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Federal Trade Commission
Office of the Secretary

600 Pennsylvania Avenue N.W.
Suite CC-5610 (Annex B)
Washington, DC 20580

RE: Hearing Health and Technology —Workshop, Project No. P171200

The Hearing Industries Association (HIA) submits the attached commentsin
response to the panels presented at the April 18, 2017 Federal Trade Commission (FTC)
workshop “Now Hear This.” HIA appreciates the opportunity to provide input on the
many thoughtful remarks and opinions presented at the Workshop. The intent of these
comments is to address and respond to several points that arose during the Workshop.

HIA looks forward to working with the FTC, aswell as the Food and Drug

Administration (FDA) and other industry stakeholders to improve the well-being of
Americans with hearing loss.

Sincerely,

Gy o b

Carole Rogin
President
Hearing Industries Association
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Federal Trade Commission
Office of the Secretary

600 Pennsylvania Avenue N.W.
Suite CC-5610 (Annex B)
Washington, DC 20580

RE: Hearing Health and Technology —Workshop, Project No. P171200

The Hearing Industries Association (HIA) appreciates the opportunity to submit
additional comments on the Federal Trade Commission’s (FTC's) April 18, 2017 public
Workshop on hearing aids entitled “Now Hear This’ (“the FTC Workshop,” “the
Workshop”). HIA applauds the FTC for convening this meeting, which brought together
awide range of interested parties with different perspectives. While many of the
presentations at the FTC Workshop brought clarity to several key points, there were
several statements made to which HIA would like to further respond.

The objective of the Workshop was to address concerns with respect to the access
and affordability of hearing aids. Asdetailed in our initial set of commentsto the FTC
submitted on March 31, 2017, HIA understands and appreciates these concerns and the
need to address them. However, several panelists at the Workshop inaccurately
characterized the hearing aid industry, the accessibility and pricing of hearing aids, the
relevant technology, and the FDA regulatory scheme. HIA therefore takesthis
opportunity to respond to some of these comments.

The current situation is not as dire as many of the panelistsimplied. Technology
is flourishing, patient satisfaction isthriving, and information is abundant. And while
HIA recognizes that affordability is still an issue for some, it isafallacy to presumethat a
Personal Sound Amplification Product (PSAP) can currently replace the hearing aid.

Patient satisfaction has never been higher in the U.S. hearing aid market. As
discussed in HIA’s March 31, 2017 comments, MarkeTrak data shows an
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overwhelmingly high patient satlsfactl on rate. In 2016, patients reported overall
satisfaction at arate of 81% in contrast to 74% in 2008.) Consumer satisfaction with
current hearing aids is high and growing, with a 91% satisfaction rating for those
obtained since 2014; 77% for hearing aids obtained between 2010 and 2013; and 74% for
hearing aids obtained prior to 2010.? Based on more than 30 years of datafrom
MarkeTrak — atracking survey of the hearing aid market — overall satisfaction with
hearing aids is at its highest level ever. Consumer Reports supports this assertion with its
finding that nearly 73% of survey respondents were “highly satisfied” with their hearing
aids.®

Better products, in addition to better experiences with hearing care professionals,
contribute to the improving satisfaction rates. Asanumber of panelists discussed at the
Workshop, it isimportant not to understate the role of hearing aid professionals in patient
satisfaction. Ninety-five percent of hearing aid owners are satisfied with the
professionals that fit them.* In markets where there is no formal audiology education,
such as Japan, outcomes and patient satisfaction are quite poor despite the adoption of the
same hearing aid technology provided to hearing aid consumersinthe U.S.> Similarly, in
astudy of AARP members on the “ State of Hearing Health,” respondents stated that
“finding a professional with a high level of training on hearing issues’ was critically
important.®

The satisfaction rates with both products and professionals indicate that the
industry is meeting the needs of existing hearing aid patients. HIA acknowledges that
there is an unmet need to address. But contrary to assertions at the Workshop, this unmet
need will not be addressed simply by re-positioning consumer electronic products as
hearing aids under voluntary PSAP standards crafted by industry. And notwithstanding
the consumer electronic industry assertions, because they are intended to be used in the
treatment of a medical condition, hearing aids continue to be a medical device
appropriately regulated by FDA.

Barry Freeman, Personal Communication with Douglas Beck (Apr. 28, 2017); Harvey B. Abrams

& Jan Kihm, An Introduction to MarkeTrak | X: A New Baseline for the Hearing Aid Market,

22(6) Hearing Review 16 (May 15, 2015).

Abrams and Kihm, supra n.1.

3 Debbie Clason et a., Consumer Reports & Hearing Aids. Hear Well in a Noisy World, Healthy

Hearing (updated Oct. 2, 2015), http://www.healthyhearing.com/report/40211-Consumer-reports-

hearing-aids.

Abrams and Kihm, supra n.1.

> Barry Freeman, Personal Communication with Douglas Beck (April, 28 2017); JapanTrak 2015,
http://www.ehima.com/wp-content/upl 0ads/2016/02/JAPAN_Trak 2015-1.pdf.

6 AARP, TeresaKeenan, The State of Hearing Health: A Study of AARP Members, 14 (Dec.

2011), https.//assets.aarp.org/rgcenter/general/hearing-i ssues.pdf.
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1. Unmet need

Asnoted, several speakers at the FTC Workshop, including Acting Chairman
Maureen Ohlhausen, referred to the “unmet need” for hearing assistance. The vast
majority of people with untreated hearing loss are those with mild hearing loss.” As
shown in Figure 1 below, approximately 70% of people with profound or severe hearing
loss and 50% with moderate |oss have obtained hearing aids, but only 10% with mild loss
have. Therefore, the “unmet need” principally refersto a subset of potential patients —
those with mild hearing loss.

Market penetration

g Profound & severe

Maderate

Source WHO Sonove

Figure 1: Niels Granholm-L eth, Hearing Healthcare: Market Conditions Better Than
Perceived, Carnegie Sector Report (Jan. 27, 2017).

In discussions surrounding the proposal of Over-the-Counter (OTC) hearing aids,
the recommendation made by President’ s Council of Advisors on Science and
Technology (PCAST), National Academies of Sciences, Engineering, and Medicine
(NASEM), and selected presenters at recent FDA and FTC workshops, has been that
OTC hearing aids serve to address an “unmet need.” To do so, the suggestion has been to
make these hearing aids available to individuals with mild to moderate hearing loss. But

! Niels Granholm-Leth, Hearing Healthcare: Market Conditions Better Than Perceived, Carnegie
Sector Report (Jan. 27, 2017).
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the conflation of “mild to moderate” suggests that there is no difference between them in
suitability for OTC status. This assumption seriously underestimates the significant
communication challenges faced by those with moderate hearing loss, particularly those
at the more severe end of that range. Compared to those with mild hearing loss, those
with moderate impairment are likely to have greater sensory and neural damage leading
to significant difficulties hearing and understanding speech in quiet environments and
even more So in noisy environments or in the presence of multiple talkers. Even more
troubling is emerging evidence that links hearing loss to specific chronic conditions. For
example, as reported by Drs. Frank Lin and Luigi Ferrucci, hearing |oss was significantly
associated with reported falls with a 1.4-fold increased risk of an individual reporting a
fall over the preceding 12 months for every 10-dB increase in hearing loss.® According
to these data, an individual with a moderate hearing loss may have up to a4-fold
increased risk of reporting afall in the previous year compared to an individual with mild
hearing loss.

In alandmark study examining the relationship between hearing loss and incident
dementia, Lin and colleagues reported that, compared with normal hearing, the hazard
ratio for incident all-cause dementia was 1.89 for mild hearing loss and 3.0 for moderate
hearing loss.” Therisk of incident Alzheimer’s Disease al so increased with the severity
of loss at arate of 1.20 per 10 dB increase in hearing loss. Therefore, individuals with
moderate hearing loss could have over a 3-fold increased risk over time of an
Alzheimer’s Disease diagnosis compared to those with mild hearing loss.

Additionally, the comorbidity of hearing loss and diabetes, hypertension, and
stroke has been well-documented.™® The research on diabetes is varied: some reports
show mild high-frequency hearing loss, some low-frequency loss, and some no threshold
loss, but abnormal otoacoustic emissions or speech in noise resultsin all
reports. However, data from numerous studies using the NHANES database suggest that
individuals with diabetes are at elevated risk for significant hearing |oss when compared
to persons without diabetes.™* While mild-to-moderate hearing loss by itself may present

Frank Lin & Luigi Ferrucci, Hearing Loss and Falls Among Older Adultsin the United States,
172(4) Arch. Intern. Med. 369 (Feb. 2012).

o Frank Lin et a., Hearing Loss and Incident Dementia, 68(2) Arch. Neurol. 214 (Feb. 2011).

10 See, eq., Israel Lerman-Garber et al., Sensorineural Hearing Loss — A Common Finding in Early-
Onset Type 2 Diabetes Mdllitus, 18(4) Endocrine Practice 549 (July 2012); Herng-Ching Lin et
a., Sudden Sensorineural Hearing Loss Increases the Risk of Stroke: A 5-Year Follow-Up Study,
39(10) Stroke 2744 (Oct. 2008); Laurie Rolim et al., Interaction Between Diabetes Mellitus and
Hypertension on Hearing of Elderly, 27(5) CoDAS 428 (Sept. 2015).

Kathy Bainbridge, Diabetes and Hearing Impairment: An Epidemiological Perspective,
American Speech-Language Hearing Association (Mar. 2010),
http://www.asha.org/Articles/Diabetes-and-Hearing-1mpai rment-A n-Epidemiol ogical -

11
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little “disability,” it may, in fact, be an |nd|cator of moresgnificant health
conditions. Now that FDA hasindicated that the physician referral requirement in adults
considering use of amplification will no longer be enforced, this alone may present
patient risks. In sum, the difference between mild and moderate hearing loss is more than
asimple matter of “degree,” and the benefit to risk ratios are not the same. Therefore,
OTC hearing aids should be designed to address the unmet needs of patients with mild
loss rather than mild-to-moderate.

And with respect to the “unmet need” with mild hearing loss, as discussed in
HIA’sMarch 31, 2017 comments, a significant portion of people with mild hearing loss
do not want and do not believe they need a hearing aid."* Professional literature indicates
that many adults with hearing loss measured on an audiogram do not require hearing
aids.*® Specifically, adults with normal cognitive function have intact language, a sense
of turn-taking, world knowledge, vocabulary, and other adaptive and behavioral skills.
As such, many adults with mild hearing loss choose to “fill in the blank,” ask for a repeat
or re-wording, or place themselves strategically in the environment to maximize sensory
input (primarily hearing and vision). As Dr. Lucille Beck explained at the Workshop, the
fact that a patient has hearing loss as demonstrated on an audiogram does not mean that
he or she needs hearing aids.

Hearing aid recommendations are ideally based on communication needs,** and
communication needs cannot be predicted based on amild hearing loss. Each individua
must be assessed based on personal and unique needs. While some people with mild
high-frequency hearing loss may want or need help, others do not. Indeed, just as not all
people with dental problems seek dental care, and not all people with visual problems
correct their vision, there certainly are people with hearing loss and listening problems
who choose not to address these same problems for reasons of their own.

Further, acomplicating factor for adults with mild hearing lossisthat 10 to 15%
of normal adults without hearing loss report difficulty understanding speech in noise.®

Perspective/; Kathy Bainbridge et al., Diabetes and Hearing Impairment in the U.S.: Audiometric
Evidence from the National Health and Nutrition Examination Survey, 1999 to 2004, 149(1) Ann.
Intern. Med. 1 (July 2008).

12 MarkeTrak 9; Julia Calderone, Hearing Loss. No More Suffering in Slence?, Consumer Reports
(Feb. 2, 2017).

13 See Barbara Timmer, 1t May Be Mild, Sight, or Minimal, But It’s Not Insignificant, 21(4)
Hearing Review 30 (Apr. 9, 2014).

o FDA, How to Get Hearing Aids (Dec. 7, 2016),
https.//www.fda.gov/M edical Devi ces/ ProductsandM edi cal Procedures/HomeH eal thandConsumer/
ConsumerProducts/HearingAids/ucm181479.htm.

1 Silvia Ferrite et d., Validity of self-reported hearing loss in adults: performance of three single
guestions, 45(5) Revista de Salde Publica 824 (Jan. 2011); K.C. Calviti & L.D. Pereira,
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These people may indeed report or perce|ve hearing difficulty, but a hearing health
professional may discover more of alistening issue than a hearing issue.’® Here,
listening is the ability to make sense of sound while hearing is the perception of sound.
The ability to listen isthe result of hearing and cognitive processes: “listening is where
hearing meets brain.”*’ There are many reasons why an adult may “hear” but cannot
understand: auditory processing disorders, attention deficit disorder, attention deficit
hyperactivity disorders, auditory neuropathy spectrum disorder, or synaptopathy, for
example.® Therefore, this“unmet need” category discussed at length at the Workshop
may include both listening and hearing issues, in addition to those individuals who may
not want to obtain treatment. Simply providing an OTC option for such people will not
address their specific needs, especially those with moderate or greater hearing loss.

2. Cost

While cost isindeed areason that some people do not acquire hearing aids,
objective research and market analysis has shown cost is not the primary driver. As
noted above and as discussed extensively in HIA’ s previously submitted comments,
perceived need is the primary driver of hearing aid acquisition.”® Thisis supported by
both Consumer Reports and MarkeTrak data®® Similarly, a 2014 study released by the
Consumer Technology Association (CTA) showed that the most common reason for

Sensitivity, Specificity and Predictive Values of Hearing Loss to Different Audiometric Mean
Values, 75(6) Braz. J. Otorhinolaryngology 794 (2009) (showing that self-assessment
overestimates hearing loss preval ence, where many people who report hearing difficulty have
normal audiograms); Sergei Kochkin, MarkeTrak VIII: 25-year trends in the hearing health
market, 16 Hearing Review 12 (2009) (“people with mild hearing loss ssimply don’t use or
perhaps need amplification for their hearing loss” based on data showing 9% of people with mild
losses have hearing aids).

16 Kely Tremblay et a., Salf-Reported Hearing Difficulties among Adults with Normal

Audiograms. The Beaver Dam Offspring Study, 36(6) Ear & Hearing €290 (2015); Seong Jun

Choi et a., Effect of Low Frequency on Speech Performance with Bimodal Hearing in Bilateral

Severe Hearing Loss, 126(12) Laryngoscope 2817 (2016) (showing low correlation between self-

reported hearing loss and actual measured hearing 10ss.)

Douglas Beck and Carol Flexer, Listening is Where Hearing Meets Brain...in Children and

Adults, 18(2) Hearing Review 30 (2011).

Douglas Beck et al., Contemporary Issuesin Auditory Processing Disorders. 2016, 23(4)

Hearing Review 22 (2016).

Abrams and Kihm, supra n.1.

2 Julia Calderone, Hearing Loss. No More Suffering in Slence?, Consumer Reports (Feb. 2, 2017);
MarkeTrak 9, dide 133.

17

18

19



HIAWAN

Hear ing Industries Association
consumers with “alittle trouble hearl ng” not to seek medical care was not cost, but that
their hearing difficulties were not bad enough to warrant action.*

Real-life examples have supported the contention that cost is not the sole barrier to
hearing aid adoption. In many countries, hearing aids are available for free as part of
national healthcare systems; thisistrue of the Scandinavian countries, the United
Kingdom, and other nations within the European Union. Y et the uptakeisrarely higher
than 50% of eligible people.?? Indeed, no other country with a high degree of private
payers has higher penetration rates than the U.S.

The Workshop discussion, informed by the PCAST Report, cited the cost per pair
of hearing aids as $4,700 every five years.”® Thisfigure disregards the multitude of
lower cost options, such as Costco’s premium products available for $1799 per pair and
Walmart’'s hearing aids for $800 per pair. Asdiscussed in HIA’s March 31, 2017
comments, consumers can find a custom-fitted hearing aid with service for aslittle as
$500.%

It should also be noted that hearing aid payment assistance is available and legally
required in every state under Medicaid for children, and provided in some states for those
patients with hearing loss who cannot afford medical care.”® Additionally, 20% of all
hearing aid distributions in the U.S. are provided to veterans as a benefit for military
service while tens of thousands are distributed through other insurance companies.?
Consumer Reports states that its readers who purchased hearing aids spent an average of
$2,710 of their own money even though many may have hearing aid coverage of which
they are unaware, including federal workers and veterans.?” For those with private health

2 CTA, Personal Sound Amplification Products: A Study of Consumer Attitudes and Behavior,

CEA Market Research Report, 6 (Aug. 2014),

https://www.cta.tech/cta/medi a/policyl mages/poli cyPD Fs/Report-Personal -Sound-Amplification-

Products-A-Study-of -Consumer-Att.pdf.

With the exception of Denmark, Denmark’ s adoption rate was 53% in 2016. EuroTrak Denmark

2016, dide 3, http://www.ehima.com/wp-

content/uploads/2016/09/EuroTrak 2016 DENMARK .pdf.

See President’ s Council of Advisors on Science and Technology, Letter to President Obama, 2

(Oct. 2015) (“PCAST Report™),

https://obamawhitehouse.archives.gov/sites/defaul t/files/microsites/ostp/PCAST/pcast_hearing_te

ch_letterreport_fina.pdf.

2 Consumer Reports, Hearing Aid Buying Guide (Sept. 2015),
http://www.consumerreports.org/cro/hearing-ai ds/buying-guide.

» Medicaid Regulations (Jan. 2015),
http://www.hearingloss.org/sites/default/files’docss MEDICAID REGULATIONS.pdf.

% Stine Jacobsen, U.S Hearing Aid Sales Gain 6 Percent in June, Led by Veterans: Data, Reuters
(July 18, 2014).

2z Julia Calderone, 5 Ways to Cut Hearing Aid Costs, Consumer Reports (Feb. 2 2017).

22
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insurance, just over one-third saved money on their hearing aid purchase, as some
insurers (for example, Aetna) provide a discount plan through specific supply lines.?
Further, hearing aids and batteries qualify as alegitimate expense for consumers with
health savings or flexible spending accounts. Therefore, some consumers may share the
expense with third-party payers.

Undoubtedly some consumers struggle to pay for hearing aids, but are not eligible
for financial assistance; the cost may be too high for these consumers. But it isimportant
to note that the majority of the costs for hearing aids are for the service rather than the
deviceitself. Typically, only approximately one-third of the consumer’s cost is
attributable to the device itself; the other two-thirdsis the cost associated with a multitude
of crucial hearing aid-related evaluation, testing, treatment, and warranty services
provided by the hearing professional, often including “no-charge” multi-year follow-up
care to adjust and maintain the devices as needed.”® These same office visit costs would
necessarily be added to the total cost of a PSAP or OTC hearing aid should patients
require additional services and adjustments, which, the data show, is extremely likely.

3. Information costs and consumer accessto hearing aids

A theme throughout the Workshop was that consumers have little information
with which to make decisions related to hearing aid purchases. There was additionally an
assertion that the consumer has no opportunity to try hearing aids or their specific
features prior to purchase. Neither of these contentionsis accurate.

Information sources are plentiful and varied. In addition to commercial sites, one
can easly find information from the impartial American Academy of Audiology (AAA),
American Speech-Language Hearing Association (ASHA), Academy of Doctors of
Audiology (ADA), Better Hearing Institute (BHI), International Hearing Society (IHS),
Consumer Reports, FDA, the FTC, and more. Asreferenced several times at the
Workshop, the Hearing Loss Association of America (HLAA) publishes extensive
resources assisting consumers in the hearing aid acquisition process. Hearing Review
provides unbiased comparisons and reviews of hearing aids while Consumer Reports
provides helpful information to guide consumers to save costs. Similarly, BHI, the
education arm of HIA, provides a guide to purchasing a hearing aid, aswell as an

2 Id; See, e.g., American Hearing Aid Associates (AHAA), Y our Hearing Network,
https.//www.yourheari ngnetwork.com/.

2 Cathie Gandel, Why Do Hearing Aids Cost So Much?, AARP (Oct. 3, 2016); see also, Harvey
Abrams, You Say You Can Make a $100 Hearing Aid? Go Ahead!, Hearing Health & Tech.
Matters (July 10, 2013).
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extensive collection of informatlon about the hearing aid selection process and available
technology.

More than 30 states have adopted |aws that mandate trial periods of 30 days or
more, and many retailers have contract requirements, which allow the majority of
consumers to “try before they buy.” ** Costco, for example, has a national in-store policy
of a180-day return period.** Manufacturers offer these same types of programs, which
enable consumers to try different levels of technology at homeinreal life situationsin
order to determine the appropriate level of technology needed.* In general,
manufacturers absorb these costs related to the device while the professional may charge
anominal feeto cover their fixed costs of doing business. These professional fees are
often state-regulated.

4, Competition in the industry

While a common refrain, the contention that competition does not exist in the
hearing aid industry is plainly erroneous. There is vigorous competition between retailers
and between manufacturers. Consumers may purchase hearing aids from multiple
sources, including thousands of online retailers, speech and hearing clinics, hospitals,
national hearing aid centers (Beltone, Miracle Ear), doctors offices, Costco, Sam’s Club,
audiology offices, private hearing aid offices, Medicaid, and some not-for-profit
organizations. In addition, CV'S has just opened seven hearing centers within storesin
the Baltimore-Washington area, with plans to expand to 50 locations by the end of
2017.3 The U.S. Bureau of Labor Statistics reported that 6,221 retail businesses sell
hearing aids in the U.S. as of July 2014, aswell as 12,250 audiologists, and 5,570 hearing
aid specidists. **

%0 HLAA, Consumer Protection Laws (May 2013),
http://www.hearingl oss.org/sites/defaul t/fil esdocs/Consumer_Protection L aws.pdf.

3 As noted by Costco Corporate Counsel, Gary Swearingen at the FTC Now Hear This Workshop
(Apr. 18, 2017).

% Jan Metzdorff remarks at the FTC Now Hear This Workshop (Apr. 18, 2017); see also Amplifon,
Provider Resource Manual at 11 (“ Through the Amplifon Program, members receive a sixty (60)
day trial period, beginning the day of the hearing aid(s) fitting. If the member returns the hearing
aid(s) within the sixty (60) day trial period, there isafull refund issued with no restocking or
dispensing fee payment made to the Network Provider/Location”),
http://www.amplifonusa.com/documents/50585/82753/Provider+Resource+M anual . pdf/940cd83
3-603d-4ade-aac1-9d7a7fd864cf.

8 Brian Berk, CVS Pharmacy Opens Audio and Optical Centers, Drug Store News (Apr. 20, 2017).

i Wayne Staab, U.S Hearing Aid Market, Hearing Health & Tech. Matters (Nov. 17, 2015),
http://hearingheal thmatters.org/waynesworld/2015/u-s-hearing-aid-market/.
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Thereis aso robust competltl on Wlth respect to the manufacturing side of the
industry. While critics imply that the largest manufacturers control the market to the
exclusion of other manufacturers and artificially set prices high, six manufacturersis an
“unconcentrated” market with a healthy level of competition according to the Department
of Justice and the FTC’s own economic measures of market share concentration.*® And
in addition to the primary six manufacturers, there are numerous other hearing aid
manufacturers currently innovating and marketing in the hearing market. At last count,
there were 97 entitiesin FDA'’ s registered manufacturer database listed as manufacturers
of hearing aids, both wireless and air conduction.

Hearing aid manufacturers compete on technology, with first-to-market
technology innovations producing meaningful market advantage. Frequency lowering,
binaural beamforming, advanced feedback cancellation, and made-for-iPhone wireless
were al technologies that provided a competitive advantage to the first companies that
introduced them into the market. Major manufacturers spend significant resources on
research and development to support these competitive technology development efforts.

Additionally, hearing aid startup companies continue to introduce healthy
competition to the industry by bringing innovative technology to market. Earlens, Eargo,
and iHear are just three of many companies that are competing with innovative solutions
for people with hearing loss. Partnerships between major manufacturers and startups are
also providing a competitive technological advantage. The aspersions notwithstanding,
there is strong competition in the industry.

5. PSAPsand Hearing Aids are not the same

At the Workshop, representatives from the consumer electronics industry
repeatedly stated that PSAPs and hearing aids are technologically the same and
distinguished only by permissible marketing claims. It is accurate to state that FDA’s
regulations do not mandate an inherent difference between a hearing aid and a PSAP, as
the regulatory statusis based on intended use. Current PSAPs, however, are designed
only to increase amplification, and therefore do not treat hearing loss in the same way as
hearing aids.

Hearing aids are designed to meet the vast array of personal amplification needs
through flexible controls and sophisticated software. They are researched and devel oped
based on the principles and observations of decades of audiologic research. Hearing aid

® See U.S. Dep't of Justice, Herfindahl-Hirschman Index (July 29, 2015),
https://www.]ustice.gov/atr/herfindahl -hirschman-index.
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manufacturers have devel oped extraordl nari Iy sophisticated products, which include
rechargeable batteries, tiny batteries, adaptive directional microphones, digital noise
reduction, frequency compression and transposition, environmental classification,
feedback management, multiband compression, music processing, digital platforms that
perform more than 1 billion calculations per second, maintenance of interaural loudness
cues and timing cues, telecoils, BlueTooth, Near Field Magnetic Induction (NFMI), very
low distortion, and extended bandwidth (generally to 10/12K Hz).

Conversely, PSAPs, by definition, assist only with amplification. Dianne Van
Tasell of Bose Corp. explained at the Workshop that PSAPs do not currently allow for
customization. Further, she noted that PSAPs are not subject to the same quality systems
that hearing aids are; consumer electronic companies use quality systems that are not
sanctioned or approved by FDA.

Consumer electronic companies have emphasized their proposed standards. But
the standards devel oped by the consumer electronics industry make clear that PSAPs are
intended only for amplification. The scope of the CTA standards states that the standard
“includes technical performance metrics and associated target values for consumer
products that provide personal sound amplification and/or enhancement to a user.”*
Thus, the focusis on loudness rather than managing the complex auditory consequences
of sensorineural hearing loss.

PSAPs and hearing aids do share some of the same component categories, such as
multi-channel compression, noise reduction, feedback cancellation, and directionality, but
there are vast differences in the specific technology adopted. Thisis analogous to cars
and motorcycles. both contain engines and transmissions, but the engines and
transmissionsin a car are not the same as that of motorcycles.

Under the FDA regulatory framework, the consumer electronic industry’s
performance comparisons between PSAPs and hearing aids would be considered
misleading.>” PSAP manufacturers have said the products are interchangeable but have
not presented clinical data demonstrating comparable safety and efficacy between hearing
aids and PSAPs. Nor have they even demonstrated that their products address the
frequency and intelligibility issues critical to addressing hearing loss. Supporters of
PSAPs assert that PSAPs are safe and effective for the same intended uses as hearing
aids, yet have provided no datato support that assertion. Purported bench test studies do
not show how well PSAPs would address hearing loss when used by a consumer to self-

% ANSI/CTA-2051, Persona Sound Amplification Performance Criteria (Jan. 2017) (emphasis
added).
s See 21 U.S.C. § 352(a).
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diagnose and self-treat. Further, there are publlshed bench test studies that demonstrate
significant problems with PSAPs.*®

6. The safety and efficacy of PSAPsisunknown

Despite repeated assurances at the Workshop that PSAPs are safe and effective,
this has never been established. The long-term effects and impacts of PSAPs are
unknown. Studies have shown that many of the PSAPs currently on the market are
unsafe and may damage hearing,* and the literature on PSAP safety and efficacy in
clinical useisnonexistent. Even with the adoption of the CTA’ s voluntary standards,
PSAP manufacturers can choose not to comply and continue to market PSAPs with
unknown safety and efficacy standards. Voluntary standards do nothing to ensure the
safety of all PSAPs.

A speaker at the Workshop suggested that voluntary standards will cause the good
PSAPs to succeed while the bad PSAPs fail. However, thistheory contradicts both
economic principles and rea-life examples. Under Gresham’s law, “bad money drives
out good” based on an asymmetry of information.* I all bad products are passed off as
good, abuyer will pay only the fair price of the bad product to reduce the risk of
overpaying. Therefore, the bad product is purchased more than the good product, and the
good product is priced out of the market. This exact scenario happened when the well-
designed but comparatively costly PSAP Soundhawk eventually exited the market.**
While the Soundhawk has been called “the best performing PSAP,” it was more
expensive than competitors and failed commercially; it is no longer marketed.*

Hearing loss is a medical problem. Treatment of this medical condition requires a
medical solution. While PSAP manufacturers claim they can provide such a solution,
they desire to do so without regulatory oversight. A significant part of the FTC’ s mission
isto ensure claims are supported by adequate scientific evidence. The FTC has aduty to
protect people with hearing loss from false and misleading claims. 1f PSAPs have free
rein to make hearing loss claims, the proliferation of hundreds of types of PSAPs with

8 Chase Smith et al., PSAPs vs Hearing Aids. An Electroacoustic Analysis of Performance and
Fitting Capabilities, 23(7) Hearing Review 18 (June 14, 2016).

According to arecent Consumer Reports article, “these devices have the potential to cause
additional hearing damage by overamplifying sharp noises, such as the wail of afire engine” and
“[PSAP machines that cost less than $50] don’t seem to help much—if at all—and could actually
further diminish your ability to hear.” Julia Calderone, Can PSAPs Help Your Hearing?,
Consumer Reports (Feb. 2, 2017).

40 J. Taylor, Gresham’s Law, The Encyclopedia of Central Banking (2015).

“ The Soundhawk was advertised as $299.

42 Smith et al, supra n.38.

39
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their own claimswill raise regul atory and resource challenges to the FTC and product
quality challenges for consumers.

Conversely, hearing aid manufacturers have an excellent track record of safety,
and their products are safe and effective. There are virtually no reports of damage
secondary to hearing aids dispensed properly through hearing health professionals. For
nominal cost — approximately 20 cents per $1,000 — hearing aid manufacturers have
complied with FDA’s Quality System Regulations to ensure the safety and efficacy of the
products.

To be clear, PSAPs and the proposed OTC hearing aid class are not intended to be
interchangeable. OTC hearing aids, by definition, will be medical devices. Asdevices,
they will need to meet FDA'’s safety and efficacy requirements, as well as substantiate
their claims.

7. Entry level vs. premium products

Some discussion at the Workshop questioned the benefits of premium hearing aids
in comparison to entry level hearing aids. HIA would like to clarify that there are,
indeed, technical differences between the product segments. As Jan Metzdorrf discussed,
these differences are distinguishable to users based on lifestyle factors, such asthe
variable environments in which they are used. For example, the very best noise reduction
circuits are available only in premium hearing aids. Additionally, the maintenance of
gpatial cues (interaural loudness and timing differences), which help patients know where
to focus their attention and thereby improve speech in noise, are features available only in
higher level products. Similarly, multiple wireless systems such as NFM|I and Bluetooth
(BT) are available together only in premium products.

Of note, many of the features currently available in “entry level” products were
available in premium products just afew years ago. The value of products available at all
price points continues to increase as the devel opment and application of new technologies
isincorporated into entry level unitswithin arelatively brief time frame.

Dr. Jani Johnson, on the Innovationsin Hearing Panel, explained a University of
Memphis study that purportedly showed that there was no satisfaction difference between
entry and premium level hearing aids; the study noted that there is no information
provided on feature benefit and no validation done. But thisisnot so. All major
manufacturers thoroughly test their technology and have extensive education programsin
place; however, thisinformation is directed to audiol ogists rather than patients.
Explanations regarding how the technology works, how it differs from other
technologies, the clinical protocols used, the outcome data obtained, and the types of
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hearing loss that benefit from the technol ogy are made avallable in various forms,
including in trade journals, scientific conferences, professional organization conventions,
and peer reviewed journals.®®

8. CTA standards

Bill Belt of CTA discussed the CTA-devel oped voluntary standards for PSAPs
(ANSI/CTA-2051) at the FTC Workshop, and he emphasized that “ most hearing aids
would fail” the voluntary standard. That may be so, as hearing aids were not designed to
pass this arbitrary standard, but passing of the standard does not ensure that a PSAP user
with hearing loss would benefit.

Significantly, these standards were drafted by the very industry they are intended
to control without any third-party engagement. The standards document does not
acknowledge any other contributors, though previous reports by Mead Killion stated that
the CTA PSAP Committee includes unnamed “ representatives from manufacturers, test
labs, & other industry organizations.”**

Mr. Belt and Mr. Killion have both suggested that these PSAP standards are better
for the hearing industry because “ existing hearing aid standards describe how to measure
hearing aids, but are completely silent on what they should do.”* Buit thisis not so. For
decades, FDA has used ANS! standard testing to define terms and performance standards
using a common, agreed-upon set of definitions, terms, and performance parameters.
This standard also includes labeling. Because of the sophistication and flexibility of
modern digital hearing aids, ANSI standards have never been intended to be used to
describe how hearing aids should work or what they should do.

Review of the voluntary standard (ANSI/CTA-2051) reveals three categories of
standardization levels to be considered (only Categories 1-2 values must be reported;
Category 3 reporting is limited to presence/absence of the technological capability).

4 See, e.g., Mandy Mroz, Hearing Aid Technology, Healthy Hearing (May 9, 2017); Douglas L.
Beck & Nicolas Le Goff, A Paradigm Shift in Hearing Aid Technology, 23(6) The Hearing
Review 18 (May 20, 2016); Brent Edwards, The Future of Hearing Aid Technology, 11(1) Trends
in Amplification 31 (Mar. 2007).

a“ Mead Killion and Gail Gudmundsen, New CTA PSAP Quality Standard, Presentation at ADA

Audacity Conference at slide 6 (Nov. 12, 2016),

http://www.audiologist.org/ resources/2016 presentations/Disruptivelnnovation-Killion.pdf.

Id. (emphasis omitted).

45
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Category 1 Criteria— Performance Measurement lelts (Val ues must be reported)
4.1 Freguency Response Bandwidth
4.2 Freguency Response Smoothness
4.3 Maximum Acoustic Output
4.4 Distortion Control Limits
4.5 Self-Generated Noise Levels

Category 2 Criteria— Measure & Report Value (Values must be reported)
4.6 High Frequency Gain Provided

4.7 Battery Life

4.8 Latency

4.9 RF-lmmunity

Category 3 Criteria— Features (I dentification only — no performance requirements)
4.10 Fixed or Level Dependent Frequency Equalization — Tone Control

4.11 Level Dependent Gain/Compression

4.12 S\NR Enhancement

4.13 Noise Reduction

4.14 Feedback Control/Cancellation

4.15 Personalization

4.16 Device Coupling to the Ear

4.17 Wireless Connectivity

Examination of the data for sections 4.2 and 4.3 in Category 1 reveals why hearing
aids may “fail” the voluntary standard, when in fact, they are doing exactly what hearing
aids should do: provide high-frequency emphasis amplification to compensate for hearing
loss for patients with awide range of hearing losses. For example, the standard reads:

4.2 Frequency Response Smoothness (Category 1)

Freguency Response Smoothness of a sound reproduction system relates to
user experience of fidelity or consistent performance across frequency. A
limit on maximum deviation is specified to ensure that sufficient smoothness
is achieved. No single peak in the one-third-octave frequency response
shall exceed 12 dB relative to the average levels of the one-third-octave
bands two-thirds octave above and below the peak. Example: A peak at 1.6
kHz should be compared to the average of the 1.0 kHz and 2.5 kHz one-
third-octave levels. The frequency response evaluated for this parameter
shall be the diffuse field corrected one-third-octave frequency insertion
response as specified in 4.1.
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Frequency response smoothnessis useful for listening through speakersin the real
world. Hearing aid manufacturers and their component manufacturing partners have
devoted considerable resources to create a targeted peak at the 2500-3500 Hz region to
compensate for the loss of the ear’ s natural resonance when adevice or earmold is
inserted into an ear canal (i.e., insertion loss). The restoration of this resonance peak,
which has been employed by every hearing aid manufactured throughout the world in the
last several decades, maximizes the perception of fidelity and naturalness of the amplified
sound. The fact that the CTA standard places a premium on smoothness at the expense
of restoring the ear’ s natural resonance is a stark indication of the fundamental difference
between consumer electronics (e.g., speakers) and hearing aid technology. Thereisa
correction for CORFIG (coupler response for flat insertion gain) built into the standard,
but the methods used to make the correction are not clear and therefore subject to
misinterpretation.

Also, Section 4.3 from the voluntary standard reads as follows:

4.3 Maximum Acoustic Output (Category 1)

Maximum Acoustic Output relates to user comfort, in particular to avoid
uncomfortably loud sounds. A criterion for maximum output provides a
minimum performance standard for user comfort. The maximum OSPL90
output level shall not exceed 120 dB SPL measured in a 2cc coupler. Refer
to ANS S3.22-2014 for OSPL90 measurement conditions.

Note: A 120 dB SPL measured in a 2cc coupler is equivalent to a level of
approximately 115 dBA referred to the sound field. See Annex A for more
information.

In fact, although standard hearing aids available today will not have maximum acoustic
outputs in excess of 120 dB SPL in the 2-cc coupler, devices that use “power” receivers
designed for individual s with more severe hearing loss will provide levelsin excess of the
CTA standard levels. Again, while this would represent a “failure” to meet the standard,
it would achieve exactly what hearing aids are designed to do: compensate for hearing
loss.

Finally, Section 4.5 reads as follows:

4.5 Self-generated Noise Levels (Category 1)

Self-generated noise relates to noise at the device output that is not present
in the input sound. Such noise can potentially mask soft but desirable
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sounds. A criterion for maximum self generated noise provides a minimum
performance standard. Self-generated noise shall not exceed 32 dBA
(equivalent SPL) referred to the input. Output shall be measured in a 2cc
coupler. Methods that artificially lower the apparent noise floor (e.g.,
auto-muting, downward expansion) shall be disabled during testing.

The analogous measure used in hearing aid standards is “ Equivalent input noise (EIN),”
which describes the difference between the coupler SPL with no input signal and the
HFA gain for a50 dB input SPL. The measures used to derive the minimum
performance standard are incomplete and do not instruct how the microphone and/or
vents should be occluded during testing, what input signal level is used for comparison,
nor what the appropriate volume control setting (if applicable) should be, al of which
may impact findings significantly.

In summary, the technical standards are designed for quality control purposes and
to ensure sound amplification or enhancement to a user, meaning the standard only
ensures the product makes sounds louder. Thereis no discussion of audibility,
intelligibility, or assistance in hearing. Furthermore, the three examples from the
standard illustrate that while current hearing aids may fail the standard, it is because they
are designed to amplify sounds for individual hearing losses rather than provide “flat”
insertion gain.

Finally, and perhaps most significantly, the standard states that the existence of
this standard does not “ preclude any member or nonmember of the [CTA] from
manufacturing or selling products not conforming to [it].” In other words, it is purely
voluntary, and members can ignore the standard with impunity. As discussed in point 6,
voluntary standards are meaningless from the perspective of ensuring safety and efficacy.

9. FDA'’sregulations and standar ds apply to morethan only six companies

During the Workshop, Bill Belt also stated that FDA hearing aid regul ations apply
to only six companies. Thisisincorrect. While there are six manufacturers who hold the
maj ority of market share, there are 97 companies registered as hearing aid manufacturers
with FDA. FDA'’sregulatory authority extends to al 97 manufacturers and would apply
to any other future hearing aid manufacturers. Notably, FDA regulations have not
impeded an outpouring of technological upgrades and breakthroughs.
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Furthermore, the reason that FDA regulations do not apply to the consumer
electronic companies and devices currently classified as PSAPs is because these
companies have labeled their products as “ PSAPs,” thereby avoiding FDA regulation.
Any product intended for the treatment of hearing loss constitutes a medical device under
the purview of FDA. Any consumer electronic company can sell its product as a hearing
aid. They would simply have to comply with the regulatory system established by
Congressto ensure that devices are safe and effective.

10. Hearingaidsarenot comparableto eye glasses

Hearing aids are often compared to eye glasses, but thisis not an apt comparison.
This comparison ignores the fact that vision and hearing (and vision loss and hearing
loss) are different physiological and pathophysiological processes. Sensorineural hearing
loss is similar to macular degeneration in that both affect the sensory structures. It isnot
akin to presbyopia, which is routinely addressed by consumers using OTC reading
glasses.

Although reading glasses are generally available without a prescription, glasses to
correct other vision defects do require a prescription. Most —if not al — eyeglass vendors
will not distribute eyeglasses correcting near-sightedness without a prescription dated
within the last year from avision professional. For this reason, many Americans
routinely have their vision checked by professionals. These eye examinations generally
include checks for other medical conditions, including glaucoma, cataracts, and macular
degeneration, which are identifiable by medical professionals.

By way of comparison, very few Americans visit hearing professionals for routine
hearing eval uations, except for those who need or wear hearing aids. Statistics show that
only 28.6% of adultsin the U.S. (aged 20 to 69 years old) in the last five years had a
hearing examination, whereas an estimated 46% of the U.S. adult population had an eye
exam in the year 2015 (a much more restricted period).*®

% Recent hearing exams: adults 20-69 years, Health Indicators Warehouse,

https://www.healthindi cators.gov/I ndi cators/Recent-heari ng-exams-adul ts-20-69-

years 748/Profile/Data (visited at
https://web.archive.org/web/20160513155408/https.//www.heal thindi cators.gov/Indicators/Recen
t-hearing-exams-adults-20-69-years 748/Profile/Data); Vision Council Research, U.S. Optical
Overview and Outlook at slide 6 (Dec. 2015),

https://www.thevisioncouncil.org/si tes/defaul t/fil es/Q415-T opli ne-Overvi ew-Presentation-Stats-
with-Notes-FINAL.PDF.
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The consequences of purchas ng the Wrong pair of OTC reading glasses are
benign. Consumers can quickly try multiple strengths in the store to seeif one seemsto
work. If someone purchases a pair of reading glasses that turns out to be inappropriate
for correcting far-sightedness, the user will easily recognize that his or her vision has not
been sufficiently corrected, no further harm to the person’s vision will be caused, and the
user will likely visit avision professional to determine whether there is a better solution.
In contrast, an individual with hearing loss who purchases a PSAP could damage his or
her hearing further by increasing the volume to dangerous levels, or by continuing to use
an ineffective product in the erroneous belief that it is helping. Furthermore, the
consumer may think that if an OTC hearing aid or PSAP does not work, there are no
aternatives that would remediate their hearing problems. In that situation, even a
medical condition that is causing the hearing loss would not be recognized during the
self-diagnosis process, and treatment may never be sought.

FDA hasrejected the analogy between OTC hearing aids and OTC reading
glasses. Dr. Eric Mann, the Clinical Deputy Director for FDA'’ s section for Ophthalmic
and Ear, Nose, and Throat Devices, noted in a 2014 speech that, in addition to not
providing any benefit for more serious vision problems, reading glasses do not mask any
more serious vision problems (like glaucoma, cataracts, or macular degeneration).
However, Dr. Mann noted, PSAPs — and, for that matter, OTC hearing aids — could mask
more serious conditions. An apparent improvement in hearing could cause the consumer
to skip or delay the intervention necessary to address serious underlying conditions.*’

Thereisyet another distinction. Eyeglassesrely on a stable, mature technology.
The eyeglasses sold today do not fundamentally differ from those sold centuries ago.
Curved lenses correct for defects at the front part of the eye by changing the point of
focus on the retina. As noted above, hearing aids have undergone dramatic changesin
the past decade, and more innovation is forthcoming. Hearing aids must employ
sophisticated signal processing to compensate for damaged sensory and neural structures.
Whereas most visual images are static (e.g., |etters on a page), auditory images are
changing thousands of times per second in all directions. The hearing aid must work in
concert with the brain to not only make speech clearer, but to selectively focus on what is
important and tune out what is distracting. In order to achieve this, hearing aids
incorporate features such as adaptive directionality, noise reduction, environmental
classification, multichannel amplitude compression, and ear-to-ear digital streaming.
Thislarge, increasing technological gap between simple, stable eyeglasses and complex,
evolving hearing aids is another reason why the analogy is inapt.

47

Eric Mann, FDA Regulation of Hearing Aids.
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As Jan Metzdorrf explained dUI’I ng the Workshop, hearing aids are more
analogous to a prosthetic limb, as both require fitting, training, and rehabilitation.*®
Success with each is aso highly dependent on cognitive abilities. These are not attributes
of eyeglasses.

11. Stigma

Admittedly, hearing aids have had an associated stigma. HIA and manufacturers
have worked diligently to reduce stigma through changing style, size, color, and related
developments. Of course, as an industry, we welcome and celebrate the removal of
stigma-related barriers to hearing aids. To that end, there are ample variations of hearing
aids on the market, including the fun and flashy kinds Ms. Liu described during the
Workshop and the barely visible kind. Consumers have a choice about whether to
embrace their hearing aids or hide them, and it is not the manufacturer’ s role to mandate
which type of hearing aid isworn.

One implicit suggestion was that hearing aids could be renamed to remove the
associated stigma. There was some discussion about the term “hearables’ to describe
electronic products that may be worn in the ear for multiple purposes. The discussion
also highlighted how the term isimprecise. Hearing aids— OTC or otherwise — are
electronic devices intended for people with hearing loss for the purpose of better hearing.
While the term * hearables’ may sound cool, replacing “hearing aids’” with “wearables’
will add significant confusion to the market and do nothing to address the issues the FTC
IS considering.

12.  Manufacturersdo not trick patients on websites

The consumer information panel of the Workshop included some discussion of
manufacturer websites allegedly “tricking” patients. Of note, Barbara Kelley told of her
experience on WebMD, which reportedly redirected her directly to a manufacturer
website after afailed hearing screening test. We could find no such hearing screening
test on WebMD. What we did encounter was a banner for one manufacturer at the top of
the WebM D page that was clearly marked as an advertisement. Clicking on the banner
takes the consumer out of WebMD and into the clearly identified manufacturer’ s website
where the consumer can take an online hearing test. Furthermore, six of the top seven
Google hitsfor “online hearing test” unambiguoudy identify the manufacturer or
distributor offering the test. The seventh siteis not affiliated with any manufacturer.

8 SeeNat'| Acads. of Scis., Eng' g, and Med., Dan G. Blazer et a., Hearing Healthcare for Adults:
Priorities for Improving Access and Affordability 4, 211 (2016) (“NAS Report”).
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These practices could hardly be deSCFI bed as “trickery;” on the contrary, the process for
the consumer could not be any more transparent.

Furthermore, HIA and its manufacturers are unaware of any advertisements
designed to “scare” patients. While the citation of dementia studies to entice consumers
to buy hearing aids was also cited on the consumer information panel, we could not find
examples of these types of advertisements.*® We did find discussions of the link between
hearing aids and dementia on several blogs, including both those of AARP and
manufacturers, but these were not in the context of advertisements.

13. Manufacturers*“lock” hearing aids

A hurdle mentioned at the Workshop is that hearing aids may be “locked,” which
limits transferring service to another provider. When a hearing aid is “locked,” it means
that the software can be accessed only by professionals who have been trained on and
dispense that particular brand.®® Locking does not limit a patient to a particular office; it
restricts adjustments to those providers who have been trained on that specific device.
All hearing aid manufacturers have unique software, and locking is merely atool to
ensure that only trained persons can access the controls. Of note, most practices dispense
products associated with several different manufacturers, and as such, those practices
have the ability to access controls across many models of hearing aids. Therefore,
“locking” isnot as limiting as it sounds and actually provides patients with the assurance
that the hearing healthcare professional has experience with specific brands of hearing
aids.

To be clear, most hearing aids are not locked, and programming information can
be shared between professionals provided appropriate HIPAA guidelines have been
followed.

49 It should be noted that the NAS Report did acknowledge the link between untreated hearing |oss
and therisk of dementia. Id. at 3, 57, 273.

See, eq., Starkey Hearing Techs.,, Inspire Overview: Device Access Settings (2015) (“Device
Access Settings locks hearing aid fitting data to prevent unauthorized users from making any
modifications and unlocks hearing aids that are locked”),

http://www.starkeyhearingtechnol ogi es.com/inspirehel p/st-

pl/Fitting/Device Access Settings.htm.
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Conclusion

HIA appreciates the opportunity to comment further and respond to the FTC
Workshop on these important topics. We look forward to working with the FTC, FDA,
and other stakeholders to improve the outcomes for and enhance the well-being of
Americans with hearing loss.
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