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OBJECTIVES

1 Why an OTC hearing aid?

What is an OTC hearing aid?

Who is a candidate (AND WHO IS NOT?)
What is available?

What we learned and what does the future hold?
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How can we help?
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the Bad



OVER THE COUNTER

AT éxﬂas‘re’!gmg |
Acetaminophen -

UE SIZE!

gecdle

AURGY

[T ——

femofanadne HCl tablet 24HR Allegl’a
24

180 myg zntihistamine
WA GY 9 ‘:") .
60 GELCAPS] 1}

Sinex

SEVERE |

Oxymetazoline HCI | Nasal Decongestant
ORIGINAL
ULTRAFINE MIST

| * Fast Sinus Congestion
& Pressure Relief

* Powerful
Vicks Vapors

. Sinex

U i2| SEVERE
HOUR,

U RUSH

Rush University System for Health | 10/24/2023

4



| wHY oTC PRODUCTS?

-Independent personal decision

-Uncomplicated, convenient purchase
-Available

-Affordable

-Reduce stigma

-More consumer choice
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I EVOLUTION OF OTC HEARING AIDS

Over-the-Counter, available since Oct 2022

2022
2018 2019-2022 Final Rules
2009 NIDCD 2013 FDA - ; - - 20017 OTC FDA Creates Comments, Issued by
Working PSAP Draft e e et Delays FDA, OTC
Waiting for regs went
Final Rules into effect in
Oct

anor - Hearing Aid Mew Class II
Group Guidance TPt e Act Signed Self-fitting
HA Category
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WHAT ARE OTC HEARING AIDS?

*New classification approved by FDA and FCC.

*Does not require medical clearance.

*Does not require fitting by licensed audiologist or hearing
Instrument specialist.

Maximum output safety standard in place.

*Medical warning required on all packaging.

Length of warrant/insurance determined by individual states.
*Most have self-hearing screenings.
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WHO IS A CANDIDATE?

18 years and older.

*Mild to moderate hearing loss only.

«Symmetric hearing in both ears

*No history of tinnitus, dizziness, ear pain, or ear
drainage

*No history of ototoxic medication use

*No history of sudden hearing loss in the last 6
months
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SELF DIAGNOSED HEARING LOSS

Reflect on your hearing in quiet and noisy environments,
and check the column that best describes you:

This Best Describes Me

Quiet Environments

Noisy Environments

| have good to excellent hearing.

| do not have problems hearing
what people say.

| have difficulty hearing a normal voice.

| have good hearing; | rarely have difficulty
following/ participating in o conversation.

| may have difficulty following/
participating in a corversation.

| have difficulty hearing and
participating in a comversation.

| can hear speech if it is loud speach.

| can hear loud speech if it
is directly in my ear.

| have great difficulty hearing.

| canneot hear any speech or loud sound.

| have great difficulty hearing and
participating in a conversation.

| have very great difficulty hearing and
participating in a conversation.

| cannot hear any speech.

| cannot hear any speech or sound.

If you have selected an option in red text above, an OTC hearing aid may not

work for you, and you should consult with an audiologist.

U RUSH
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WHO IS NOT THE BEST CANDIDATE?

Who can wear OTC hearing aids?

OTC hearing aids will work if you have a mild o moderoie fou must consult o medical provider before buying an

hearing loss. They are not effiective for a moderaie o severe  OTC hearing aid if you hove any of the following medical
degmee of hearing loss. You must be 18 years or older to condiions:
wear OTC hearing aids. Children should never wear them.

= ear deformity

* fluid pus, or blood coming from the ear

* hearing loss or inging (tinnitus] that cocurs in only one ear or that is noiceably diffierent in one ear
» pain or discomiort in the ear

* history of escessive earwox or feeling that something is in the ear

» pain or discomiort in the ear

» sudden, quickly worsening, or fluctuating hearing loss

» wertigo or severe dizziness

Moke: Individuals with cogniiive or dexderity ssues may not be suliable condidates for OTC hearing

alds and should seek a consultation with an oudiclogist for hearing loss monoge ment.

Flease visit ASHA .ORG/ OTC-HEARIMNG-AID-TCOOLKEIT for more Informoation.
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OTC HEARING AIDS:
The Good

* Increased accessibility.

« Average cost: $1k for a pair.

* No additional medical/healthcare expenses.
* Bluetooth technology for smartphones.

* Introductory hearing device
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OTC HEARING AIDS:
The Bad

Poor self diagnosis

Risk of medical/health related going untreated.

Not appropriate for severe to profound hearing loss.
No true verification of appropriate amplification.

User-related challenges: dexterity, canal shape, technology
savvy, eftc.

Do not have advanced noise reduction technologies.

Can mask underlying problems causing delay actual
diagnosis and treatment

Can discourage patient to seek other treatment options if
benefit is not seen.

U RUSH
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THREE TYPES OF AMPLIFYING PRODUCTS

Over-the-Counter Hearing | Prescription Hearing Aids

Personal Sound

Amplification Products
(PSAPs)

Type of Product

Intended User

Conditions for Sale

Standards

Taylor et al ,2023

Medical device

Adults, aged 18 and older
with perceived mild to
moderate hearing loss

No medical exam, no
hearing test needed. Must
be 18 years or older

ANSI CTA 2051 (2017)
Specifies device
performance for
consumers

Medical device

Any age, any degree of
hearing loss

Purchase from a licensed
professional

ANSI $3.22 2014 (R2020)
Specifies test methods
and tolerances for
professionals who
compares to specs

Consumer electronic

Persons with normal
hearing who want
enhancement of sounds
in their environment

No conditions for sale per
FDA

No required standards

U RUSH
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OTC vs. Prescription Hearing Aid:

What Is the Difference?

oTC PRESCRIPTION
HEARING DEVICES HEARING AIDS

Fit by: self Fit by: licensed audiologist

Price: average ~<$1,000/pair ~$1 Ooo}pdr Price: = $1,000-$7,000/pair

Age: 18+ Age: 18+ Age: all

Hearing loss perception: approximated lhulng‘loumly: | Hearing loss diagnosis: confirmed through
by self through tools, tests, or software " mild to moderate ‘ comprehensive audiologic assessment

Design: Design: Design: includes customized
one-size-fits-most non-custom options discreet options

Return policy: Return policy: FDA proposing Return policy:
no requirement proposed by the FDA each state decides mandated in most states
return policy.
Verification of amplification levels: none Verification of amplification levels:
real ear measurements (REMs)
Hearing loss severity:

self-perceived mild to moderate ocsiints i e s

Selection process:
Selection process: self functional communication
assessment with audiologist

ASHA
ntar (OTC heonng od reguiations posted ir Oclober 201 e b M
ipdate the chan o kngly. Updoted 4/ 57 X024 s

U RUSH
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PRESCRIPTION HEARING AIDS
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OTC HEARING AIDS
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PSAPS

-..

@ RUSH Rush University System for Health | 10/24/2023 21



About 4-in-10 American adults perceive sound amplifiers and OTC hearing aids
to be different, similar among all groups.
Familiarity With OTC Hearing Aid & Sound

Amplifier Differences

A total
Net: Think there are differences ( mir&g;nnaj

| don’t think there are any differences
m | think there are a few differences but not many
m | think there are a lot of differences

| think they are completely different

m Mot sure

Total Those with Hearing  Those with a Loved
Difficulties One with Hearing
Difficulties
n=2228 n=1253 n=177 ‘)“‘““

Mew question for I yesr hence no sig lest
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PRODUCTS AVAILABLE ONLINE
ON AMAZON

Sponsored © Sponsored @

MSA 30X My Tone Sound Amplifier Rechargeable Hearing Aids for

BTE PSAD | 30X Amplification | Seniors Severe Hearing Loss, Earrck
Recharging Station, 6 Silicone Tips & Digital Hearing Amplifier with Noise
1 Cleaning Brush | Unisex | Right ar Cancelling,Hearing Aid with Magnet...

3.9 Wk i i vy v (427) 4.4 Yo drdekedr v (63)
200+ bought in past month
9%

$1 9900

)0 with coupon

.
e
R

Aimsumy Hearing Aids for Seniors
Rechargeable with Noise Cancelling -
Nearly Invisible Digital Hearing Aid
for Adults-Beige

4.6 e iededy v (117)
400+ bought in past month

$‘| 799

0 with coupon

Sponsored @
Lexie B1 OTC Hearing Aids Powered Hearing Aids, Mini Hearing Amplifiers DEO\;VELL E{‘R Hearl:ng Ald;i He?":‘g
by Bose - Bluetooth-enabled Hearing with Noise Cancelling, Rechargeable s S
Aids with Invisible Fit and All Day Hearing Aid for Seniors Into Ear No fNO'SSe clanczl:':g ’:tea;mg Amillﬁers

i or >eniors utts Hearin 0SS...
Comfort | Replaceable Batteries,... Squealing Hearing Assist Device wit... 9
3.9 EEEE I (153) 4.3 Yl i i lr v (169)

4.2 dododokeyy v (243) 300+ bought in past month

100+ bought in past month
MR 500+ bought in past month

*849® 198
$8999 Typical: $99:899
| with coupon

with coupon
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22 August 2023

ASHA OTC Hearing
Aid Survey YouGov +

Full Report
“Embargoed Until September 12, 2023, 6 a.m. EST.”

oy gl

Living Consumer Intelligence | business.yougov.com
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ASHA SURVEY: Published September 2023

Participants with perceived hearing loss and/or their loved ones
Sample size 2228

Adults 40+ year old

* Online survey lasting 10-15 minutes

OTC vs Prescriptive Hearing Aids
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More than half of American adults, 56%, acknowledge lacking excellent
hearing abilities, but just 8% have been treated.

Hearing Health

(Among total)

n=2228
Not Excellent Untreated hearing
Hearing (Net) — issues (Net) —
56% 48%

= My hearing is excellent
= My hearing isn't as good as it could be but don't think | need to be treated
*= | have difficulty hearing but haven't been treated

| have difficulty hearing and have been treated

N\ A
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A small portion of American adults or adults with loved ones facing hearing
issues chose not to use prescribed traditional hearing aids, most commonly
due to inconvenience, poor sound, cost and poor fit/discomfort.

Reasons for Not Using Traditional Hearing Aid
(Among those who prescribed traditional hearing aid and do not use)
n=36"

Inconvenient/A nuisance _ 36%
Poor sound quality/Don’'t work very well _ 36%
cost NG 33
Poor fit or discomfort [N 29%

Stigma/feel self-conscious - 14%
Tried different hearing assistive technology - 1%
No/Limited insurance coverage - 6%
Batteries died and have not been replaced . 6%

Fear of dependency 0%

@ RUSH ASHA OTC Hearing Aid Survey 2023  Rush University System for Health | 10/24/2023 28



Given recency of release, few have purchased an OTC hearing aid - just 2% of
those with hearing difficulties.

OTC Hearing Aid Purchase

(Among those/a loved one with hearing difficulties)

Purchased in P6M 2% 7%
<1%

m Yes, within the past month
mYes, 2 to 6 months ago
mYes, 7 to 12 months ago

Yes, More than an year ago
m Have not purchased

Those with Hearing Difficulties Those with a Loved One with
Hearing Difficulties

@ RUSH ASHA OTC Hearing Aid Survey 2023  Rush University System for Health | 10/24/2023 29



Nearly half of purchasers reported being highly satisfied with their OTC hearing
aids.

Satisfaction With OTC Hearing Aid Performance
(Among buyers of OTC hearing aids)

Top 2 Box (Satisfied) 46%

B 1 Extremely Satisfied
m2
m3

4

5 Extremely Dissatisfied

n=37*
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Customization followed by performance fuelled satisfaction levels for OTC
hearing aid purchasers.

Reasons for Satisfaction

(Among satisfied recent buyers)
n=20**

Ability to customize 61%

Perfarmance 51%

Affordability/Cost 45%

Comfort 44%,

The look of the hearing aids while wom 30%

Ease of purchase/access 22%

Other 0%

@ RUSH ASHA OTC Hearing Aid Survey 2023 Rush University System for Health | 10/24/2023 31



Lack of effectiveness and poor sound quality were cited as the main reasons
for dissatisfaction.

Reasons for Dissatisfaction
(Among dissatisfied recent buyers)

.r.|=?++

Effectiveness in addressing hearing difficulties T6%

Poor sound quality 76%

Fit issues (i.e., too tight or too loose)

11%

Uncomfortable to wear (i.e., painful or annoying) 10%

Lack of professional guidance -

Batteries died/need to be recharged often I 4%

Other . 9%

@ RUSH ASHA OTC Hearing Aid Survey 2023  Rush University System for Health | 10/24/2023 32



Perceived cost effectiveness and availability without prescription are key

preference drivers.

Reasons for Preferring OTC

(Among buyers and purchase intenders)

Buyers

n=37"

Intenders
h=241

They are less expensive

Can be purchased without prescription/appointment

Provide adjustable settings to suit individual hearing
needs

Look less noticeable

Provide satisfactory sound quality especially for
mild hearing loss

Are made by an electronics brand | like (i.e., Sony,
Bose, etc.)

Other

70%

63%

23%

17%

34%

e

6%

U RUSH
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OTC hearing aids are purchased both online and in store, though intenders are
more likely to say they will purchase in store.

Place of Purchase

(Among buyers and intenders of OTC hearing aids)

Buyers Intenders
n=37* n=241
Net: Online [ INEREEN o5 I 6o
An online-only retailer (Amazon) I 25% DN 39%
Hearing aid retailers [ 23% e 30%
Pharmacy or drugstore I 15% e 35%
Big box retailers (Walmart, Target, etc. ) [0 14% N 27%
Consumer electronic stores (BestBuy) I 8% O 1T%
Net: Instore | NEREEEEEEENNN 2°: - 19
Hearing aid retailers 00000 24% P 35%
Pharmacy or drugstore [N 22% P 52%
Audiologist or hearing aid dispenser [ 19% T 34%
Big box retailers (Walmart, Target, etc. ) I 13% P 43%
Consumer electronic stores (BestBuy) [] 8% N 19%
Other J] 3% B 8%

N\ A
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SUMMARY OF OTC SURVEY

 More than half of American adults 40+ state their hearing is not excellent
« Almost half of those who purchased the OTC devices were satisfied with their performance
« Top 3reasons not seeking professional help:
1. Hearing was deemed “not bad enough”
« 2. Not a priority
3. Cost
6 out of 10 American Adults believe OTC hearing aids and amplifiers to be the same
* Online survey
* Only 2% purchased OTC hearing aids

» Less than one year on the market when study was performed

@ RUSH ASHA OTC Hearing Aid Survey 2023 Rush University System for Health | 10/24/2023 35
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FUTURE OF OTC’S

 Hearing aid manufacturers are

joining with electronic and stereo o
companies
« Sharing research and development
of products s1gNIQ
e Creating mid level cost non custom

hearing aids that are self fitting, ReSound &N

rechargeable and adjustable by the
PH%D NAK

patient
@ RUSH rsity System for Health | 10/24/2023



SIGNIA AND SONY

= 2 styles

= 15-20 minutes to set up using Android or
Iphone

= Patient checks their hearing through a test in
the Sony Hearing App

» Results of the test determine which hearing
profile (4 profiles) the patient should have as
their programming

= Warns consumer to see a physician

$1299.99/pair

$999.99/pair

@ RUSH Rush University System for Health | 10/24/2023 38



PHONAK AND SENNHEISER

« Offer three types of hearing
solutions: TV Hearing,
Convesration Hearing, and All
Day Hearing

« Wireless connectivity to
phone and TV

* Multiple programs

Conversation
* Hearing $849.95

All Day Hearing $1399.95-$1499.95

db

TV Hearing $299.95

Rush University System for Health | 10/24/2023
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RESOUND AND JABRA

 RIC Style: Three different levels offering different amounts of noise
reduction

 Blue tooth and rechargeable

\.

$799.00 per pair $1195-$1995 per pair

@ RUSH Rush University System for Health | 10/24/2023 40



THINGS TO KEEP IN MIND...

« How much hearing loss does the patient have?
 Word recognition?

* Dexterity?

* Tech savvy?

* Realistic expectations?

 Ask an Audiologist!

@ RUSH Rush University System for Health | 10/24/2023 41
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OTC HEARING AIDS:
Healthcare Providers’ Role?

» Help guide patient to best communication strategies and
when an OTC would be a good/best option

* When needed, audiologist can provide services to
Improve chance of success with OTC hearing aids

= Orientation to maximize user proficiency

* Verification to ensure hearing aid is maximizing patient’s
access to speech
* Formal hearing test would be required

» Realistic expectations

@ RUSH Rush University System for Health | 10/24/2023 43



EDUCATION

#1. Help to reflect on
need.

#3:. Seek out guidance
from Audiology.

IS Needed

#2: Discuss the
ok evidence in support of
technology benefits.

— #4: Awareness of
I./T financial support and
- options

U RUSH
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