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The author believesthat OTC/DTC hearing aids have their place. However, for the majority of
adults with mild-to-moderate age-related hearing losses, a guided process including fitting
verification and auditory rehabilitation is needed to achieve maximum benefit with amplification.
Consumers with mild-to-moderate age-related hearing losses should be directed toward those
professional care practices that offer these services, not away from them. Here' s a point-by-point
argument against the PCAST’ s recent conclusions and recommendations.

Asits nameimplies, the President’ s Council of Advisors on Science and Technology
(PCAST) exists to provide our executive branch of government with expert counsel on scientific
and technological issues pertinent to the American public. In their October letter report to the

President," PCAST laid out their views regarding hearing technology and the existing mechanisms
for its delivery and use. Based on those views, they offered the President certain recommendations,
including modifications to existing and proposed FDA regulations regarding hearing aids and
personal sound amplification products (PSAPs) and suggestions that consumers with mild-to-
moderate age related hearing loss are particularly suitable for self-diagnosis and treatment.

Since documents such as these are created to direct the thinking of key influencers within our
government, their importance cannot be understated. However, it islikely very difficult for anyone
not immersed in thisindustry or profession to see beyond the conclusions PCAST has drawn to a
deeper picture, and therefore, a deeper understanding of the circumstances this letter isintended to
influence.

It isfrom this perspective that the following counterpoints to several of the key conclusions
articulated in the PCAST letter are offered. Hopefully, these counterpoints will provide others who
read the PCAST letter with some additional perspective and understanding.

1) “PCAST believesthat cost isthelargest barrier to hearing technology adoption” (PCAST
letter, page 1, italics added).

PCAST CONCLUSION: By stating that cost isthe “largest” barrier, the implication is that all
other barriers are collectively smaller.
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Figure 1. Hearing aid adoption rates by country from Hougaard et al." Green bars represent

the percentage of people who own hearing aids in each country; blue bars represent the
percentage of people with a self-admitted hearing loss who own a hearing aid (n=11,517, excl
us).

COUNTERPOINT: Thisisnot true. In Norway and the UK, where hearing aids are offered for
free to those who could benefit from them, adoption rates (percentage of people with hearing aids

versus those with self-stated hearing loss) are 42.5% and 41.5% respectively (Figure 1).? Clearly
over half of the population in these countries who have self-reported hearing loss and could get
hearing aids for free still choose not to use them. When cost is eliminated as a barrier, all other
barriers combined appear to eclipse cost as the reason for low adoption rates.

2) PCAST statesthat “Compared with other kinds of consumer electronics...hearing aids
have not experienced the dramatic reductionsin price and increasesin featuresthat have

been routinely seen across consumer electronics’ (page 2).' PCAST then usestoday’s
smartphones as a comparison.

PCAST CONCLUSION: Hearing aids are “consumer electronics’ and should be compared
accordingly.

COUNTERPOINT: From this perspective, it would appear that pacemakers and insulin pumps
are “consumer electronics,” as well; these are also electronic devices designed to assist in health
matters. But, by presumptively identifying hearing aids as “ consumer electronics,” readers are
directed not to consider these devices as healthcare devices. In so doing, this allows comparisons to
other consumer electronics such as smartphones.

This comparison is patently inappropriate. As an example, in just the fourth quarter of 2014, Apple
alone sold 69 million smartphones.® In the entire year of 2014, the collective global hearing aid

industry sold approximately 12 million devices.* Simple business math would readily conclude that
the unit cost of a smartphone should and would be lower than the unit cost of a hearing aid (or
many other healthcare electronic devices) because the cost to design, produce, and distribute the
product can be spread across a much larger consumer market. Thisis also why actual “consumer
electronics’ prices can go down over time. As consumption levels dramatically grow, costs can be
spread across a greater sales volume, thus lowering per unit costs (and further increasing sales
volume).

Such large consumptive volumes are not available to the hearing healthcare industry. Even if the
worldwide hearing aid market penetration were 100%, there are an estimated 360 million people

globally who have disabling hearing 10ss.” In 2014 alone, nearly 1.2 billion smartphones were sold
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worldwide.® Thus, the comparison is inappropriate. However, there is a val uable take-away from
this discussion: When it comes to cost, volume matters.

3) In arguing against the need for a professional examination prior to hearing technology
treatment, PCAST contends that despite the prevalence of glaucoma (3.5% of population)
and cataracts (35% of adults ages 70-74), “ older adultsare not prevented from ‘mistakenly’

pur chasing over -the-counter reading glasses’ (page5).* It isfor thisreason that the
prevalence of acoustic-neuroma (lessthan 1% of the population) and ear-wax should not
prevent adultswith “bilateral, gradual-onset mild-to-moder ate age-related hearing loss’
from self-diagnosing and treating as well.

PCAST CONCLUSION: Becauseit is OK for older adults to mistakenly purchase over-the-
counter (OTC) reading glasses, it is OK for adults with bilateral, mild-to-moderate, age-related
hearing loss to mistakenly purchase OTC hearing devices.

COUNTERPOINT: This conclusion ignores the following relevant facts:

e Theonly OTC vision products available are reading glasses. As such, the only vision condition
available for self-diagnosis and treatment is hyperopia (farsightedness). This represents, at

most, 5-10% of the population.’

« For the remaining 60% of the population® who either have myopia (nearsightedness) or who need
bifocals, an examination by an optometrist prior to corrective lens treatment is not just
recommended, it isrequired, despite the above-stated low prevalence of glaucoma and/or
cataracts. In fact, in most states, such examinations must be repeated if aprior corrective lens
prescription is older than 3 years before a new prescription can be filled.

Therefore, for the following reasons, it is erroneous to suggest that either of the above two facts
compare with or justify in any way the recommendation that adults with bilateral, mild-to-
moderate age-related hearing loss should self-diagnose and self-treat:

1. Only 3.4% of Americans with hearing loss have a severe or profound loss.” Thus,
approximately 95% have mild-to-moderate hearing losses. They represent afar greater
population of hearing losses and conditions than the 5-10% of the vision population that
can self-treat for just hyperopia. The magnitude and prevalence of the hearing conditions
being identified in the PCAST letter as self-treatable is substantially different than the
magnitude or prevalence of the hyperopia vision condition being presented as a
comparable justification.

2. The mild-to-moderate hearing losses identified by PCAST as self-treatable specifically
include those with age-related etiologies. These conditions are overwhelmingly
sensorineural—not peripheral conditions such as hyperopia—and are more complex
conditions to properly treat than hyperopia. Sensorineural hearing losses can include
dysfunction of inner ear hair cells, the auditory nerve, and or auditory brainstem/brain
pathways. And, age-related hearing conditions are further complicated by altered brain

maps."’

3. If the PCAST report is going to question the efficacy of a professional examination
preceding approximately 90-95% of today’ s hearing loss/amplification treatment
scenarios, then they should not use as their example a vision healthcare model that
requires such an examination repeatedly in conjunction with over 90% of corrective lens
treatment scenarios.
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4) “It isunclear how well [the current distribution options available] are helping consumers

find hearing aids that improvetheir hearing” (page 4).' Asonetool to support this statement,
PCAST referenced the data regar ding misfit hearing aids from the 2009 Consumer

Reports article.™

PCAST CONCLUSION: Sinceitis“unclear” to the authors of the PCAST report just how
effective the current professional hearing care model can be in improving hearing with
amplification, then its overall effectiveness must be suspect.

COUNTERPOINT: First, it would appear that actual consumers have no such lack of clarity.

According to the latest MarkeTrak data,”” 95% of hearing aid owners and 87% of non-hearing aid
owners are satisfied with the care they have received from hearing care providers within the last 5
years. Ninety-one percent (91%) of consumers who have obtained hearing aids within the last year
are satisfied with their hearing aids, 77% for hearing aids purchased 2-5 years ago, and 74% for
hearing aids obtained 6 or more years ago. Overall satisfaction with the current hearing care model
went from 75% in 2008 to its current level of 81%.

Second, in the very same Consumer Reports article PCAST has referenced,* a strong statement
regarding the effectiveness of real-ear measurement, including a quote from Todd Ricketts stating
“thereis evidence that you get a better fitting with areal-ear test and people are more satisfied,” is
ignored. To assist PCAST authors and others, in the references section of this article are 17

professional publication references™* not included in the PCAST list of references, most from
peer-reviewed journals, that attest to both the effectiveness and importance of real-ear
measurement in securing the best possible hearing aid outcomes—a professional skill and fitting
tool not available to any consumer self-treating or buying over the counter. In fact, the Consumer
Reports article strongly encourages consumers to consider real-ear measurement as a “ must have”
when pursuing hearing aid treatment. Why would PCAST not acknowledge this valuable
information in their report to the President?

And why would PCAST ignore the “ Close Up” sidebar included in the very same Consumer
Reports article that examined several non-prescription (over-the-counter) products, finding them
all lacking on several important functional and performance levels meaningful for optimal
amplification benefit when compared to “prescription hearing aids’?

5) “Thereisconsiderable evidence that hearing aids can be profitably sold for a fraction of

today’s end-user costs’ (page 2). To support this statement, PCAST uses as examplesthe
Veterans Administration (VA), which accountsfor approximately 20% of all hearing aids
dispensed in the United States (for costs of about $400 per unit) and Costco, which now
accountsfor about 10% of all hearing aids sold in the United States, and sells products for
about one-third of thetypical retail price.

PCAST CONCLUSION:The only way to similarly reduce costs to a greater population of
consumersis through OTC/direct-to-consumer (DTC) products.

COUNTERPOINT: By not exploring why hearing aids are wholesaled to the vast majority of
hearing care providers at prices significantly higher than they are wholesaled to the VA or Costco,
PCAST facilitates their singular conclusion that OTC/DTC products are the only aternative retail
cost-lowering answer. Thisis simply not true.

In fact, PCAST acknowledgesin its own argument that the purchasing volumes of the VA and
Costco greatly reduce costs. The VA is one entity negotiating price based on the purchasing power
of hundreds of hospitals; Costco is one entity negotiating price based on the purchasing power of
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hundreds of stores.

The “take-away” cited earlier in this article bears repeating: When it comes to cost, volume
matters. Manufacturers agree to substantially lower their price to such large volume customers as
the VA or Costco because, in so doing, they secure thousands of units a month in business.
However, the mgjority of the sales these same manufacturers enjoy at much higher profit margins
do not come from customers like the VA or Costco; they come from thousands of small businesses
such as the private practices of audiologists and hearing aid specialists, ENT clinics, hospitals, and
universities. None of these customers get VA or Costco pricing because none of these individual
customers represent thousands of units amonth in sales.

And the price differential is substantial. Quite literally, the current wholesale pricing model in the
hearing industry is forcing the consumer to pay a substantial penalty when purchasing essentially

the same products from small business providers. Why is PCAST not aware of or acknowledging

this?

So, rather than stating hearing aids can be profitably sold for afraction of today’ s end-user costs
through some providers, and then immediately jumping to OTC products as the only solution to
lower costs for agreater number of consumers, PCAST should be shining a spotlight on the
wholesale pricing disparity that existsin thisindustry, and encouraging independent healthcare
professionals to form a group purchasing organization (GPO)—just as many hospitals and other
healthcare entities have done to lower their costs—and in so doing, lower the cost of hearing aids
currently being imposed on the single largest professional network providing them: small
businesses that are the backbone of this country.

6) “Thehearing aid industry is highly concentrated and lacks the steady influx of new

innovative companies’ (page 2)." A similar criticism wasleveled by ADA in their recent
published responseto HIA’s concern about ADA’srolein establishing and profiting from

EarVenture, a hearing aid manufacturing enter prise.*®

PCAST CONCLUSION: A concentrated industry is a bad thing, and by default, stifles
competition and innovation. Both the PCAST and ADA publications have used as supporting
evidence the statement that the “Big Six” hearing aid manufacturing corporations have for the last
10-15 years collectively garnered approximately 98% global market share.

COUNTERPOINT: To befair, thiskind of concentrated climate is not unique to the hearing aid
industry. Since consumer electronics and, more specifically, smartphone technology was
previously used by PCAST to form their criticism of hearing aid unit cost, let’s use it again here.
Figure 2 shows the third-quarter 2014 US market share distribution based on smartphone

manufacturers.® If you count the pie slices, you will see there arefive. So, there are five dominant
manufacturersin an industry hundreds of times larger than the hearing aid industry. Obviously,
concentration is not unique to the hearing aid industry; it is certainly not unique to the medical
deviceindustry.

Now, let’s examine how such concentration may be stifling innovation or competition. Here are
just three examples of hearing aid manufacturing companies that are not part of the Big Six, and
that are currently bringing unigue innovations to the hearing aid industry, including in the United
States:

¢ Audina offersavariety of RIC, thin-tube, BTE, and custom products with innovative ergonomic

designs, unique nano coatings to protect from moisture, and high-end technology at very
competitive price points in comparison to the Big Six.
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¢ Sebotek offersa RIC product line with a unique articulating receiver coupling design that can be
bent and angled to accommodate alarge variety of ear canal anatomies, and a unique, very soft
and comfortable set of domes that facilitate deeper insertion into the ear canal, resulting in
broader bandwidth delivery, minimal occlusion effect, and a more gain efficient acoustic
environment. Again, very competitive price points.

o ExSilent offers a RIC product line that incorporates both the microphone and the receiver into
the componentry that rests in the patients ear canal, thus allowing the natural pinna and canal
directionality properties to be part of the amplification experience.

More of these companies exist. Hansaton is a successful company that hel ped innovate and
promote rechargeable hearing aid technology, and was recently purchased by Sonova. This type of
small-company technology development and acquisition is a hallmark of innovative, fast-moving
industries. (Similarly, companies like ZPower, HyperSound, and SoundCure are carving out
unique niches with innovative complementary products.)

It should be acknowledged that these companies have small market shares when compared to the
Big Six globa manufacturers. However, the reason for thisis likely not because competition is
being stifled by the larger manufacturers. If the Big Six were deliberately trying to eliminate such
competition, why wouldn’t they be pricing these smaller competitors out of the market? Clearly,
they are not. Indeed, these smaller companies are often the ones offering the lower prices.

The reason is more likely because the mgjority of the existing providers are choosing to purchase
virtually all of the products they fit from the Big Six, often at higher cost, without ever exploring or
experimenting with these other offerings or new technologies. If the argument of these providersis
that they don’'t have enough time, or they don’t want to learn new software, then frankly, they are
justifying PCAST’ s recommendation to bypass them. It is the professional’ s responsibility to
secure not only the best products for their patients, but at the best possible value, regardless of the
time or effort it takes to do the research or learn the technology. Since the success (both in market
share and profits) the Big Six currently enjoy is due in no small measure to the purchasing choices
smaller hearing healthcare providers make, and the prices they are willing to pay by not buying
together, pointing afinger at the Big Six for their success includes pointing three fingers at the
providers who are making these purchasing decisions.
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Final Thoughts F
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PCAST should have recognized this key fact in their research, and should have championed efforts
to sustain small business enterprisesin hearing care, rather than throwing them out (for mild-to-
moderate age-related conditions) with the “high-cost” bath water. PCAST should be both
recognizing the cost disparities within the current hearing care distribution model that burden small
provider businesses, and encouraging those small provider businesses to operate within a GPO
structure that can meaningfully lower those costs. And, PCAST should be championing

HR2519,% which addresses key cost and accessibility issues for Medicare recipients when it comes
to their hearing health.

Thereis certainly arole that OTC products can play. However, like cheaters (reading glasses) for
hyperopia, OTC hearing devices should be restricted in terms of the conditions and etiology they
are equipped to accommodate—perhaps to individuals who either have only a dlight hearing loss,
or who want just alittle hearing help without the need (yet) for professional assistance. Certainly,
for adults with mild-to-moderate age-related hearing losses which are likely long-standing and
sensorineural, aguided process including fitting verification and auditory rehabilitation is needed
to achieve maximum benefit with amplification. Consumers with mild-to-moderate age-related
hearing losses should be directed toward those professional care practices that offer these services,
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not away from them.
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