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= |f you are viewing this course as a
recorded course after the live webinar, you
can use the scroll bar at the bottom of the
player window to pause and navigate the
course.

= This handout is for reference only. It may
not include content identical to the
PowerPoint. Any links included in the
handout are current at the time of the live
webinar, but are subject to change and
may not be current at a later date.
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A.U. Bankaitis, PhD

Vice President
Oaktree Products, Inc.

Learning Outcomes

After this course learners will be able to:

* List two specific regulatory differences
between PSAP and hearing aid.

* Discuss real-ear probe mic differences
between PSAP and hearing aid performance
based on current research.

* Explain one current limitation of PSAPs
described as appropriate for adults with mild
to moderate hearing loss.
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Objectives

* Legislative landscape
* Recent comparison studies

FDA

* February 2009

—Guidance document
—Hearing aid vs PSAP
— Not applicable for hearing loss
— Amplify environmental sounds

e November 2013

—Intended Use
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Poor DISTRIBUTION

models of hearing aids
Rx Example 1

(single vision no astigmatism)

Eye SPH CYL AXIS
o +1.25
oS +1.00

Notee NV O

9 B DA

FOUR KEY RECOMMENDATIONS

orC

€¢ @*/ﬁr

Rx Example 1

For age- relat
hearing loss
(single vision no astigmatism)

Eye SPH cyL AXIS

op +1.25 5 )
oS +1.00 o
ADD

Note: NVO
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STATUS
* MEDICAL CLEARANCE (“‘a\ %

— Dec 7, 2016: FDA Eliminates Hearing Aid Medical
Clearance Regulation — Effective Immediately
* OTC Hearing Aid Act
—July 12, 2017: passed by US House

— August 4, 2017: bill approved by US Senate
— August 23, 2017: signed into law by President

Objectives

* Legislative landscape
* Recent comparison studies
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Laboratory Comparison of PSAPs &
Hearing Aids

Hearing Aid Research Laboratory, University of Memphis

PREMIUM PSAP

>0 OO O©

Xu, Johnson, Cox, & Breitbart 2015

Speech Noise Music
®mPSAP = ENTRY =PREMIER

Mueller 2015
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PSAPs vs Hearing Aids:

An Electroacoustical Analysis of Performance & Fitting Capabilities

HearingReview

* Low-end vs High-end
e Electroacoustic

O""'do"i Analysis
| * On-ear fitting

capabilities

Smith, Wilber, & Cavitt 2016

PSAP Hearing Aid
./// .\\.\
H W o

| ¥ i d a’b A H
G e 8 Soundhawk A |
H ws Pokez;lker ® G
E /\\‘\\\“ Etymotic Bean o’ H
N /6¢ J-_} E
D . '\." N
5 © ] D

\g// Phonak

SWSEs-1b Bolero V90-SP

L L
o : . d o
wo{ L : ‘ ES w
E N, o Earmachine A - E
\ S Hansaton @ _ N
o Cyberscience Bae¥?gs§a MD Hearing

$1- : 5,599 ! Aid Pro

$49 W o

L XTE Woodland Whisper ¥ Smith, Wilber, & Cavitt 2016

conTinu(Es

11/1/17



11/1/17

Flat & Gently-Slop

ne If
Device Category || Very Mild| Mild |Moderate - Severe | | Severe Il | Profound

LINX2 9 HE HA

Solero V90 HE HA

Base m2 LE HA

Sounchawk | HE PSAP

EarMachine | LE PSAP

SWS CS10 | HE PSAP

8ean HE PSAP

Pocketalker | HE PSAP

MD HA Pro LE HA

Cyberscience]| LE PSAP

Whisper LE PSAP

Device Category |

LINX2 9 HE HA

Bolero VS0 HE HA

Base m2 LE HA

Sounchawk | HE PSAP

EarMachine | LE PSAP

SWS CS10 | HE PSAP

8ean HE PSAP

Pocketalker | HE PSAP
MD HA Pro LEHA

Cyberscience]| LE PSAP

Whisper LE PSAP
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PSAP Hearing Aid
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Standard Audiometric Configurations
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Smith, Wilber, & Cavitt 2016
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Objective Analyses & Comparison of

PSAPs
* 10 PSAPs/OTC
POSTER SESSION  B¥:-13V/ (NAL targets)

Reed, Betz, Grabowski, Korczak, Lin, & Mamo 2015

Pilot Electroacoustic Analysis of a Sample of
Direct-to-Consumer Amplification Products

MD
BEAN-T | CS-50+ | LifeEar | Hearing
Aid Air

SONG
SOUND TWEAK TWEAK

BIRD MSA30X
HAWK BASIC  FOCUS ULTRA

 MOST MATCHED TARGET +/-10 dB SPL (5 of 9)
* THREE +/-5 dB SPL (at least 5 of 9)

Reed, Betz, Lin, & Mamo 2017
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PSAP ‘ Hearing Aid
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PSAP Hearing Aid
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Etymotic Bean VitaSound Joss, Valente, Oeding, Bankaitis & Pumford 2017

Standard Audiometric Configurations

~&-Aud 1
-#-Aud 2
~@-Aud 3
-B-Aud 4
~-O-Aud 5
--Aud 6
-o-Aud 7
~A-Aud 8

o---0

Voss, Valente, Oeding, Bankaitis & Pumford 2017
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Objective Analyses & Comparison of

PSAPs
* Pilot data

* Speech-in-noise
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Reed, Betz, Grabowski, Korczak, Lin, & Mamo 2016
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Reed, Betz, Kendig, Korczak, & Lin 2017

GENERAL CONCLUSIONS

* Hearing aids perform better than PSAPs in
meeting NAL-NL2 targets

* Some PSAPs show comparable scores on
speech in noise tests to hearing aids

* Some PSAPs may be appropriate up to a mild
hearing loss

conTinuEy

11/1/17

16



50.00%

Potentially Offer PSPAs?

45.00% +

40.00% +

35.00%

30.00%

25.00% +

20.00% +~

15.00% <

10.00%

5.00%

O

0.00% +

YES CONSIDERING NO NOT SURE
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Potentially Offer PSPAs?

YES CONSIDERING NO NOT SURE
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Potentially Offer PSPAs?

ENO
QOYES

CLINIC OFFER
PSAPs NOW?

conTinulEy

11/1/17

18



Change in Business Practices?

Yes, definitely I : l 16.97%
ves, probaby. | (M 36.55%
No, probabiy o | (RN > 0%

No, absolutely not - 8.09%

Don't know I ‘ ' 113.58%‘

¥ —¢ ¥ ~ ¥ 2 L r v
0% 5% 10% 15% 20% 25% 30% 35% 40%

GENERAL CONCLUSIONS

* Hearing aids perform better than PSAPs in
meeting NAL-NL2 targets

* Some PSAPs show comparable scores on
speech in noise tests to hearing aids

* Some PSAPs may be appropriate up to a mild
hearing loss

* Huge variability in price, features, quality &
performance

* DO YOUR DUE DILLIGENCE
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A.U. Bankaitis, PhD

au@oaktreeproducts.com
800.347.1960
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