifically related to hearing 
products that interfere with 
commercial activity are 
preempted. Not intended to 
preempt generally applicable 
requirements or professional 
licensing/regulations



What does it all mean?



OTC: It’s Already Here…

Direct-to-Consumer (DTC)
• New model that emerged when OTC 

was delayed
• FDA has mentioned it is different 

than OTC
• Many different delivery systems have 

evolved

Self-Fit
• Bose de novo approval
• Now sold in all 50 states



Lack of Enforcement

OTC Products 
– Now!

Fake “FDA Registration Certificates”

Direct-to-Consumer

17 State Attorneys 

General Issue OTC 

Warnings

Medicare 

Expansion 

– when?

PSAPs
OTC: Consumer Confusion



Professionals 
and Practices

Know Your Value and
Start Planning Now



Know Your Value

• Hearing aid adoption rate 
is up

• Satisfaction with hearing 
aids and hearing health 
care professionals 
remains very high



MarkeTrak 10: Hearing Aid Satisfaction
§ Satisfaction rates of consumer goods:

§ Cell phones: 79%*
§ Personal computers: 77%*
§ Household appliances: 80%*

*American Consumer Satisfaction Index 2019 – Benchmarks by Company

https://www.theacsi.org/acsi-benchmarks/benchmarks-by-industry


MarkeTrak 10: Hearing Care Professional 
Satisfaction



Looking Into the Crystal Ball: OTC Hearing Aid 
Proposed Rule (Kim Cavitt, AuD)

• Audiologists need to prepare today to be ready for OTC 
regulations that may take effect in 2022

• How?

§ Advocacy and engagement

§ Experience and learn about emerging technologies

§ Evolve care and delivery models

§ Reconfigure practice focus on care and expertise

§ Know your value and create transparent pricing structures

§ Follow the science and continue to learn

Kim Cavitt, AuD



Public Comment Period

• Consider submitting comments to 
the proposed OTC rule (anyone 
can submit to FDA)

• Public comment period closes 
January 18, 2022

• Work to reduce consumer 
confusion by promoting hearing 
health education and awareness



Education and Awareness HearWellStayVital.org

https://www.hearwellstayvital.org/


Hear Well. Stay Vital.
‘Keep Life Going’, 2020-2022



Hear Well. Stay Vital.
Social Media Tiles



Hear Well. Stay Vital.
‘Keep Life Going’, 2020-2022

“At all life stages, communication and good hearing health connect 
us to each other, our communities, and the world. Don't let hearing 
loss limit you — early intervention can ensure that people with 
hearing loss are able to achieve their full potential. Learn more at 
HearWellStayVital.org”

“Include a hearing wellness check with your annual vision, dental 
and physical checks. Managing overall wellness enriches our life. 
Be proactive. Check your hearing wellness every year.”

“Mild hearing loss doubles, moderate hearing loss triples, and 
severe hearing loss causes a 5X greater risk of dementia. Be 
educated and protect your hearing. Learn more about hearing and 
brain health at HearWellStayVital.org”



Hear Well. Stay Vital. New Video Assets
October 2021 Dashboard



Thank you for attending!

BetterHearing.org | (202) 975-0905

Contact: info@hearing.org

HearWellStayVital.org

888.881.7925

Contact: info@sycle.net

web.sycle.net

HIA Sycle


