


Urgent need to improve hearing 
care 

•  Major health and social problem 
•  Growing importance due to aging 

population 
•  Associated with higher risk: social 

isolation, depression, dementia, falls, 
inability to work 

•  Few adults use hearing aids 



PCAST: Barriers to wider use of 
technologies 

•  Cost of technology 
– Hearing aids have not experienced 

reductions in price routinely seen with other 
consumer electronics 

– Average price per aid = $2363 
– Out of pocket expense (no third party 

coverage) 



Barriers to wider use of 
technologies 

•  Social stigma 
– Associated with age 
– Healthcare providers need educating 

•  Vertical integration of industry 
– Big six account for 98% of global market 
– Lack of influx of innovative companies 
– Manufacturer owned practices 
– Reduces consumer choice 





Luxotica Brands 
•  Armani[20] 
•  Brooks Brothers 
•  Bulgari 
•  Burberry 
•  Chanel 
•  Chaps 
•  Coach 
•  Disney 
•  Dolce & Gabbana 
•  DKNY 
•  Donna Karan eyewear 
•  Fox Eyewear 
•  Michael Kors 
•  Miu Miu 

•  Alain Mikli 
•  Arnette 
•  Eye Safety Systems 

(ESS) 
•  K&L (formerly Killer 

Loop) 
•  Oakley 
•  Oliver Peoples 
•  Persol 
•  Ray-Ban 
•  Revo 
•  Sferoflex 
•  Vogue 

•  Miu Miu 
•  Polo Ralph Lauren 
•  Paul Smith Spectacles 
•  Prada 
•  Ralph Lauren Purple 

Label 
•  Ralph Lauren 
•  Reed Krakoff 
•  Stella McCartney 
•  Tiffany & Co. 
•  Tory Burch 
•  Versace 
•  Versus[21] 



Luxotica Retail Banners 

•  Sunglass Hut International 

•  LensCrafters 

•  Pearle Vision 

•  Pearle Opticians 

•  Sears Optical 

•  Target Optical 

•  OPSM 

•  ILORI 

•  Bright Eyes 

•  Budget Eyewear 

•  Cole Vision Care 

•  Optical Shop of Aspen 

•  Surfeyes 

•  Laubman & Pank 

•  ICON 

•  Grand Optics LLC  



Barriers to wider use of 
technologies 

•  Limited brands offered by audiologists 
– disincentive for selling more than one brand 

(i.e. less discounts) 
– Difficult for new device manufacturers to 

enter market due to practice limitations 
– Patient must visit multiple offices to try 

different brands 



Barriers to wider use of 
technologies 

•  Distribution system 
–  Bundling is common 
–  Technology < half the bundled price 
–  Bundled services are not always used 
–  Patients cannot shop around for services due to 

purchasing device at one location 
–  Provider preference has bigger influence on 

recommendations than needs of patient 
–  EBP versus manufacturer training 



PCAST Recommendations 
…a few simple actions by the Federal 

Government could dramatically enhance the 
pace of innovation and level of competition in 
this domain, leading to rapid decrease in cost 
and improvement in capability, convenience, 

and use of assistive hearing devices. 
 



RECOMMENDATIONS 

•  Create a distinct category of hearing aids 
that can be sold OTC 

•  Allow tests to support self-fitting 

•  FDA to withdraw draft guidance on PSAPs 
– allow for hearing loss 

•  Provide consumers with audiogram and 
programmable audio profile 

•  Vendors to access patient data and results 



Key Points 
•  Recommendations only 
• Opportunity for input with other agencies 
•  Focus was the technology 



•  Public Workshop: Streamlining good manufacturing 
practices (GMPs) for hearing aids. (April 21, 2016) 

•  Reopening comment period on draft guidance 
document for PSAPs 

•  FDA focus is patient safety 



Question 1:   Can consumers self-diagnose, self-treat, 
and self-monitor mild-to-moderate age related 
hearing loss?  
 
Question 2:  Comment on the advantages and 
disadvantages of an over-the-counter hearing aid 
intended to address bilateral, gradual onset, mild-to-
moderate age-related hearing loss.   
 
Question 3: What would the implications of wide 
availability of OTC hearing aids for patients with other 
patients with different types and degrees of hearing 
loss? 



Sponsors 
•  Centers for Disease Control and Prevention 

(CDC) 
•  Department of Defense (DOD) 
•  Department of Veteran’s Affairs (DVA) 
•  Food and Drug Association (FDA) 
•  Hearing Loss Association of America (HLAA) 
•  National Institute on Aging (NIA) 
•  National Institute on Deafness and Other 

Communicative Disorders (NIDCD) 



Recommendations 

•  Strengthen efforts to collect, analyze, and disseminate 
prospective population-based data on hearing loss in 
adults and the effect of treatments on patient outcomes 

•  Align and promote best practices and core 
competencies across the continuum of hearing health 
care and ensure adherence 

•  Remove the FDA regulation for the requirement for a 
medical evaluation 

•  Ensure patients are aware of and understand how to 
access information about themselves, including their 
audiogram and hearing aid data 



•  Support and promote programs to promote diversity in 
the hearing healthcare workforce 

•  Hearing care professionals should itemize the price of 
technologies and related professional services 

•  CMS should explore options to assure hearing care 
and devices are affordable for Medicare beneficiaries, 
including reimbursement for audiologists 

•  Vocational rehabilitation agencies should raise public 
awareness of their options for adults 

•  Evaluate and implement innovative models for hearing 
health care improve access, quality and affordability 

Recommendations 



•  Promote hearing health care in wellness and medical 
visits 

•  FDA to establish a new category of OTC wearable 
hearing devices to assist adults with mild to moderate 
hearing loss 

•  IDevelop and implement standards for an open 
platform approach to hearing aid programming  

•  Provide information to consumers about portability of 
programming features 

Recommendations 



NASEM Key Perspectives 
•  Access and affordability 
•  Consumer perspectives 
•  Delivery system and devices 
•  Recommendations only – but provides 

evidence for policy decisions 



NASEM Stakeholder meeting 
(12/7/16) 

•  Facilitate discussion on strategies for a multi-
pronged approach to improve hearing health 
care access and affordability.  

•  Identify needs, barriers, and opportunities for 
action on hearing health care.  

•  Brainstorm about new and future actions and 
collaborations.  



How do we respond? 
•  Our profession is DOOMED! 
•  Ignore it – maybe it will GO AWAY! 
•  FIGHT with chemical or nuclear 

weapons. 
•  Find OPPORTUNITY in the chaos 



“The best way to predict your 
future is to create it”  

 
Peter F. Drucker 



Challenge/Opportunity 

Ideas/Solutions 

Improved 
Services 

Improved 
Processes 

Improved 
Products 

Current 
Services 

Current 
Processes 

Current 
Products 

Take 

control! 



•  Autonomy in health decision making and 
right to self-directed care 

•  Common language and terminology 
•  Support for telehealth and remote delivery 
•  Increasing the supply of audiologists 
•  Increase education of consumers and other 

stakeholders (e.g. primary care) 
•  Removal of statutory requirements that 

increase cost 



•  Self-identification of impairment, not self-
diagnosis 

•  Self-management, not self treatment 
•  On-line testing is screening only 
•  Patients best served with comprehensive 

approach: assessment and treatment 
•  Patient access to low-cost amplification 

technologies 
•  Required unbundling 



•  No evidence to support or oppose OTC 
devices 

•  Consumer safety paramount 
– Specific labeling (>18 y.o, mild impairments, 

red flags, instructions for use, etc.) 
– Acoustical performance (output, 

comparisons, etc.) 
– Best outcomes with comprehensive 

assessment and subsequent treatment 
program 



•  Delivery
•  Technological
•  Regulatory
•  Clinical
•  Unknown

Disruption/Innovation













Adopt 
 a  

“BLUE OCEAN STRATEGY” 



Normal Hearing 

Hearing loss 

Hearing aid 
users 

Largest market segment = normal 
hearing 
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Clinical Innovations and 
Disruptions 

•  Assessment technologies (electrophysiologic, 
imaging, etc.) 

•  Measuring and treating tinnitus 
•  Role in age related co-morbidities 
•  Neurodevelopmental (autism, APD, ADHD) 
•  Vestibular assessment and treatments 



We are not alone! 



•  Evolution of procedures and technologies for 
assessment and treatment? 
–  Electrophysiologic? 
–  Imaging? 

•  Delivery of health care? 
–  patient centered to patient directed care? 
–  Alternative systems – telehealth? 
–  Corporate models? 

•  “Enhance” normal hearing? 
–  ADHD; Autism 
–  Cognitive decline 

•  Pharmacological prevention/                    treatment of 
hearing loss? 

The next generation for 
audiology? 



Is the primary 
determinant of our value   
conducting tests or 

selling products? 

Or is the value in our 
 knowledge  

and decision 
making? 



Role and 
Responsibility of 

Audiology 

•  The healthcare environment is changing 
•  Disruptions and innovations WILL BE part 

of the future 
•  The consumer is speaking out – loudly! 
•  Position ourselves to take advantage of 

change 
•  Scope of practice – how to keep pace? 



Winds of Change… 

When the winds of change blow, 
some people build walls… 

Others build windmills! 

Chinese	Proverb	



Disruption and Innovation will shape the 
future of audiology 

Thank-you	for	your	aBenCon!	
QuesCons	or	Comments?	


