
Now that I have your 
attention, the Final Rule 
published in the Federal 
Register on August 18, 
2022, for the Food and 
Drug Administration’s 
establishment of over-the-
counter hearing aids is an 
analogy of this article title.

On March 21, 2017, the Over-
The-Counter Hearing Aid Act 
was created, promoted, and 
introduced by U.S. Senators 
Warren and Grassley. This 
Act was incorporated into 
the FDA Reauthorization Act 
legislation passed the House 
and Senate then signed into 
law on August 18, 2017. 
I reviewed this work and 
published an analysis in the 
October/November 2017 
edition of this publication. 
Guidelines were then required 
to be rendered based upon 
the four components of the 
OTCHA Act.

Our Federal Government 
process took five years to 
complete and publish the 
200-page Final Rule.

Two of the four sections of the 
Act are the main focus for the 
thrust of this legislation. 

First, the requirements 
under which the sale of 
over-the-counter hearing 
aids is permitted, without 
the supervision, prescription, 
or other order, involvement, 
or intervention of a licensed 
person to consumers through 
in-person transactions, by 
mail, or online. This section 
permits and promotes 
consumer self-diagnosing 
of hearing loss and fitting 
hearing aids. Now it is 
without any supervision, 
involvement, or intervention 
by an audiologist or any 
medical professional. There’s 

no evaluation or prescription 
for the consumer. Acquisition 
will be valid for purchases 
made in person, by mail,
or online.

Second, the prohibition of 
State or local government to 
establish or continue in effect 
any law, regulation, order, or 
other requirement specifically 
applicable to hearing 
products that would restrict 
or interfere with the servicing, 
marketing, sale, dispensing, 
use, customer support, or 
distribution of over-the-
counter hearing aids through 
in-person transactions, 
by mail, or online, that is 
different from, in addition to, 
or otherwise not identical to, 
the regulations promulgated 
under this subsection, 
including any State or 
local requirement for the 
supervision, prescription, 
or other order, involvement, 
or intervention of a licensed 
person for consumers to 
access over-the-counter 
hearing aids. Herein, all State 
and local laws surrounding 
the sale and fitting of hearing 
aids are null and void. All 
safeguards established 
beforehand or under 
consideration are eliminated.

In the FDA review of this Act 
and in response to comments, 
they strictly adhere to exactly 
what the Act states in their 
interpretation. The FDA 
neither created nor passed 
this legislation and only 
followed what is provided in 
their response. There are 134 
public comments and FDA 
responses covered a variety of 
topics within the 150 of the 
200 pages in the Final Rule.

For the general public, the 
consumer only needs to have 
a perceived impairment of 

hearing, not documented 
by a hearing healthcare 
professional. There is no 
prescription needed to 
purchase the OTC hearing 
aids. Furthermore, there is no 
age verification for the person 
who may choose to buy the 
devices. However, it is advised 
that individuals under the 
age of 18 should not buy OTC 
hearing aids. I am sure that 
all young people who are also 
restricted from purchasing, 
beer, hard liquor, cigarettes, 
cigars, and other things never 
make these purchases,
too! Right?

The genesis of this legislation 
culminated from a kneejerk 
reaction that hearing aids 
are expensive and should 
be cheaper for consumers. 
The Federal Government has 
apparently overreacted and 
now created a new cottage 
industry catering to those 
who are looking for the 

discount, next deal, a lowball 
price, with a do-it-yourself 
aspect and coupon cutting 
mentality for a handicapping 
medical condition best 
handled by a private practice 
audiologist. One glaring error 
throughout the Final Rule is 
where the stated number of 
people having hearing loss 
and needing help through 
amplification is 30 million. 
Actually, it is about 48-50 
million in the US.

In the October/November 
2016 edition of this 
publication, I addressed the 
concern of hearing aid cost. 
The very short narrative 
of that article examined 
bundled pricing of a hearing 
aid including, but not limited 
to: the actual acquisition 
cost for the model, level of 
technology, style of device, 
length of repair warranty, loss 
& damage coverage, covering 
portions of the salary for the 

doctoral-holding professional, 
continuing education 
requirements, licensing, office 
leasing, paperwork, shipping, 
communications equipment, 
computer for fitting & 
adjustment, calibration, 
advertising, professional 
liability insurance, taxes, 
and all follow up professional 
services and office time for the 
duration of your ownership of 
the devices. For some people, 
especially those influencing 
the legislation and officials 
who enacted it, they can 
only see the price tag and 
not the costs associated with 
the device, the professional, 
and everything that it takes 
to ensure a positive change 
in the quality of life for the 
handicapped person.

I encourage every reader to 
seek and review the Final 
Rule at https://public-
inspection.federalregister.
gov/2022-17230.pdf

By Dr. Patrick Murphy, Au.D., M.Ed., CCC-A, FAAA

Murphy Hearing Services is a full-service hearing health care proprietorship owned by Patrick M. Murphy, Au.D., 
M.Ed., CCC-A, FAAA. Dr. Murphy is a Certified and Licensed Audiologist and Registered Hearing Aid Dealer in the 
Commonwealth of Pennsylvania. 

Dr. Murphy knows first-hand about hearing loss. He has had a bilateral mild-to-moderate sensorineural hearing loss all of 
his life and is a binaural in-the-canal hearing aid user. 

Dr. Murphy has been in practice in Pennsylvania since receiving his Master of Education in Audiology from the University 
of Virginia in the spring of 1987. He holds a Doctorate in Audiology from A.T. Still University in Mesa, Arizona.

Dr. Murphy is affiliated with the following organizations: International Society of Audiology, Pan-American Society 
of Audiology, Academy of Doctors of Audiology, American Audiology Society, Pennsylvania Academy of Audiology, 
American Speech-Language Hearing Association, American Academy of Audiology and Pennsylvania Speech-Language 
Hearing Association.
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Hearing Help From An Audiologist Who Wears Digital Hearing Aids
330 North Main Street, Doylestown, PA 18901 • 215.230.9000 • Fax 215.230.9026

EMAIL: HEARINGDOC@AOL.COM • www.murphyhearingservices.com
Office Hours: Monday thru Friday 10 a.m. to 4 p.m. Hours are by appointment only. Some Fridays will be utilized

to see patients in nursing homes, rehab centers, etc. Saturday morning hours by special appointment.

Dr. Patrick M. Murphy, Au.D., M. Ed., CCC-A, FAAA
Board Certified & Licensed Audiologist • Registered Hearing Aid Dealer

Complete Audiologist Evaluation • Medical Consultations
State-of-the-Art Digital Hearing Aids • Industrial Hearing Conservation

Home-School Hearing Tests • Three-Year Repair Warranty
Three-Year Loss & Damage Coverage • Assistive Listening Devices • All Make Repairs

Custom Noise & Swim Plugs • Batteries By Mail • Earmolds

Most Insurance Accepted Including PA Blue Shield, Personal Choice, Aetna, Keystone First,
 Keystone Health Plan East, United Healthcare, Keystone 65, Cigna Healthcare, Medicare, and many more
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