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STATE OF ALASKA 1986 LEGISLATIVE SESSION

RevisionDate . - .4/3/86

REQUEST FISCAL DETAIL
Bill/ResolutionNo.: CSHB 430 (HERS) Agency Affected: Commerce & Econ. Dc.v.
Title :— Regulating audiologists . BRU : Occupational Licensing

hearing aid dealers & dispensing

of hearing aids
Sponsor: House HESS Components -----======-——————— oo
Requestor :— Hnngp. Pinanrp Cnmm i
Date ofRequest: 4/3/86
EXPENDITURES/REVENUES :  (Thousands of Dollars)

OPERATING FY 86 FY 87 FY 88 FY 89 FY 90 FY a1
PERSONAL SERVICES 0 0 0 0 0
TRAVEL 0 )] n n
CONTRACTUAL 0 n._._ .. n
SUPPLIES n 0 * . thi,. n
EQUIPMENT 0 0 0 o n
LAND & STRUCTURES n n n n n
GRANTS, CLAIMS n n n r n
MISCELLANEOUS 0 o n " o
TOTAL OPERATING n. n 0 n

CAPITAL 0 0 0 0 0

REVENUE 10.3 2.7 Silit i 10. 1
FUNDING : (Thousands of Dollars)

GENERALFUND 0 0 0 0 0
FEDERALFUNDS 0 0 0 0 0
Cm-teR 0 n m 0 0 0
TOTAL n 0 n n 0
POSITIONS

FULL-TIME 0 0 0 0 0
PART-TIME 0 0 - n
TEMPORARY 0 0 9 0 Q

ANALYSIS :  Attach as zparate page if necessary

The $100 estimated as needed for printing of applications and
statute booklets can be absorbed within the Department's FY 87

b ud 9 e t * i\£A
n. ju Adams, Chair 465-3706
nilfclL/* House finance committee Dam:=  4/3/86

Approved by Commissioner: Date:
Agency :

Distribution (bglAgency preparing fiscal note):
Legislative Finance
Legislative Sponsor
Requestor

Office of Management and Budget
Impacted Agency(ies) page_ of 10/25/85




STATE OF ALASKA 1986 LEGISLATIVE SESSION
FISCAL NOTE

Revision Date:
REQUEST FISCAL DETAIL

Bill/Resolution No.: CSHB 430 (HESS) Agency Affected: Commerce & Econ. Dev.
Title; Regulating Audiologists, Hearing BRU: Occupational Licensing

Ald Dealers and dispensing of hearing

aids:

Sponsor: House HESS Components:

Requester: House Finance
Date of Request:  4/2/86

EXPENDITURES | REVENUES: (Thousands of Dollars)

OPERATING FY 86 FY 87 F
PERSONAL SERVICES -0 -

TRAVEL
CONTRACTUAL
SUPPLIES
EQUIPMENT

LAND & STRUCTURES
GRANTS, CLAIMS

MISCELLANEQUS
TOTAL OPERATING 1 -0- -0- -0- -0-

88 FY 89 FY 90 FY a1
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CAPITAL

REVENUE 10.3 2.7 3.1 3.5 10.1

FUNDING: (Thousands of dollars)

GENERAL FUND 1 -
FEDERAL FUNDS %

OTHER 1
TOTAL

POSITIONS:

FULL-TIME I -0- -0- -0- -0- -0-
PARTTIME
TEMPORARY 1

ANALYSIS: Attach a separate page if necessary.
Tniebill charges the department with the responsibility of licet . sing audiologists and hearing aid
dealers. Information received indicates that the number of practitioners affected by the bill are
few--12 audiologists and 10 legittTHBte hearing aid dealers. Apparently, fly-by-night
individuals have harmed Alaskan ccXjsutjiers ss documented by complaints on filewith Consumer

Haa
o
o
o

Prepared by: Jennifer Strickler) "management Analyst Phone- 465-21AA -
Division: Occupational Licensing Date: 4/ ~3 -<Ro
Approved by Commissioner Date: B/A~/

Agency: Commerce and Economic Development

Distribution (by Agency preparing fiscal note):
Legislative Finance
Legislative Sp nsor
Requestor
Office of Management and Budget
Impacted Agency(ies) page-—------ of 10/25/85



CONTINUATION of FISCAL NOTE ANALYSIS

For Bill/Resolution No. 430 (iiess)

Protection in the Department of Law, the Office of the Ombudsman, and the
Department of Health and Social Services, Communicable Disease Control

Section. Licensing of Audiologists and hearing aid dealers may be one instance
where the need for licensure out-weighs the small number of practitioners.

An estimate of operating costs derived from comparing qualifications and
numbers of practitioners with a similar existing license function indicate

the costs to total $4.5 each year. Of the yearly costsj $.1 is expected to

be new costs as a result of this legislation, for printing of application and
statute booklets. The remainder of $4.4 consists largely of personal services
costs which would be absorbed by the division through funding already included
=in the agency"s operating budget.

The following fee schedule was developed so that fees generated over the
four-year renewal cycle would match, as closely as possible, costs over the
same period.

Revenues were estimated on the following fee schedule:

Application Fee $ 30
Credentials Review Fee 20
Temporary Permit Fee 100
Audiologist:
License & Renewal Fee 520 quadrennially ($130 annually)
Hearing Aid Dealers 200 annually

As a result of quadrennial licenses issued to Audiologists, revenues collected
in FY 87 essentially covers a portion of the costs in FY 88 to FY 90. A detailed
description fellows:

FY 87: Distribution across
12 Audiologists seeking licensure $ 6.2 quadrennial renewal:
10 Hearing Aid Dealers 2.0
.2 Application/Credentials Review 1.1
$ 9.3 $ 9.3
- 4.5 costs
$ 4.8 balance
FY S8:
Assuming there will be two new applicants
seeking Audiology temporary permits $ 2
2 new Hearing Aid Dealers:
=Application & Credentials Review Fee .1
License fee 4
10 Hearing Aid Dealers renewing 2.0 $ 4.8 balance forward
$ 2.7 &7
$ 7.5
- 4.J costs
$ 3.0 balance

picc_ 2 nf__ 3



FY 89:

FY 90:

FY 91 will be the start of a new quadrennial
and is the reason for revenues increasing from $3.5 in FY 90 to $10.1

FY 91;

CONTINUATION of FISCAL NOTE ANALYSIS

For Bill/Resolution No. CSHB 430 (HESS)

Assuming there will be two new applicants

seeking Audiology temporary permits $ 2
2 new Hearing Aid Dealers:
Application & Credentials Review Fee .1
License Fee A4
12 Hearing Aid Dealers 2.4 $
$ 3.1°
$
$
Assuming there will be two new applicants
seeking Audiology temporary permits $ .2
2 new Hearing Aid Dealers:
Application & Credentials Review Fee 1
License Fee 4
14 Hearing Aid Dealers renewing 2.8 $
$ 3.5
$

Assuming there will be one new applicant
seeking licensure as an Audiologist $ 5
2 new Hearing Aid Dealers,license fee
Application & Credentials fee for 3 new
applicants

12 Audiologists renewing

14 Hearing Aid Dealers renewing

N
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balance

costs
balance

balance

costs
balance

license period for Audiologists,

in FY 91

forward

forward



llinois Hearing Aid Consumer Protection

The Illinois Hearing Aid Consumer
Protection Program

"A Hearing Aid Can Be A Good Sound
Investment."” This Is the promotional
theme for the new Illinois law designed
to promote the benefits of hearing aids
and protect the public from fraudulent
dispensing practices which threaten the
health, safety and welfare of Illinois
citizens.

The I1llinois Hearing Aid Consumer
Protection Act (HACPA-Supplement to ill.
Rev. Stat. 1983, chap. 111, par. 7403
et seq.) supports, sound hearing aid
dispensing practices through the certi—
fication of dispensers and the follow-up
of complaints and/or inquiries. The
Illinois Department of Public Health is
responsible for administering the pro—
visions of the Hearing Aid Consumer
Protection Act (HACPA) by initiating a
four component action plan which focuses
on:

1. health promotion/
consumer education;

2. continuing education services for
hearing aid dispensers;

3. certification of dispensers; and

4. follow-up of inquiries and com—
plaints .

The Illinois Department of Public
Health has developed and implemented a
system to Tfollow-up consumer inquiries
and problems. Irquiries can be received
by the toll-frve action [line or by

A consumer protection sen/ice provided through
the lllinois Department of Public Health - IDPH.

CALL TOLL-FREE 1-800-572-3270

VOLUME 85-1

mail. Program staff are available to
respond to all inquiries and initiate

follow-up activities, whether received

by the toll-free action [line or by
mail. Should a reconciliation be un—
attainable, the individual case and all

documentation will be forwarded to the
Department and after vreview, if war—
ranted, to the Board. The Board has the
authority, by mandate, to conduct
hearings and make recommendations to the
Director, should disciplinary action be
indicated. .The Board 1is comprised of:

Jack D. Clsmis. M.D.
Board Chairman, Otolaryngologist,
Chicago, Illinois

Thomas Regnier, Hearing Aid
Dispenser, Illinois Society of
Hearing Aid Specialists, Peoria,
IHlinois

Gail Gudmundsen, Hearing Aid

Dispenser, [Illinois Speech, Hearing
and Language Association, Hoffinan
Estates, Illinois

Bee White, Senior
Springfield, Illinois*

Advocate,

To facilitate the promotion of the
HACPA, 1its provisions, and the service
it provides to consumers, program staff
are currently developing a statewide
networking effort to involve all state
and community programs which provide a
link to the senior citizens. By suc—
cessfully educating these interested
allied agencies to the services and
provision of the HACPA, a larger popu—
lation of hearing aid consumers can be
served.



* One Board position is currently
vacant due to the recent resignation*
of Richard Gelula, Chicago Hearing
Society, Chicago, Illinois.

Eft" 1l THE ILLINOIS HEARING AID
Kit DISPENSERS EXAMINATION

N To <carry out the requirements for

the hearing aid dispensers examinations

as stated 1n the |Illinois Hearing Aid

Consumer Protection Act, the Department

of Public Health convened a statewide

committee of hearing aid dispensers to

review available tests and decide upon a
test for Illinois hearing aid dis—
pensers. This committee chose to work

with the Educational Testing Service

(ETS) to develop the [Illinois Hearing

Aid Dispensers®™ Examination. Guided by

the committee, ETS designed a job analy—
sis survey that was completed by over

half of the practicing dispensers =in

Il1linois. Based on the survey results

and the committee®s recommendations, ETS

developed multiple forms of a 75-ques—
tion exam, using questions drafted by

the committee.

This first examination 1is intended
for temporary certificate holders.
Those temporary certificate holders who
registered with IDPH on orbefore
Hay 31, 1985 will be notified by ETS
regarding the examination scheduled for
August 24, 1985. Onthis date, two
examinations will be conducted simul—
taneously in Sprir.jfleld and Chicago.
The times and locations will be an—
nounced in registration packages.
Registration packages must be completed
and returned to ETS so that an entrance
ticket to the examination can be mailed
to each registrant.

The examination will consist of
multiple-choice questions. Each ques—
tion will have four options and only one
correct answer. Test-takers are en—
couraged to choose the option they think
is more than likely correct when they do

not know the correct answer. There is
no penalty for guessing on this exami—
nation.

Test-takers will have ample time to
complete this exam. The three and
one-half hours scheduled for the test
should allow sufficient time for all
test-takers. You need only bring one or
two #2 pencils. No notes, dictionaries,
etc., will be allowed iIn the test room.
You may bring a silent, hand-held calcu—
lator. Calculators, however, are not
really needed for this exam.

The examination questions will cover
the following subjects:

1. ACOUSTICS

2. NATURE OF THE EAR
(normal ear, hearing process,
disorders of the ear)

3. HEARING MEASUREMENT
(data collection and measurement)

4. HEARING AID TECHNOLOGY
5. SELECTION OF HEARING AIDS

6. DISPENSING AND SERVICING HEARING
AIDS

7. CONSUMER PROTECTION REGULATIONS
— (Federal and State)

In developing this examination, the
committee has made every effort to limit
the examination to basic information
that allhearingaid dispensers should
know so that the public may be ade—
quately protected.

The passing score on the examination
will be set in a meeting of the com—
mittee o< July 11. The committee, in
reviewing the test, will define what it
expects a person to know in order to be
minimally qualified as a hearing aid
dispenser.



Test-takers will be informed of the
passing score as they begin the exami—
nation on August 24. Again, the purpose
of the passing score will be to assure
that the public 1s adequately pro—

tected. This is not a competitive
examination in which the top group
passes and the rest fail. It all

test-takers are minimally qualified, as
defined above, all will pass this exami—
nation.

The practicum component of the
examination 1is only available to those
who successfully comrlete the written
examination. (The written exam will be
offered October 19, 1985 only, at the
ETS Headquarters in Evanston for those
who fail the written component and wish
to retake the examination.) The prac-
ticums  will be comprised of eight
stations each, manned by two examiners
(certified hearing aid dispensers). All
examiners will be trained by ETS =to
objectively and uniformly evaluate the
practicum performance. This examination
component is scheduled to take approxi—
mately one hour per person. Admission
tickets with the assigned date and
location will be mailed with notifi—
cations of passing the written exami—
nation. The practicums will be con—
ducted:

October 22, 23, 24, 25 and Oecember 4
(Chicago Metropolitan Area)

November 12, 13, (Springfield)

AT YOUR FINGER TIPS:

A toll-free action line w'.s estab—
lished earlier this year to acilitate

the consumer service component of the
Hearing Aid Consumer Protection Act
(HACPA) . Since its development, over

.400 calls have been received by the

I1linois Department of Public Health. A
majority of the call, received focused
on consumer education and awareness
about the newly enacted program.

The toll-free telephone line
(1-800-572-3270) 1s provided to respond
to problems, questions, or about hearing
aid goods and services. In addition, a
telecommunication device for the deaf
(TOO) can be accessed through this same
number . Program staff are available
8:30 a.m. - 5:00 p.m. Monday - Friday to
accept calls. A telephone answering
device will accept  telephone calls
received after work hours. The
toll-free action line 1is being promoted
on posters and pamphlets developed and
disseminated by the Hearing Aid Consumer
Protection Program. Copies are avail—
able upon vrequest by contacting the
toll-free action line. All telephone
calls are forwarded to IDPH Vision and
Hearing Regional Consultants, for
follow-up.

"CONSUMER FRAUD AND DECEPTIVE
BUSINESS PRACTICES ACT"

The Consumer Fraud and Deceptive
Business Practices Act protects con—
sumers, borrowers, and businessmen
against fraud, unfair methods of com—
petition and deceptive acts or practices
in the conduct of any trade or com—
merce. It also clarifies the powers of
the Attorney General. For  these
reasons, it is crucial that hearing aid
dispensers and consumers understand the
Consumer Fraud and Deceptive Business
Practices Act. Several major points of
this Act are identified below.

1. If a sale of merchandise iIn—
volving $25 or more is made or
contracted to be made to a con—
sumer as a result of or in con—
nects i with a person®s contact



with or <call on the consumer,

that consumer may void the con—
tract or transaction by notifying

the seller within three full

business days following that day
on which the contract was signed

or the sale was made. In ad—
dition, the consumer must return

in its original condition, any
merchandise delivered to the
consumer under the contract or
sale.

2. At the time of a transaction, the
dispenser  should furnish  the
consumer with a completed receipt
or contract containing a "Notice
of Cancellation” informing the
consumer that the transaction may
be cancelled within three days.

3. The following statement shall be,
located near the consumer®s sig—
nature on the contract or on the
front page of the receipt (if a
contract is not used) in at least
10-point type.

’YOU, THE CONSUMER, MAY  CANCEL
THIS  TRANSACTION AT ANY TIME
HRIOR TO MIDNIGHT OF THE THIRD
BUSINESS DAY AFTER THE DATE OF
THIS TRANSACTION. SEE THE
ATTACHED NOTICE OF CANCELLATION
FORM FOR AN EXPLANATION OF THIS
RIGHT.”

4. Attached to the receipt or con—
tract shall be a completed form
in duplicate, captioned "NOTICE
OF CANCELLATION", which shall be
easily detachable and shall con—
tain in 10-point bold face type
the information identified in the
Consumer Fraud and Deceptive
Business Practices Act.

.These points are provided only to
highlight a few of the major issues con—
tained in this Act. If you would Ilike
to obtain a copy of this Act, contact
the Illinois Department of Public Health.

ROSTER OF PREFERRED MAILING ADDRESSES
FOR HEARING AID DISPENSER APPLICANTS

IT the place of business of a certi-
ficant is changed from that address pro—
vided on the certificate and maintained
on Tfile Dby the |Illinois Department of
Public Health (IDPH), the certificant
should notify IDPH in writ*“a within 10
working days of the change. After a
change in the Dbusiness location, the
dispenser should leave a forwarding
address with the post office for one
year and a forwarding telephone number
for six months where the consumer can
contact the dispenser.

A roster of preferred mailing ad—
dresses for Certified and Temporary
Hearing Aid Dispenser applicants is now
available to the general public. This
11st identifies each applicants pre—
ferred mailing address and the dis—
penser®s certification status.

The cost of the roster is 25c/page
which covers duplication, postage and
handling expenses.

To -obtain this [list, contact the
HACP Action Line by calling
1-800-572-3270.

IDPH WORKSHOP
Hearing Aid Dispensing Practices:
An Overview

The Illinois Department of Public
Health 1is offering a workshop entitled
"Hearing Aid Dispensing Practices: An
Overview," to orient hearing aid dis—
pensers to the use of acceptable and
appropriate dispensing practices. Es—
pecially designed for Temporary Certi—
fied Dispensers, the  workshop was
created to augment the skill and know—
ledge of dispensers. Experts from the
field of medicine and the hearing aid
Industry will provide information re—
garding hearing aid selection and



fitting. Th * workshop will be offered
at two locations:

August 1, 1985

Holiday Inn East

3100 S. DIrksen Parkway
1-55 Junction By Pass 66
Stevenson Drive
Audiovisual Room
Springfield, Illinois

Q sr) AGENDA

8:00 a.m. Registration

8:30 a.m.
bilities of the Dispenser.

9:00 a.m. Shall 1 Sign the Medical Waiver?

10:00 a.m. BREAK

10:15 a.m. Hearing Aid Selection: Options

and Alternatives
11:45 a.m. LUNCH

1:00 p.m. Earmolds: Making a Good

Impression

2:45 p.m.  BREAK

3:00 p.m.
(ETS):Test Preparation and
Administration

Consumer Protection:. The Responsi—

The Educational Testing Service

August 2, 1985
Holiday Inn

4400 Frontage Road
Churchill Room
Hillside, Illinois

James. R. Nelson, Chief, Divi—
sion of Health Promotion and
Screening, IDPH

Leonard Rybak, M.D., Ph.D.
Otolaryngologist, Springfield
Memorial Medical Center
(Springfield)

Richard Wiet, M.D.,
Otolaryngologist, Hinsdale, IL
(Hillside)

Ronald Regan, President, Argosy
Electronics, Edina, Minnesota

Marie Jablin, Vice President
Marketing & Audiological
Research, Audiovox, Bensonville,
IL

Terri Strand, Ph.D.,
Professional /Zisociate, ETS,
Evanston, IL (Springfield)



3:00 p.m. (Continued) George Elford, Director, Hid-
we"tern Region, Educational
Testing Service, Evanston,
Illinois (Hillside)

4:00 p.m. Laboratory Session: Introduction |IDPH Staff
to the Qualitone Acoustic Appraiser
and the Bioacoustic Audiometric
Simulator*

5:00 p.m. CLOSURE

* This equipment will be used in the practicum component of the
Illinois Hearing Aid Dispenser Examination.

Those interested in attending this workshop should complete the
following registration form.

REGISTRATION
Hearing Aid Dispensing Practices: An Overview

Please check the date and location you plan to attend; Advance registration
fee is $40.00 (includes lunch, coffee and materials). =At site registration
will be $50.00.

August 1, 1985 (Springfield) - August 2, 1985 (Hillside)
Please type or print
NAME :
CERTIFICATION 1.D. HUMBER:
BUSINESS ADDRESS:
HOME TELEPHONE: ( ) WORK TELEPHONE: ( )

Please make checks payable to: [IDPH/Hearing Aid Program
(Your cancelled check is your receipt)

Mail registration to: Hearing Aid Program
Division of Health Promotion and Screening
Il1linois Department of Public Health
535 West Jefferson Street
Springfield, Illinois 62761

NO REFUNDS WILL BE AVAILABLE AFTER JULY 19, 1985
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such receipt m Court thall b« {rounds for dismissal of th«
action.

For repeal ofAct, m note preceding f 7001 of
thu <hapter.

70Zi.lL Penalties

{ 25.16. Any person who is found to have violated any
provision of thix Act is guilty of a Class A misdemeanor.
On conviction of a second or subsequent offense, the
violator shall be {uflty of a Class 4 felony.

For repeal ofAct, tee note preceding f 7001 of
this chapter.

“OIL state powers and functions

| 26. It is declared to be the public policy of this State,
pursuant to paragraph* (h) and (i) of Section 6 of Article
VI] of the lIllinois Constitution of 1970, that any power or
function set forth in this Act to be exercised by the State
is an exclusive State power or function. Such power or
function shall not be exercised concurrently, either directly
or indirectly, by sny unit of local government, including
home rule units, except u otherwise provided in this Act.

For repeal ofAct, tee note preceding 17001 of
this chapter.

7027. Administrative Procedure Act

8 Zl. The Ilinois , Jmdnistraiive Procedure Act", ap-
proved September 22, ,»]?Sr,] as intended.' is hereby ex-
pressly ictpted snd incorporated herein as if ail of the
provisions’of such Act were included in this Act. except
that the provision of paragraph (e) of Section 16 of The
Illinois Administrative Procedure Act", as amended,*
which provides that at hearings the licensee has the right
to show compliance with all lawful requirements for reten-
tion. or continuation or renewal of the license, is specifical-
ly excluded, and for the purpose of this Act the notice
required under Section 10 of *The lllinois Administrative
Procedure Act", as amended.l is considered sufficient
when mailed to the last known address of s party.

’ Chapter 127, * 1001 cl wq.

«Ovapier 127.' 1016

Xaoa-1" r 100

For repeal of Act, see note preceding ¥7001 of
this chapter.
4

7024. Rights under prior laws

5 2S. Rights ami obligations incurred and sny acté&is
commenced under Jte “Veterinary Medicine and Surgery
Practice Ac:", approved August 14. 1961. as amended,1as
it existed pror to the effective (late of thts Act shall not be
impaired by the enactment of this Act. Rules adopted
under the former Act, unless dearly inconsistent with the
provisions of this Act, shall remain in effect until amended
or rescinded.

All license* heretofore leysDy issued in this State pPer-
milting the holder thereof to practice veterinary medicine
and surgery snd valid and in effect on the taking effect of
this Act shall have the same force, and be subject to the
sajne authority of the Department to revoke or suspend
them as licenses issued under this Act.

1Pinjnph 6001 ct tap. (repeaW) «tthis chapter.

For repeal ofAct, set note preceding 17001 of
tkit chapter.

CHAPTER 111-PROFESSIONS AND OCCUPATIONS 427

HEARING AID CONSUMER PROTECTION ACT

AN ACT to rrguiau the selling, practice of fitting, dis-
pensing or servicing of hearing aids in the State of
Illinois. PA. 83-928, am. veto overridden Nov. 1, 1983,
iff. July 1, 13s4.

Repeal W Ad

PAI 11-SIS, the Regulatory Agency Sunset
Act. tff. Sept Si, 1979, uthich provides for the
legislative rrrinc of programs and agencies
vhich rtgulaU professions, occupations, busi-
ness. industry and trade tn Illinois, as amend-
ed by PA. U-S2S, S 37, tff. July 1, 1SU. provid-
ed tn section L1 of the Actfor repeal of "The
‘Hearing Aid Consumer Protection Act', enact-
ed by Ou Urd General Assembly, as now or /) ('»
hertafter emended”, effective-Jpec 31. 1935 *
For complete lest of the Regulatory Agency i/y
Sunset Act. set 11901 et teg. of chapter 197.

7401. Purpose
Paragraph effective July 1, 19/U.

8 1. The purpose of thix Act is to protect the hearing-
impaired public from incompetent and dishonest dispensers
of hearing aids vbo could endanger the benlth, safety snd
welfare of the People of this State. The Federal Food snd
Drug Administration has recommended that State legisla-
tion is necessary in order to establish standards of compe-
tency and to impose stringent penalties for those who
violate the public trust in this field of health care.

For repeal of Act, ice note preceding this
paragraph.

7402. Short tltk -
Paragraph effective July z. IStL

f 2. This Act shall be known as the Hearing Aid Con-
sumer Protection Act
For repeal of Act, see note preceding 17101 of
* this chapter.

7403. Definitions
Paragraph cfftctive July 1, ISILL

$ 3. As used in this Act, except as the context requires
otherwise:

@ "Department” means the Department of Public
Health.

(b! "Director" means the Director of the Department of
Public Health.

(c) "Certification" means a certificate issued by the
State under this Act to a hearing aid dispenser.

(d) Temporary' certificate" means a certificate issued
while the applicant is in training or is qualifying to become
a certified hearing aid dispenser.

(e) "Clinical Aodiologistf* means a person with a Mas-
ters Degree in Audiology who hold* a certificate of clinical
competence in Audiology from the American Speech and
Hearing Association or its equivalent.

(f) "Hearing Aid Audiologisl" means a person who has
been so certified after qualification by examination snd
experience by the National Board of Certification of the
National Hearing Aid Soeiety.

(g) "Licensed Physician" meana n. physician licensed to
practice medicine in all of its branches
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(h) "Board" means the Hearing Aid Consumer Proue-
lion Board.

@ “Hearing *id" meani any instrument or device de-

signed. i.-.tenced or offered for the purpose of effectively
compensating for impaired human hearing and any parts,
acachmenis or accessories, including earmold. However,
batteries, cords and individual or group auditory training
drvices and any instrument or device used by a public
utility in providing telephone or other communication ser-
vices are excluded.

(jl "Practice of fitting, dispensing and servicing of hear-
irg aids" means the selection, adaptation, sale and service
of hearing aids and include the testing of hearing by
means of an audiometer properly calibrated to American
National Standard Institute standards.

(V) "Sell" or “sale" mean* any transfer of title or of the
right to use by lease, bailment, or any other contract,
excluding wholesale transactions with distributors or deal-
ers.

For repeal ofAct, set note preceding 17101 of
this chapter.

7401 Consumer information— Medical evaluation—
Waiver— Complaint procedure— Liability insurance
Paragraph effective July 1, 1911.

S 4. Every person fitted and sold a hearing aid «<h>Mh*
.given, at no charge, the "User Instror-.inralBr-chure”
supplied by all hearing aid manufacturers, containing ad-
vice to the use* regaroing requirements for evaluation by
licensed physicians. specific waivers to the medical evalua-
tion requirements, heanng aid manufacturer evaluations,
purchase privileges and technical data.

Any person w.io fits, dispenses, services or sells hearing
lidv shj" ~«iiver to each person supplied with a heanng
aid.Ca ceT??\which shall contain the seller's signature.

manufacturer's specifications, me +f.nol-
»i, and ;«nal number ot Uie neanng aia*fumisned and tne
full sa'rs jg— « -yearly stated. If a used heanng aid is
soic. tne receipt anc tne container thereof shall be clearly
marked as "used" or "reconditioned", whichever is applica-
ble. w.th terms of guarai..«. if any.

A hearing aid dispenser shall not sell a nearing aid
unless the prospective user has presented to the heanng
aid dispenser a written statement signed by a licensed
physician which states that the patient's heanng lon has
been medically evaluated and the patient may be con-
sidered a candidate for a heanng aid. Ue_rnedical evalua-
tion must have taken place within the 6 mohlhs immediate-
ly preceding the time the written statement is presented
by the prospective hearing aid user to the hearing aid
disperfser! T f’'the prospective hearing aid use: is IS vcari
of age or older, the hearing aid dispenser mi; aiioru tne
prospective user an opportunity to waive the medical eval-
uation requirement of this Section, pro ded that the hear-
ing aid dispenser
“ (i — * the prospective user that thr exercise of the
waiver is not m the user's best health interest;

* fu)JInjjio~in any way acnvelvencouraje the proipee-
tive use/ to waive such a medical evaluation; and

tiiil Affnrc” the prospective uuer the onnormj-nrv. to sign
the following statement:

| have been advised by (Hearing aid dispenaer's

ixime) that the Food arid Drag Administration has deter-

mined that my best interest would be served if | had a

Txtrissukl
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medical evaluation by a licensed physician (preferably a
physician who speailires in diseases of the ear) before
purchasing a hearing aid. | do not wish a medical evalua-
tion before purchasing a hearing aid.

The hearing aid dispenser shall retain auch proof at
media, examination or wijver for at l«y” are.

If tlte parent or guardian 61 any individual under the \
age of 18 years is a member of any enarch or religious \
denomination, whose tenets and pracrcts include reliance
upon spiritual means through pnyer alone and objects to
medial treatment and so states in writing to the hearing
aid dispenser, auch individual shall undergo a hearing
examination as provided by tius Section, but no proof,
ruling out any medially treatable problem causing bear-
ing loss, shall be required. v

All persons certified under this Act shall have conspicu-
ously displayed in their business establishment a sign
indicating that formal complaints regarding hearing aid
goods or services may be made to the Department. Such
sign shall give the iddrtss of the Department. Ail p—
sons purchasing hearing aids shall be provided whh a
written statement indicating that formal co.nplainta re-
garding heanng aid goods or services may be made to the
Department and ahail give the address of the Department.

Any person wishing to make a complaint, against a
hearing aid dispenser under this Act, shall file it with the
Department w-.thin 1_ee23. from the date of the action
upon which trfe"compiaint is based. Tne Department shall
investigate all such complaints.

All persons certified under this Act shall maintain habit

+f

Vy

ty insurance as set forth by rale and shall be responsible/ta-

for the annual calibration of all audiometers in use by such”
persons- Buctrannuii calibrations shall be in conformance
with the standards set by American h'zconal Standard
Institute.

For repeal of Act «< note preceding ¥7101 of
this chapter.

740S. Certified hearing lid dispensers
Paragraph effective July 1. 19Si.

8 5. No person shall engage in the selling, practice of
fitting, 6sperumg or sen-icing hearing aids or display a
sign, advertise or represent oneself as a person who
pncucts the fining and selling of hearing aids after C.
January 1985, uniess such person holds a current, certifi-
lh» r*pararienr as provided in this Ac. |
For purposes of this Act, such person shall be known as a
certified heanng aid dispenser. The eerrificaie shall be
conspicuously displayed in the place of business. Dupli-
cate certifiates shall be issued by the Department to valid
certificate holders operating more than one office, with
such additional payment as niay be required.

Nothing in this Act shall prohibit a corporation, partner-
ship, trust, association or other orgnntrarioa maintaining
an established business address, from engaging m the
business of fitting and selling or offering for sale hearing
lids *1 retail without a certificate, provided it employs only
certified ini Sduals in the direct fitting and dispensing of
such produce. Each :nch corporabona, partnerships
trusts, sssocabons or other organixaaoxu shall file annu-
ally, with the Department, a list of all certified hearing aid
dispenser* employed by it. Such orginrxabons shall also
file with the Department a statement that they comply
with this Act. the rules issued pursuant to it and the
regulations of the Federal Food and Drug Administration
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and the Federal Trade Commitsion insofar at they are
applicable.

For repeal o f Act. see noU preceding 17101 of
thiz chapter.

7404. Salt of hearing aidi by buiineti organization*—
Repitraiion— Disclosure SLettment— Consent to
service of process— Right of cancellation by con-
sumer of mail order— Other regeiremcnu

Paragraph effective July 1. 1SIL

f 6. Nothing in this Act shall prohibit a corporation,
partnership, trust, association or other organization maio-
taming an established business addreat. from engaging is
the business of selling or offenng for sale hearing aids it
retail by mail to persons 18 vcan of age or older who have
no: been examined by f licensed frtysicSSF~r tasted by a
cerufico hearing aid dispenser provided thac

(@ Each such organization is registered by the Depart-
ment prior to engaging in business in this State.

(b) Each such organization files with the Department,
pnor to registration and annually thereafter, a Disclosure
Statement containing the following.

(D) the name under which the organization is doing or

Aintends to do business and the name of any affiliated

company which the organization recommends or will rec-
ommend to persons as a supplier of goods or services or in
connection with other business transactions of the organi-
zation;

(2 the organization's principal business address and the
name and address of its agent in this State authorized to
receive process; *

3L the business form of the organization, whether cor-
porate. partnership, or otherwise and the state of other
sovereign power under which the organization is organ-
ized:

4 the names of the directors or persons performing

similar functions and names and addresses of the chief
executive officer, and the financial, accounting, sales, and
other principal executive officers, if the organization is a
corporation, association, or other similar entity; of all
general partners, if the organization is a partnership; and
of the owner, if the organization is a sole proprietorship,
together w.th a statement of the business background
cunr.g the past 5 years for each such person:

(5* a statement as to whether the organization or any
person identified in the disclosure statemenc

@) haa during the 5 vrar period immediately preceding

the date of the disclosure statement b«e»-cgnv>cted of a
felony, pleaded nolo contendere to a felony charge, or been
held liable in a civil action by final judgment, if such
felony or civil action involved fraud, emDezziement. or
misappropriation of property, and a description thereof; or

(iii is subject to any currently effective injunctive or
restrictive order as a result of a proceeding or pending
action brought by any public agency or department, and a
desenption thereof; or

@n is n defendant in any pending criminal or material
aril action relating to fraud, embezzlement, misappropria-
tion of property or violabona of the antitrust or trade
regulation laws of the United States or any state, usd a
description thereof; or

(it) has during the 5year period immediately preceding
the date of the disclosure itatement had entered against
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such person or organization a final judgment in any
rial crQ proceeding, and a description thereof; or

(v) has during the 5 year period immediately preceding
the date of the disclosure statement been adjudicated a
bankrupt or reor~"~‘tied due to insolvency or was s prao-
pal executive off .or general paroier of any company
that has been adjudicated a bankrupt or reorganized due
to insolvency during such 5 year period, and a desenpcoa
thereof; ~ERFE

(6) the length of time the organization and any pcedo-

ctssor of the organization has conducted a business deal-
ing with hearing aid goods or services;

(7) a financial statement of the organization audited by
an independent certified public accountant, as of the dose
of th* most recent fiscal year of the organization. If the
financial statement is filed later than 120 days following
the dose of the fiscal year oi th* orgziiiwiaon it must be
accompanied by a statement of the organization of any
material changes in the financial condition of the organiza-
tion. The Department may in its discretion waive the
requirement for audited statements for organizations who
have not previously iiad such certified audita, tf the unau-
dited financial statement a prepared by an independent
certified public accountant |If the unaudited finaccal
itatement is filed later than 120 days following the eiose
of the fiscal year of the organization, it must be accompa-
nied by a statement of the organization of any material
changes in the financial condition of the organization;

(8) a general desaiption of the business, induding vith ”

</f

VY

out limitation a description of the goods, training pro- /

grams, supervision, advertising, promotion and other ser-/
vices provided by the organization;

(9 a statement Of any compensation or other beatfit
given or promised to a public figure arising, in wboke or in
part, from (i) the use of the public figure in the name or
symbol- of the organization or (ii) the endorsement or
recommendation of the organization by the public figure m
advertisements;

(10) a statement setting forth such additional informa-
tion and such comments and explanations relative to the
inforraatko contained in the disclosure statement si the
organization may desire to present.

(©) Each such organization files with the Department
prior to registration and annually thereafter a statement
that they comply with the Act. the rules issued pursuant
to it and the regulations of the Federal Food and Drug
Administration and the Federal Trade Commission insofar
as they are applicable.

(d) Each such organization files with the Department at
the time of registration an irrevocable consent to service
of process authorizing the Department and any of is
iucetr--ors to be served any notic process or pleadicg m
any acuon or proceeding against s ch organization arising
out of or in connection with any violation of this Act
Such service ahall hare the effect of conferring personal
jurisdiction over auch organization in any court of compe-
tent jurisdiction.

(t) Each such organization affords the prospective M e -
an opportunity to waive the medical evaluation require-
mentof Section 4 of this Actland the testing requirement
of subsection (j) of Section 3* and aubeecckm (z) of Srzion
181provided that the organization:

0] informs the prospective user that the exercise of the

waiver is not in the user's best health interest;

J
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I) doo not in any way actively encourage the proa)p*A
uarr to waive such a me-diaj evaluation or lac and\

3) affords the prorpccuve user the opportunity to tign*\a/
A* THE SELLER AND THE SELLER DOES NOT PICK

following statement:

111 17406

SELLER REGARDING THE RETURN SHIPMENT OF
THE GOODS AT THE SELLER"S EXPENSE AND RISL
IF YOU DO MAKE THE GOODS AVAILABLE TO

| hare been sdvued by _ _ _ (Hearing Aid diapenaeraoh \ THEM UP W I1iiIN 20 DAYS OF TEE DATE OF YOUR
me) that th. Food ar.c Drug Administration and the” \NOTICEIOFC*"C " "TIO VJpVV Xt RETAIN OR

ite of niinoia have determined that my beat interest®
:uld be served if 1had a medical evaluation by a licensed ™*

yiidan. preferably a physician wbo specialized in dis-
Jts of the tar. before purchaainr a bearinr aid: -or a
ft by a certified hearing aid dispenser utilizing eatab-
¢ned procedures ar.c instrumentation in the fitting of
nnng aids. | dono: vah either a medical evaluation or
fit before pureharr.g a hearing aid”. /

if) Where a sale, ieaat. or rental of hearing aida is sold
contracted to be soid to a consumer by raaD order, that
;;naumer mav avoid the contract or tale by notifying the

seller within 45 full business dayi followingthat day on

j

DISPOSE OF THE GOODS WITHOUT ANY FURTHER
OBLIGATION. IF YOU FAIL TO MAKE THE GOODS
Available to the seller, or ip you agree to
RETURN THE GOODS TO THE SELLER AND FAIL TO
THEN YOU REMAIN LIABLE FOR PERFORM-
OF OBLIGATIONS UNDER THE 'CON-

M?RACT.

T0

, 9 SEND ATELEGRAM,

f

hicS-the hearlInflfdi ujuxJfaaltii by '*& seller to the \S

consumer and oy returning to tn“seller m rta original

a

CANCEL THISTRANSACTION, MAIL OR DEUV-

Ernva?v A"RATTEN SOTICE,

(name ofseller), AT (ad-

t* P hon*
NO LATER THAN MIDNIGHT OF ,nn , (date),

| HEREBY CANCEL THIS TRANSACTION,

Now
TO
of

condition, any hesnng aid delivered to the consumer under j/mDaU)

tne contract or sale.
tne seller shall furnish the consumer with a fully complel-

td rectipt or copy Of any contract pertaining to such sale

containing a "Notice of Cancellation” informing the con-
sumer that he may cancel the sale at any time within such
45 days snd which shows the date of the mailing and
contains the name, address snd telephone number of thq
seller, and in immediate proximity to the space reserved in
the contract for the signature of the consumer or on the
front page of the rect.pt if a contract is not used and in
bold fact npe of a nufimum size of 10 points, a statement
in substantially the following form:

"You, the buy*?, nuy cancel this transaction at any time\

prior to midnight of the 45th buxines* day after the date
of this transaction. See the attached nobce of cancellation
form for an explanation of this right”.

Attached to the receipt or contract shall be a completed
form in duplicate, captioned "NOTICE OF CANCELLA-
TION” which shall be easily detachable and which shall
contain in 10 point bold face type the following informa-
tion and statements in the same language as that used in
the contract

NOTICE OF CANCELLATION/

enter date of transaction

(DATE)

YOU MAY CANCEL THIS TRANSACTION. WITH-
OUT ANY PENALTY (P. OBLIGATION, WTTHIN 45

BUSINESS DAYS H-.OM THE ABOVE DATE.

IF YOU canceL ANT PROPERTY trADED N,
YANT PAYMENTS mape BY YOU UNDER THE coN-
TRACT (P. saLe. anD ANY NEGOTIABLE
MENT EXECUTED BY YOU WILL BE RETURNED
WITHIN 10 BUSINESS DAYS FOLLOWING RECEIPT

BY THE Sm. TR OF YOUR CANCELLATION NOTICE
AND ANY SECURITY INTEREST ARISING OUT OF
THE TRANSACTION WILL BE CANCELLED.

IF YOU CANCEL YOU MUST MAKE AVAILABLE

TO THE SELLER AT YOUR RESIDENCE. IN SUB-

STANTIALLY AS GOOD CONDITION AS WHEN RE-

CEIMED, ANY GOODS DELIVERED TO YOU UNDER
THIS CONTRACT OR SALE OR YOU MAY IF YOU
WISH. COMPLY WITH THE INSTRUCTIONS OF THE

INSTRU-

At the time the hearing aid is mai'edL/

(Buyera Signature)

Such written "Notice of Cancellation” may be sent by
the eoniumer to the feller to cancel the contract. The 45
day period_prp\Tded for in this Section does not commence
unUltKe consumer|f furnished the Notice of Cancellation,
the addretl and phone cumber at whleh tueh 065ce to the
teller can be given is furnished.

If the conditions of this Section are met, the seller must
retom to the consumer the full amount of any payment
made or consideration given under the contract or for the
merchandise.

It is an unlawful practice within the meaning of this Act
for s seller to: (1) mail hearing aids to a consumer other
than by certified maul- (2)711 before furnishing copies of
the "Nooce.of Cancellation" to the consumer, to complete
both copies by entering the name of the seller, the address
of the seller's place of business, the seller's telephone
number, the date of the mailing, and the date, not earlier
than the 45th business day following the date of the
mailing, by which the consumer may give oouce of cancel-
lation; (3) include in any contract or receipt anyeoafeuioo
of judgment or any waiver cf any of the right* to which
the consumer is entitled under this Section including spe-
cifically his right to cancel the ta.* in accordance with the
provisions of this Section: (4) misrepresent in any manner
the consumers right tip cancel; (a) use any undue influ-
ence, coercion, or any other wilful act or representation to
interfere with the consumer's exercise of his rights under

1}

this Section; (6Lfail_or_refu*« to honor uny valid notice of j/~

cancellation by a consumer and wiuiin 10 buarness days /

after the receipt of such notice, to (i) Refund all payments -
made under the contract or sale. (ii) return any goods or
property traded in, in substantially at good condition u
when received by the person, (iu) cancel and return any
negotiable instrument executed by the cmruinwr in con-
nection with the contract or tale and take any action
necessary or appropriate to terminate promptly any

ty interest crer. ed in the transaction; (7) pegotisU. trans-
fer, sell or assign any note or other evidence oTBdebtedk

bras to a finance company or other third party prior to

midnight of the 50th business day following the day of the
nuuEpg; or (8) fafl, within 10 busineu day* of receipt of

"the consumer’ notice of cancellation, to notify him srbetb-

n

S

to
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e- the setter intends to repossess or to abandon sny
stnped or delivered p o d

(g) Eich such orgznisatior. employs owy certified indi-
ncusls in the dispensing of heiring aids and files snnual-
h. with the Department, s list of all certified hearing aid
dispensers employed by it

1Firapiph of ika etapwr.

:Puxpiph 740} of Out i

"Finiraph 74(1 of Pas <

For repeal ofAct tee note preceding F7101 of
this chapter.

7407. Exemptions

Paragraph effective July 1 19LL

8§ 7. The following are exempt from this Act;

(@) Persons who measure human hearing and who fit
hearing aids for the sole purpose of xudiological evalua-
ixns. Such persons shall not sell or dispense hearing aids
or accessories thereto unless certified under this Act.

y(t>) Licensed physicians.

(© Persons who only repair or manufacture hearing aids

_aad their accessories.

/ For repeal ofAct, tee nets preceding f 7101 of
~" this chapter.

7408. Examination of hearing aid dispensers— Require-
menu of applicants

Paragraph effective July 1. 19SL

5S. In order to protect the hearing-impaired individu-
al. the Department shall authorize or shall conduct an
appropriate examination for persons who dispense, fit or
service hearing aids. The Department may use the test
prepared by the National Institute for Hearing Instru-
ments Studies. Those who successfully pass such an
examination shall be issued a certificate as a hearing aid
dispenser which shall be effective for a 2-year period.
Appiicanu shall be:

"ill At least 18yean of age;

(2) Of good moral character;

(3) A high school graduate or the equivalent;

44) Free of contagious or infectious disease: and

»5) A citizen or person who has the status as a legal
aiien.

An applicant for certification by examination shall, by
means of written and practical tesu, demonstrate that
sueh person is qualified to practice the fitting, selling and
servicing of hearing aids.

The renewal of a certificate shall be contingent upon
compliance with the continuing education requirement as
determined by the Board.

For repeal of Act, tee not* preceding f 7101 of
this chapter.

7409. Matters included in examination
Paragraph effective July 1, 19U.

1 9. The examination required by Section S 1shall dem-
onstrate the applicant's technical qualifications by:

@ Tesu of knowledge in the following areas as they

perain to the fitting and selling of hesnng aids:
(1) Characteristics of sound:
(2) The nature of the ear and
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(3) The function and maintenance of hearing aid*.

(I) Practical tests of proficiency in the following tech-
niques as they pcruic to the fitting of hearing aids:

(1) Pure tone audiorutry indoding air conduction test-
ing and bone conduction testing;

(21 Lire voice or recordtd voice speech audiometry, in-
cluding speech reception, threshold testing snd speech
discrimination testing;

O Maxima.*> e ; e

(4) Proper selection and adaptation of a hearing aid a
relation to the above procedure;

(5) Taking earmold impressions;

(G) Proper maintenance procedures; and

.(7) A general knowledge of the medical snd physical
contra-indications to the use and fitting of a hearing aid.

(c) Knowledge of the general medical and hearing rehn-
bOiution facilities in the area being served.

1Panpapt 7401 rf tee cfcepur.

For repeal ofAact see note preceding 17101 of
this chapter.

7410. Provisional certificates
Paragraph effective July L, 19U.
8 10. For the period of 6 months immediately following

the effective date of this Act an applicant for certification
shall be issued a certificate, provided the applicant:

(a) Has been engaged, at a place of business in lllinois,
u a hearing aid dispenser for z total of atjeaxt 2_y.nri
vithinjLhe Nyear period immediately prior to

(b) Is a person of good moral character; U

(c) Ir 18 years of tgi or olden

(d) Is free of contagious or mfectioui disease; "’

(e) Agrees, in writing, to comply with the provisions of

‘this Act. the rules issued hereunder snd die applicable

regulations of the Federal Food and Drug Administration
and the Federal Trade Ixmmission;

t (> Para the appropriate fee; ax>d ~~"

(g) Is a citizen or has the stems of a legal alien.

However, within .3 yean of the effective date of this
Act. all persons granted a-certificate under this Section
shall be required to pass the esaminatior, required by
Section S.1 Those who do not pass the examination within
this period shall immediately surrender their certificate to
the Department and cease operating as s hearing aid
dispenser. Upon failure to do so, the Department shall
seize the certificate.

1Pansrxpta 7401 Of the eSrour.

For repeal ofAct, see note preceding » 7101 of
this chapter.

7411. Temporary certificates
Paragraph effective July U 19U.

8§ IL An applicant who fulfills the requirements re-
garding age, character, education and health, as set forth
in Section 8,1 may obtain a temporary certificate upon
application to the Department. PmjoajLtxperience ar a
waiting period shall not be a requirement to obtain a
temporary or qualifying certificate. Upon receiving such
application, when accompanied By the appropriate fee, the
Department rhtll iasoe a temporary certificate which en-
titles the ipplkant to engage in the fitting, dispensing and



CHAPTER 111—PROFESSIONS AND OCCUPATIONS

111 17415

ter,j of hearing aids for a periodjsot to exeeedjﬂﬂ’.‘ \/'Hdispenser to complete a period of evaluated ccperieace tod

A temporary certificate shall octbe
* applicant must ukt the cxirwmance within a year
ter receiving the temporary certificate. All applicanu
* a temporary certificate shr.ll be employed by a
W0 has a certificate as a hearmg-Ud tttljXnser.
«'son shall be responsible for tne mpems755~hnd train-

non

Such yUroof.
£ Wrtificate restored, including sworn evidence e*rtifrmg to

rvniwtb'k~thd\ \raay require successful completion of the examination.

Any hearing aid dispenser whose wrtifiata has expired
yor more than 5 years pnor to July 1, 1964 may have it
> restored by making application. and fEag acceptable
to the Department of his fitness to have auch

Z. of the applicant and shall maintain personal »ntact”)\ ic/t\j . practice in another jyfisdietibn and by paying the

=K 0 *
S« -

The Department may issue a temporary certificate to an
tplicant starting a hearing aid deakrahip as aole owner,

eqred restoraoco fee.

For repeal ofAct, at* note preceding 17101 of
tkis chapter.

i:nc:pal of a firm, or employee-manager for a corporation fff
Bthe applicant'straining is provided by a manufaeturerfy-i-T4i4, Powtit and duties of department

r by ayfgaon rioter x vahd certificate issued under
-is.Act; and if the new dealer, not later than 5 days prior

°0 the commencement of opeiatiuu under » temporary B /- * l<
certificate, obtains and files w-ith the Department a surety™ A.

b-r.d tn the sum of at least Sa.000”*which shall be condi-

tioned on the satisfactory performance, pursuant to snd in

accordance with this Act and the rules hereunder, during

the period covered by the temporary certificate.
1Ftnrnpb Tic* atihb chipttr.

Forrcpeat oj Act, set note preceding f 7101 of
this chapter.
7412. Registration of person licensed or certified in
another itate

Paragraph effective July 1, 1SaL

8§ 12. The Department may register as a hearing aid
dispenser without examination, but upon payment of the
required fee, ar. applicant who has a certificate or license
in good standing to practice in another state, if the re-
quirements m such state are aabstantially equal to the
requirements imposed by this Act. Applicants who meet
such endorsement requirements may practice in this State
pending action on their application. If the application iy
dented, their right to practice ceases on the date of den

For repeal ofAct. see note preceding f HOI of
this chapter.

7413. Expiration and renewal of certificates
Paragraph effective July 1, JSIL
S 13 ir.e expiration cate and renewal period for each

paving the required fee. Howr/ver. any hearing aid dis-
penser whose certificau expired while; (1) on active duty
with the Armed Forces of the United States, or the State
Militia caiiec into service or training, or (2) in trainirg or
education under the supervision of the United Sutes prt-

paying any lapseu renewal fees it, within 2 years after

honorible termination of such service, training or educa”r

tion, except under conditions other tha*. honorable, such
person must furnish the Department with satisfactory
eodenet of being so engaged and that the service, training
or education has been terminated.

If the hearing aid dispenser has not practiced fcr 5
yean or more, the Board rhall determine, by an evaluation
program established by rule, such person's fitness to
resume active status and may requin the hearing aid

frnn .u

Paragraph, effective July 1, M L

The powers and duties of the Department arse
(a) To supervise issuance of certificates ‘id to admtnia-
Ur examinations to applicants. However, the Department
may authorize a testing service to provide this function or
it may use the test prepared by the National Institute for
Hearing Instruments Studies.

(b) To certify persons who are qualified to engage in the
fitting, selling and dispensing of hearing aids;

(© To provide the equipment and facilities necessary for
the examination:

(d) To issue -ad to renew certificates;

(e) To suspend or revoke certificates or to taka such
other disciplinary action at provided in this Act;

(f) To consider all recommendations of the Board and to
inform it of ail actions of the Department insofar u
hearing aid dispensers are concerned, including any in-
stances where the actions of the Department are contrary
to the recommendations of the Board; and

(@) To promulgate rules necessary to iaplosent this
Act.

For repeal of Act, —t note preceding 17101 of
this chapter.

7415. Fece— Disposition of feen
Pengraph effective July 1, 1SIL
f IS. (a) The following arc fees to be charged snd are

not refundable
n m ti* fM for mplication for a certificate is 525.

thc examination on the scheduled dau, at the ome and
place specified, after the applicant's application and fee for
the examination has been received and acknowledged by
the Department or the designated testing service, shall
result in the forfeiture of the fee.

forw.« -« 1 * _

* M) Toe fee for the reinstatement of a certificate wo
has expired for not more than 5yean is 510. pica payment

of iH lapeed renewal feta”
* (5) Thz fr* lor the restoration of a certificate which has
expired for more titan 5yean 0,5100.

(6) The fee for the issuance of a duplicate certificate, tor
the issuance of s replacement certificate which has been
lost or destroyed or for the issuance of a certificate with a
change of name or address, other than during the renewal
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penod. h S10. No fee a required for name tod addres*
changes on Department records when no duplicate certifi-
cate is issued.

G) The fee for a certification of a registrant's record for
any purpose a S1Q.

() The fee to hare the scoring of an examination admin-
ister*; by the Department reviewed and verified is S10.
plus any fee charged by the testing service.

(?) The fee for a wall certificate shall be the actual cost
of such certificate.

(10) The fee for a roster of persons registered as hear-

ing tid dispensers shall be the actual cost of such roster.

Ib) The moneys received is license fees by the Depart-
ment of Fubitc Health under this Act shall be deposited m
the Hearing Aid Dispenser Examining and Certification
Fund, which is hereby created as a special fund in the
State Treasury, and shall be used only for the administra-
tion of this Act. including: (1) costs directly related u>
certification of persons under this Act: and (2) by the
Hearing Aid Consumer Protection Board in the exercise of
its powers and performers* of its duties, and such use
shall be made Ly the Department of Public Health with
full consideration of all recommendations of the Hearing
Aid Consumer Protection Board.

For the fis' il year beginning July 1, 1984, the moneys
deposited in the Hearing Aid Dispenser Examining and
Certification Fund shall be appropriated to the Depart-
ment for expenses of the Department and the Hearing Aid
Consumer Protection Board in the administration of this
Act

Moneys in the Hearing Aid Dispenser Examining and
Certification Fund may be invested and reinvested, with
al) tirr-mgs received from such investment to be deposited
in Use Hearing Aid Dispenser Examining and Certification
Fund anc used for the same purposes as fees deposited is
such fund.

Upon the completion of any audit of the Department as
prescribed by the Illinois Stile Auditing Act,1which audit
includes ar. audit of the Hearing Aid Dispenser Examining
and Certification Fund, the Department shall make a copy
of the audit open to inspection by any interested person,
which copy shall be submitted to the Department by the
Auditor General in addition to the copies of audit reports
repaired U>be submitted to other State officers and agen-
cies by Section 3-14 of the lllinois State Auditing Act.*

:Chirirr 11. © 301-1 cl leq.

« Ciipier 13 r 303-14.

For repeal ofAci, tee note preceding t HOI of
thin chapter.

741ft. Hearing aid conaumer protection board— Estab-
lishment— Members

Paragraph effective July 1, 198i.

§ 16. There shall be established a Hearing Aid Con-
sumer Protection Board which shall assist, advise and
make rjcommenda.”~ua to the Department pursuant to
this Act.

The Foard shall consist of 5 members;who shall be
residents of Illinois. One shall be a licensee phyritisa who
specializefuf otology or otolaryngology”, one shall be a
member of a consumer-oriented organization concerned
with the hearing impaired; one shall be from the general
public, preferably a.senior citizen; and 2-yhall be certified
hearing aid dispenser!. Each such certified hearing aid

CHAPTER 111-PROFESSIONS AND OCCUPATIONS

dispenser shallhi*e st least 5years of experience, except-
ing those sppointed to the first Board. One of the certi-
fied hearing aid dispensers shnD be a Certified Clinical
Audiologist, the otiier shall be a Cersificd-Haaang”Aid
Audiologist. ! A

Members of the Board shall be appointed'by the Di-'
rector. The term of office of eaeh shall be TTgrsrwfgjfa
for those of the first Board, 2 shall be appointed for 2year
terms. Before a member's Unn expires, the Director
shall appoint a successor to assume member’s duties st the
expiration of his predecessor’s term. A vacancy shall be
filled by appointment for the unexpired term. The mem-
bers shall annuaDy designate one member as chairman.
No member of the Board who has served 2 or more
successive and full terms may be reappointed. The Di-
rector may remove members for good cause.

Members of | ard shall receive reimbursement for
actual and nece uy travel and for other expenses, not to
ex eed the limit established by the Depariment.

For repeal ojAct, ut note preceding 17401 of
this chapter.

7417. Dutlee of beard
Paragraph effeciioe July 1, 1984.
f 17. ihe Board shall advise the Department in all

matters relating to thi* Act and shall assist ss requested
by the Director.

The Board shall respond to issues and problem! relating
to the improvement of services to the herring-impaired
and shall make such recommendations is it considers
advisable. It shall file an annual report with the Director
and shall meet at least twice a year.

The Board shall recommend specialized education pro-
grams for pursons wishing to become certif>J as heanng
aid dispensers and shall by rule, establish minimum stan-
dards of continuing education required for certificate re-
newal

The Board shall hear charges brought against bearing
aid dispensers and shall recommend disciplinary action to
the Director.

For repeal ofAct, tee note preceding 17401 of
this chapter.

7418. Disciplinary actions by department—Grounds

Paragraph effective July 1, 1984.

§ 18. The Department may refuse to issue or ronew n
certificate or it may revoke, suspend, place on probation,
censure or rrpnmand a certificate holder for any of the
following:

(@) Material missutement in furnishing information to
the Deparunenc

(b) Violations of this Act, or the rules promulgated
hereunder.

(c) Conviction of any crime under the laws of the United
States or any state or territory -hereof which is a felony or
misdemeanor, an essential element of which is dishonesty,
or of any crime which is directly related to the practice of
the profession;

(d) Malting any misrepresentation for the purpose of
obtaining a certificate or renewing a certificate, including
falsification of the continuing education requirement;

(e) Professional incompetence;

I1X) Malpractice;
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f Aiding «r utitar.g another person m violating any
' saion of this Act or the rules promulgated hereunder;

*1 Failiaf. within 60 day*, to pnrrids inform*6cm in
:potue u a written request made by the Department;

Ergo”ng tn dishonorable, unethical or unprofeiaion-
conduct trtuch is likely to deceive, dtfraod or harm the
ublic
J* Knowingly employing, directly or indirectly, any am-
ended or unregistered penon to perform aoy sendee*
c-'ered by this Act

k) Habitual
imgj;

+/ 1Diacipfine by wether itate. the District of Columbia,
rerritory. ora foreign nation. if at least one of the ground]
for the discipline is the same or substantially equivalent a
,rote *r forth herein;

tm) ZYjeeldy or indirectly giving a or receiving from
any persce. firm. corporation, partnership or association
any fee. commission, rebate or other form of compensation
for any professional services not actually rendered;

(n) A finding by the 3oard that the re~stranL after
having ha certificate placed on probationary status has
violated the terms or probation;

(o) Uiufally making or filing false records or reports;

inaxscation or addiction a the use of

Njp) Wiufaldy fxiling a report in instance of suspected
child abuse or neglect as required by the "Abused snd
Neglected Child Reporting Act", approved June 26, 1975.
as amended;1

<gl Physical iliaess.”.eluding but not limited a. deterio-
ration through the aging pieces*, or loss of motor skill
which results ia the inability a practice the profession
with reaionablt judgment, sxill or safety;

(r) Sobritatiot of professional services other than by
permitted advertising;

(s) Participating in subterfuge or mitrepresenUtion in
the fitting and servicing of a hearing aid;

(t) Advertising a particular model or type of hearing aid
for sale, when prospective purchaser! cannot purchase the
advertised model or type. where it <s established that the
purpose of the advertisement is to obtain prospects fcr the
sale of a different mode! or type than that advertised:

()
will be used c: mace available ui the fitting, adjustment,
maintenance or repair of heanng aids when that is not
true, or using the words edoctor”, "audiologist”. *'clinic",
“Clinical Audiologist”. "Certified Hearing Aid Audiolo-
gist" “State Certified", "Certified Hearing Aid Dispens-
er" or any other ‘era, abbreviation or symbol when it
would give the impression that service is being provided
by pereoca awaraed that degree or title, or that the
person’s service who is holding the certificate has been
recommended by a governmental agency, when such is not
the ease

(vj Advertising a manufacturer™ product or using a
manufacturer's name or trademark implying a reladonahip
wiadldoes-couex:;U e — V.
” (w) Directly or indTrectljrgiring or offering anything of'
vause to any person who advises soother in'a professional
capacity, u an inducemert to influence the purchase of a
product sold or offered for sale by a hearing aid dispenser
or fjfloendng persons to refrain from deulisg in the

\ predocts of competitors; r 1

riljL u A

Representing that :he se: ri:: of a licensed physicrge™*.

111 ti 7420

(x) Conducting buiinesa *hiW suffering from a eonta*
fwus disease

(y) Engaging in the fitting and sale < Staring aids
under a name with fraudnlert intent;

(z) Dispensing s hearing aid to a person who has not
been given tesu utilizing appropriate etobliabwi proce-
dures and instrumentation in the finng of iwaring aids,
except where there is the replacement of s nearing aid, of
the same make and model;

(aa) Unavailability or unwiHbgnen to adequately pro-
vide for seme* and repair of bearing aids fitted and told
by ’spenser

(bbi Violsong the regulation] of the Federal Food and
Drug Administration or the Federal Trade Commiaaion as
they affect hearing aids;

fee) Violating any provision of the "Consumer Fraud
aru. Deceptive Business Practices Aa", approved Jolj 24.
1961. as amended.2

oupurzi.txai am

#OsfMcr 121A, f 241 « M

For repeal ofAct see note preceding 77101 of
this chapter.

7419. Dispensing of hearing aids without cerdflcalU—
Injunoio iv— Costs

Paragraph effective July 1, IShi.

f 19. Tha practice of fitting, dispensing and serriejng
hearing aids by sny penon Dot at that doe bolding a valid
and current certificate under this Aa is hereby dedared to
be inimical to the public welfare snd constitutes a public
nuisance. The Direcar of the Department, chmugh the
Attorney General or the Sale's Attoriiey of any county,
may maintain an action in die name of the people of the
Stall of Illinois and may apply for an injunction in tha
circuit court to enjom any such penon from engagmg in
such practice. Upon the filing of a verified petition in
such court.* the court, if satisfied by affidavit, or other-
wise, that such person has been engaged in such practice
without a current certificate to do so, may issue a tempo
rary injunction without notice or bond, /lining the de-
fendant from any such further practice. A copy of the
verified compiaint shall be served upon the defendant and
the proceedings shall thereafter be conducted as other aril
If it is established that the defendant has been, or
is engaged ir. anv uniawful practice, the court may enter
an order or judgment perpetually enjoining the defendant
from further such pracue*. In all proceedings hereundsr,
the court, in its discretion, may apportion ibe costs among
the parties interested in the suit, i-tiuding cost of filing
complaint, servict of process, witness fees and expenses,
court reporter charges and reasonable attorney* fees. In
case of violation of any injunction issued pursuant to this
Section, the court, may try and punish tire offender for
contempt of court, Such injunction proceeding* shall be in
addition to all penalties and other remedies is this Act.

For repeal ofAd. see note preceding f 7401 of
Olio chapter.

742ft, Inactive status

Paragraph effective July 1, 19hi.

f 20, Any hearing aid dispenser who notifies the De-
partment. on the prescribed fo.Tns, easy place such certifi-
cate on inactive status and shall be exempt from payment
of renewal fees until such person notifies tha Department
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cut to the Dspartnent and if such penon fails to do to.
the Department shall lent such arcfxau.

For repeal of Act. see note preceding f 7401 of
(his chcepler.

"477. Restoration of certificate
Paragraph tffmire July J. 1381
) 27. At any time after the suspension or revocation of

sny certificate, the Department may re,tort it to the
aeeuaed person. up?r the »nttec rtcoc./nendation of the
Board.

For repeal of Act see note preceding f 7401 of
this chapter.

7428. Payment of cost*—Fling or receipt
Paragraph effective July 1. 1911
| 28. The Department shall not be required to certify

any record to the Court or to file any answer in court or
otherwise appear in any court in a judicial reriSw proceed-
ing. unleu there is filed io the court, with the complaint, a
receipt from the Department acknowledging payment of
the costs of furnishing and certifying the record, which
costs shall be computed at the rate of 20 cents per page of
such record. Failure on the part of the plaintiff to file
such receipt in court shall be grounds for dismissal of the
tcoon.

For repeal of Act. ter note preceding t 7401 of
this chapter.

7429. Certain orders as prima facie proof
Paragraph effective July 1, 1314.
4 29. An order or a certified copy thereof, over the

seal of the Department and purporting to be signed by the
Director, shall be prima facie proof:

u) That such signature is the signature of the Director

<bl That the Director is duly appointed and qualified:
and

(c) That the Board, and the member* thereof, are quali-

fied to act.

For repeal of Act see note preceding f HOI if m
this chapter.

7430. Determination of mental illness— Automatic sus-
pension of certificate

Pcragraph effective July 1, 1SLL

4 30. The determination by a circuit court thit a certif-
icate holder is subject to involuntary admission or judicial
admission. as provded in the "Mental Health and Develop-
mental Disabilities Code", ipproved September 5, 1978. u
amended.1l operates as an automatic suspension of the
holder's certificate. Such suspension will end upcn a
finding by a court that the patient is no longer subject to
involuntary admission or judicial admission and the court
issues an order so finding and discharging the patient and
upon the recommendation of the Board to the Director
that the registrant be allowed to resume his practice.

'‘Qujxtr 11Vi. = tIGO ei m*.

For repeal ofAd, tee note preceding f 7101 of
O.is chapter.
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7431. Applicability of Administrative Procedure Act—
Review under Administrative Renew Lav

Paragraph effective July 1, IStL '

4 31. The provisioni of 'The Illinois Administrate*
Procedure Ac", approved September 22. 3975. as amend-
ed.1sliall apply to this Act. All final vimcatratirt deer
lions of the Department are subject to judicial review
pursuant to the provisions of Article 3 of the “Code of
Civil Procedure”, approved August 19.1981, aa amended.1
Any circuit court, upon the application of the certificate
holder or the Department, may order the attendance of
witnesses sod tin production of relevant records ip any
Departmental hearing relative to the application for or
refusal recall suspension or revocation of a certificate.

Onpd M. 11001 a ms

10upcr 110.7J-t0l a M.

For repeal of Act see note prseeding 17401 of
thit chapter.

7432. Public polk?
Paragraph effective July 2. 1314-
4 32. It isdeclsred to be the public policy of this StiU,

pursuant to paragraphs O») sod (i) of Section 6 of Article
VIl of the Illinois Constitution of 1970, tha: any power or
function set forth in this Act to be exercised by the State
is an exclusive State power or function. Such power or
function shall not be exercised concurrently, either directly
or indirectly, by any unit of local government, including
home rule units, except sr. otherwise provided in this Act..

For repeal ofA ft see note preceding f 7401 of
this chapter.

7433. Violations of act— Unlawful practice under Con*
turner Fraud and Deceptive Business Pi trices Act

Paragraph effective July 1, 1374,

5 33. The advertising, offering for Sale, saie or distri-
bution Of hearing aid goods and service* to consumen by
any person m violation of any Of the provisions of this Act
is an unlawful practice pursuant to Section 20 of the
"Consumer Fraud and Deceptive Business Practices Act*',-
approved July 24. 1961, as amended.1

10upter 1JITA £241*.

For repeal of Act set note preceding 17401 of
this chapter.

7434. Powers of attorney reneral— Award of actual

damages
Paragraph effective July 1. 1984.

$ 34. Al remedies, penalties and authority granted to
the Attorney General by the “Consumer Fraud and Decep-
tive Practices Act”, approved July 24. 1961. as now or
hereafter amended,1 shall be available to him for the
enforcement of this Act, and Sections 3, 4, 5, 6, 6.1, 7 tod
10 of that Actlire hereby incorporated by reference into
this Act. In addition, m any action brought by the Attor-
ney General to enforce this Act. the court may order that
persons who incurred actual damages be awarded the
amount at which actual damages are anmert

>0q« UL"AFUI ««t.
A n 243to U7 aad Z7X
Far repeal ofAd, tee note preceding 17401 of
this chapter. ,,
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la wmnf. of his intention to raam« the prictie# of
fitting, expensing and serricMg bearing awls and pays the
nrus*. renewal fee. Hewrvw. if such period of inactive
stwus a morejhin 5years, tht bearing aid dispenser thaO
also provide,-tU— SrpX?Sr»tat with swore evidence

yeertifTinc u acuvc practict is another jurisdiction that is

/
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satisfactory to the Department, if such person has not
practiced in ar.y junsdictioo for 5 yean or more, he shall
be required to restore his certificate aa provided in this
Act. Any hearing aid dispenser whose certificate has aa
inactive status shall not practice is IHmoia.
For repeal of Act, tot noli prtctding f 7101 of
Lhu chapter.

7121. Investication by
charges— Hearing

Paragraph effective July 1, 1S&L

department— Notice of

I 2L The Department may investipte the actiona of
any applicant or any person holding or claiming to hold a
certificate. The Department shall, before refusing to is-
so* a certificate or disciplining a registrant, notify, in
writing, a®Jeast 10 days prior to the date set for the
hearing, the applicantfor. or holder of. a certificate. The
noiificaoon shall set forth tht charges and the date of the
Tht hearing shall determine whether the appli-
scent or holder is entitled to hold such certificate, and shall
afford such person an opportunity to be heard in person ar

by counsel. Such written notice may be served by certi-
fied or registered mail to the respondent at his last known-
addrm. At the time snd place fixed in the notice, the
Board shall hear the charges and the parties shall be
accordtd opportunity to present auch statements, testimo-
ny and evidence as may be pertinent to the charges or
defenses. The Board mny continue mch heanng from
time to time. Pursuant to rule, the Director may conduct
informal hearings, and shall so inform the Board.

For repeal ofAct. iiee nole prtctding f 7101 of
this chapter.

7422. Findings and recommendation of board

Paragraph effective July 1. 1SS1.

fi 21 At the conclusion Of tho bearing, the Board shall
present to the Director a written report of ita finding and
reqotr.r.enca«on as to whether or not the accused penoc
violated this Act or failed to comply with the conditions
required in this Act or any rule promulgated pursuant
hereto. Tne Board shall specify the nature of the violaooa
or failure to co.r.ply and shall make ita recommendations
to the Director,

Tht report of findings and recommendation of the Board
shill be the basis for the Department's action with respeet
to certificate* or the imposition of any disciplinary action.
The findings are not admissible in evidence against the
persoi. ui a criminal prosecution brought for the violation
of this Act. but the hearing and finding* are not a bar to a
criminal prosecution brought for violating this Act.

For repeal ofAct, u™ note preceding 17101 of
this chapter.

742X Record of proceedings—Service upon respondrot
of copy of board's report—Motion tor rehearing—
Order
Paragraph effective July 1, 1SU.
§ 21 The Department, at its expense, shall precervt a
record of all proceedings at the formal hearing of any cast
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involving the refusal to isaoe a certificate or to discipline a
registrant The notice of hearing, the complaint and all
other documents in the nature of pleadings and written
moDons filed in the proceedings, the transctpt of testimo-
ny, the report of the Board and the orders of t 4 Depart-
ment shall be the record of such proceeding.

In any cue involving the refusal to issue aurtificate or
to discipline a registrant a copy of the Board's report shall
be served upon the respondent by the Department, as
provided in this Act for the service of the notice of
hearing. Within 20_daja..after-sueh terries, tht respon-
dent may present to the Department a motion in writing
for a rehearing, which motion shall specify th# particular
grounds therefor. If no motion for rehearing is filed, then
upon the expiration of the time specified far filing such a
motion, or if a motion for rehearing is denied, then upon
such denial, the Director may enter an order m accordance
with recommendations of the Board. If the respondent
orders and pays for a transcript of the record within the
time for filing a motion for rehearing, the 20-day period
within which such s motion may be filed shall commence
upon the delivery of the transcript to the respondent.

Whenever the Director is satisfied that substantial jus-
tice has not been done either in an examination or in the
revocation, suspension or refusal to issue a certificate, the
Director may order a re-examination or rehearing.

For repeal ofAd. eee note preceding 17%01 of
this chapter.

7424. Violations of act— Injunction
Paragraph effective July 1, 1SIL

8§ 24. If any registrant violates any provision of this
Act, the Director may, through the Attorney General,
petition, for an order enjoining such violation or for an
order enforcing compliance with this Act or any rule
issued pursuant hereto. Upon the fiEng of a verified
petition in such court, the court may issue a temporary
injunction, without notice or bond, enjoining such contin-
ued violation, and if it is established that such person has
violated or a violating the injunction, the Court may
punish the offender for contempt of court. Proceedings
under this Section shall be in addition to all other renediw
and penalties.

For repeal ofAct, eee note preceding f 7101 of
this chapter.

7425. Powcra of circuit court
Paragraph effective July L, 1SU.

8§ 25. Any circuit court may, upon application of the
prosecutor or Of the applicant or registrant against whom
disciplinary proceedings are pending, enter an order re-
quiring the attendance of witnesses 2nd their testimony,
and the production of documents, papers, files, books and
records in connection with any hearing or investigation.
The court may compel obedience to its order by proceed-
inp for contempt.

For repeal ofAct, eee note jmaeding 17101 of
thie chapter.

7424, Surrender ac certificate
Paragraph effective July A 19U.

I 26. Upon the revocation or suepension of any certiQ-
ate, the registrant shall forthwith surrender tha certify
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1400 S.W. 5th AVENUE, PORTLAND, OREGON 972C1 PHONE

November 15, 1982

TO: Oregon Licensed Audiologists

FROM: Duane Anderson, Executive Secretary, Board of Examiners
for Speech Pathology and Audiology

SUBJECT: Law concerning use of the tern "Audiologist”

On July 1, 1983 the Board mailed the attached memos to all Oregon
registered hearing aid dealers, During their October 15, 1983
meeting the Board requested that we mail copies of this material
to all licensed audiologists in Oregon, The Board pia to
pursue legal action against any person 1n Oregon who u-js the
term "Audiologist” in any context and is not licensed as an
audiologist under ORS 581.

attachment
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228-6479

July 1, 1983

TO: Oregon Registered Hearing Aid Dealers
FROM: Board of Examiners for Speech Pathology and Audiology

SUBJECT: Use of the Term "Audiologist™ and Related Words

During the last few years the Board of Examiners for Speech
Pathology and Audiology has made numerous attempts to discourage
hearing aid dealers from using the term "audiologist” and related
terms 1n their telephone directory and newspaper advertising.

In addition, several hearing aid dealers are displaying their
NHAS certificate which identifies them as a "Certified Hearing
Aid Audiologist".

Recently we requested an advisory statement on this matter from
the Consumer Protection Section of the Department of Justice,

The attached memo from their office should resolve any
misunderstandings which may currently exist. If you have any
questions, please feel free to contact our office or the Consumer
Protection Section of the Department of Justice.

attachment



STATE OF OREGON INTEROFFICE MEMO

T0: ard of Examiners for Speech DATE: June 15, 1983
thology and Audiology

FROM: Daryl Dodson Wilson
Assistant Attorney General

SUBJECT: Hearing Aid Dealer®s Use of the Term "Audiology" and
Related Words

A review of ORS Chapter 681 and ORS Chapter 694 shows that
a hearing aid dealer who falsely represents that the services
of an audiologist are available, or who claims to be givin
"audiological testing” when no licensed audiologist is perform—
ing the test, may be in violation of several statutes. The
penalties may be cumulative.

1. Hearing aid dealers are generally governed by

ORS Chapter 694.
%

ORS 694.015C5) anticipates that hearing aid dealers will
be conducting some hearing tests in conjunction with the pro—
vision of hearing aids. These tests incJ.ude evaluation or
measurement of the powers or range of human hearing. In
offering these tests, a dealer may not advertise that the
services of either an "audiologist™ or "clinical audiologist”
iIs available for selection, fitting, adjustment, maintenance
or repair OF hearing aids, when no properly licensed audiolo—

ist iIs performing the serivce. A dealer may have his or her
icense suspended or revoked or may be put on probation for
these false representations. ORS 694.136(8).

A problem may arise when a dealer offers "audiological"
testing without having a licensed audiologist performing the
test. Even though "audiological™ and related terms may have
trade or common meaning, these words should only be used in
advertisements in Oregon in accordance with the definition
in ORS 681.205 (see 2. below) . It would seem that the Oregon
statutory scheme anticipates that only licensed audiologists
may conduct "audiological™ tests.

ORS Chapter 694 also provides criminal sanctions for
some misrepresentations. A false claim that an audiologist’s
services will be used, are used, or made available may be
punishable by up to a $500 fine and up to 90 days of imprison—
ment. ORS 694.911 (1).

A hearing aid dealer should also be concerned that no
false, misleading or deceptive name is used in his or her
business. ORS 694.136(11). A dealer would also violate the

si.ns.tstr



To: Board of Examiners for Speech Pathology and Audiology
Page 2
June 15, 1983

statutes by making a false, misleading or deceptive represen—
tation regarding any guarantee or services provided.
ORS 694.136(2).

2. ORS Chapter 681 dealing with audiologists and speech
pathologists may also be of concern to hearing aid dealers.

Both hearing aid dealers and audiologists measure the
powers or range of human hearing. See ORS 694.015(5) and
ORS 681.205(4). However, the focus and extent of the test—
ing and evaluation are quite different. ORS Chapter 681
provides that only a licensed audiologist may represent that
he or she is engaged in the practice of audiology.

Although many of the terms used iIn these statutes may
have meanings in the hearing aid trade, the statutory defini—
tion takes precedence in Oregon. Thus, the terras "audiology"
and "practice of audiology" carry a particular meaning,
whether used by audiologists or by hearing aid dealers. See
ORS 681.205 (1) and (4). Any person holding him or herself
out.as a "hearing clinician”, "hearing therapist” or "audiolo—
gist” or a similar title or description cf service must be a
licensed audiologist. ORS 681.250(2). Similar titles or
descriptions of service might include "audiologxcal uesting”
and "audiological service". Remember, the common meaning of
these words must give way when the statute provides a
definition.

It .is a misdemeanor to falsely use any of these titles or
descriptions of service. ORS 681.991. The District Attorney"s
office would prosecute the case. Class A misdemeanor carries
a penalty of a maximum $2,500 fine and a maximum one year 1in
prison. See ORS 161.555 (3) and ORS 161.615 and 161.635.

3. The Oregon Unlawful Trade Practices Act (UTPA)
ORS 646.605 to 646.638 governs some activities of hearing aid
dealers.

A variety of unconscionable tactics and unlawful trade
practices are prescribed by the UTPA. A hearing aid dealer
might be in conflict with the Unlav*ful Trade Practices Act if
he or she said that "audiological testing services" were
available when no licensed audiologist actuallﬁ performed the
services. The unlawful business practice in that case might
include causing a likelihood of confusion or misunderstanding
as ro the affiliation, connection or association with another;
or representing that services have quantities or qualities that
they do not have or that a person has a status or .qualification
or connection that he doe" not have. See ORS 646.608 (i) (¢) and

OF
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A hearing aid dealer who said that audiological testing
was performed, when no licensed audiologist performed those
tests, might be found in violation of the Unlawful Trade
Practices Act for that false advertising, as well as being in
violation of ORS Chapter 681 and ORS Chapter 694. The penal —
ties for violation of the Unlawful Trade Practices Act include
injunction, restitution for actual damages, possible punitive
damages, attorneys fees and other relief granted by the court.
The statute provides for suit by the Attorney General the
District Attorney or by a private citizen. This is the area
of concern to the Consumer Protection Division (Financial Fraud
Unit) of the Department of Justice..

4. Other regulations are also pertinent to hearing aid
dealers.

Oregon common law and statutes provide other remedies for
a person who has been defrauded. Separate statutes cover home
solicitations. See ORS 646.611 and 83.720. A dealer might

want to take extra steps to check compliance with these laws
before sales are made.

Kp



Yon can call tlit* Illinois Depart-
ment ol I'llbiic llcallli lull-live

1800 572-3270
(TDD OR VOICE AVAILADLE)

Division oi nimiri I'romulion and Scicenmi]
Illinois Dopai knonl ol Public Health

b3b West Jel Icison

Spiinijfidd, Illinois G2/(i |

I'niiti.il by Antlioiily ul Hin: SLihf > [Hliitm
GIUG

SURCHASE
WISELY

A consumer protection service
provided through the Hearing Aid
Consumer Protection Program

I[llinois Departinent of Public iluotih



Remember these important facts:

(«

MEDICAL CLEARANCE from a
licensed physician should he ob-
tained before buying a hearing aid.
This identifies medically (rental)’:
eoiiditions which affect your
bearing.

Obtain a HEARING EVALUA-
TION from a certified dispenser <r
clinical atnliologisl before pur-
chasing a hearing aid.

lie sure Hie bearing', aid dispenser
is <,EKIIFIED by the Illinois
Dep;irlllleiil o] I'uhlie Ileallli.

Ask il a TRIAL PERIOD OR
RET URN PRIVILEGE is offered.
I so. m.if*" silie Dial this and the
eosl ol ibis liial period are staled
in llie eonlimet.

Ask il llie hearing aid has a
MATIUI AC 121HER'S WARRAN-
TY and/or SERVICE CONTRACT.
f ind out wlial service's each pro
\idi. wlial costs are itivolvc'd and
lie iime pel iod Ibey cover.

Illiiioj . l aw requires a dispenser
e h" '.e|f bh>.iiiiHi aids door lo door

10.

or in a customer's home to give a
NOTICE OF CANCELLATION lo
the buyer. The Notice explains Ibe
legal right of Ihe buyer lo cancel
Ilie purchase within lhive dnvs of
Ihe sale.

Make sure Ibal Ilhe DELIVERY
DA’1E ol Ilie hem jug aid is writ ten
in the contract

Il possible, do no! pay the lull price
ol llie hearing aid in advance.
Make a DEPOSIT and pay Hie
balance when Hie hearing aid is
delivered.

Il tin* hearing aid is uncomfor-
table. causing problems or not
working properly. CONTACT
YOUR DISPENSER iniinr Malely.

Ask about the dispenser's
REPAIR POLICY, (in repairs he
doneal llie office nr must hearing
aids he mailed lo Hie manufae-
InteiY Ilow long will lhese repairs
lake and are "loaner" aids
available?

11 h'ep all iuloiin ainn received as

12.

RECORD OF PURCHASE, such
as reeeipls. warranties. ete.k lor
future reference.

You may want lo BRING A
FRIEND along lo assist you when
you purchase a hearing aid.

I'k A hearing aid is an important in-

vestment. Don’t he alraid lo ASK
QUESTIONS or seek a second
opinion.

There is a law «o protect Illinois con-
sumers from dishonest and incompe-
tent hearing aid dispensing prael ices.
The ILLINOIS HEARING AID CON-

SUMER

PROTECTION ACT. ad-

ministered by (lie Illinois Department

of

1

Mb

I'uhlie lleallli. requires lliul:

All dispensers umsl he CER-
TIFIED lo dispense hearing aids,
and

Should a consumer have an IN-
QUIRY or COMPLAINT regard-
ing a hearing aid andbr dispenser.
Ilie ILLINOIS DEPARTMENT OF
PUBLIC HEALTH will investigate
and oiler assistance.

%1 %o “A Ty iliif* Anb(til Mr Ldiiinil - himer lul> d

il 1\ ==ivirr hi.iiU P ill® [Himi I\ nl libx MIliMd'

I> ' 1% id n| Ihildii ) f«.illli



1 F1M| llithoL t- u. i..a\i.onjnhiok iYOikrCliou

- N FEAY M . I
WITAJA o ML ilin*ri Tt | & i /u e o™ Vi [« | £ g i i
m o HKH . Firp 28200 100 PEITHE 22MilL Ien

<nArASTirnrrt> <A\ 1t>1 1 Ml L. I tioij 1t/: 3270



IF YOU HAVE ANY QUESTIONS ABOUT THE HEARING AID
CONSUMER PROTECT ION ACT, OR WOULD LIKE A COPY OF
THIS ACT, PLEASE CONTACT THE VISION/HEARING
CONSULTANT AT ONE OF THE OFFICES LISTED BELOW.

Region 1

I1linois Department of Public Health
4302 N. Main Street

Rockford, 111 inois G)10b
815/987-?b11

Region 2

1llinois Department of Public Health
5415 University

Peoria, Illinois blGI4

309/691-2200, ext. 312

Region 3

Tilinois Department of Public Health
4500 South Sixth Street Road
Springfield, 11linois 62/06
217/786-6345

Region 4

TfTinois Department of Public Health
Cottonwood Road

Edwardsville, 111linois 62025
618/208-5756

Region 5

TT%IFKHS Department of Public Health
2209 Main Street

Marion, [1llinois 62959

618/997-4371

Regioi b

Illinois Department of Public Health
2125 South First Street

Champaign, Illinois 61820
217/333-6914

Region 7

Illinois Department c.r Public Health
245 West Roosevelt Road

Bldg. 5

West Chicago, Illinois 00)8S
312/293-6842

Region 8

111 inois Department of Public Health
160 N. LaSalle, Room 1112

Chicago, 11linois 6060)

312/793-3800

ILLINOIS OEPARIMENI Of PUBLIC HEALIH
DIVISION Of HEALTH PROMOTION AND SCREENING
535 WES I JEFftRSON STREET
SPRINGFIELD, ILLINOIS 62161

PrinLcd by Authorily of llie
State of Illinois
5/04

A SYNOPSIS
OF THE
HEARING AID
CONSUMER
PROTECTION ACT

PUBLIC ACT 83-0928

EFFECTIVE JULY 1, 1934

For more information call
1-800-572-3270
(Voice or TOD)

Illinois Department of Public Health
Division of Health Promotion and Screeni
Hearing Aid Consumer Program



HEARING AID CONSUMER PROTECTION ACT

The I11linois "Hearirig Aid Consumer Protection Act"
was enacted into law by the 83rd General

Assembly. The purpose of the Act is to protect
the hearing impaired public from incompetent and
dishonest dispensers of hearing aids who could
endanger the health, safety and welfare of the
people of this State.

ILLING.S UEPAR IHENT OF PUBLIC HEALTH

Ihe Illinois Department of Public Health is
mandated to supervise the issuance of certificates
lo hearing aid dispensers, administer examinations
to applicants fur the hearing aid dispenser
certificate, suspend or revoke certificetes or
take such other disciplinary action, if the
provisions of the Act are violated, and to
promulgate rules necessary to implement this Act,
which becomes effective July 1, 1984.

Under the direction of the Division of Health
Promotion and Screening, Vision and Hearing
Section, the Department will initiate a four point
action plan to implement Public Act 83-0928:

1. Health Promotion - Consumer Education

2. Continuing Education for Dispenser of Hearing
Aids

3. Certification of Dispensers of Hearing Aids

4. Follow-up and Investigation of Complaints

WHAT THE CONSUMER SHOULD KNOW ABOU1
THE HEARING A 10

consumer PrOtEction act

No person shall engage in the selling, practice
of fitting, dispensing or servicing hearing
aids, or display signs, advertise, or represent
oneself as a person who practices the fitting
and selling of hearing aids after January 1,
198S, unless such holds a current certificate
issued by the Department as provided in this
Act.

The certificate shall be conspicuously
displayed in the place of business. A sign
must be conspicuously displayed in the
dispenser®s business and a written statement
must be given to each hearing aid purchaser
indicating that complaints regarding hearing
aids may be made to the Illinois Department of
Public Health.

Every person fitted and sold a hearing aid
shall be given, at no charge, the "User
Instructional Brochure" supplied by the
manufacturer.

The dispenser shall provide a receipt to each
hearing aid purchaser with the seller’s
signature, phone number, the manufacturer®s
specifications, the make, model and serial
number of the hearing aid furnished, the
dispenser®s certification number, and the full
sales term clearly stated. The receipt and
container for a used hearing aid shall he
c"early marked as such.

. A hearing aid dispenser shall not sell a

hearing aid unless the prospective user
presents to the dispenser a written statement
signed by a licensed physician which states
that the patient®"s hearing loss has been
medically evaluated.

Ihe medical waiver requirement may only be
waived by the patient when the patient is IB
years or older. The dispenser must inform the
user that the exercise of the waiver is not in
the user®s best health interest; and the
dispenser cannot in any way encourage the buyer
to waive medical evaluation.
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Phyllis Cashcn Williams

1919 Lathrop Street
Drawer 42

Fairbanks, Alaska 99701
Q071456 7767

March 26. 1986

Representative Navarre
Pouch V
Juneau. AK 99811
RE: HB 430

Dear Representative:

HB 430 has recently been brought to my attention by several
audiologists in the Fairbanks community. For the pest ten years.
I have practiced otolargyngolosty-head/neck surgery in Alaska and
have seen numerous problems with the sal* and fitting of hearing
aids.  Without exception, these problems have come from hearing
aid dealers end nevr from audiologists. Some hearing aid dealers
are quite reputable and seem to do a good job for the general
public, however, there ere an unscrupulous many who have
fly-by-night, operations end come to the community as door-to-djor
salesmen selling aids out of hotel rooms and then retreating back
to the Lower 48 after robbing the public of many thousands of
dollars.

I have seen patients who were sold hearing aids when they are
totally deaf secondary to skull fracture with fracture of the
inner ear or tumor of the inner ear which has destroyed the inner
ear to the point that no hearing cid, no matter how powerful,
would benefit the patient. I have also seen many patients with
chronic, draining ears from active otitis media infection who have
had their ear canals plugged with hearing aids which only
aggravates the infectious process and further destroys their
hearing. All of these patients should have had medical clearance
before hearing aid fitting as many will never be a hearing aid
candidate and could have had their hearing 1improved by medical
treatment.

One of the greatest tragedies 1is that the patient 1is sold a
hearing aid for well over $1000 from a door-to-door salesman when
the seme type of aid could be purchased locally from a reputable
audiologist for $300 - 400.

In view of the abuse which I have seen. 1 am certainly in favor of
a bill to license and rv. late audiologists, hearing aid dealers,
and the dispensing of hearing aids. After review of HB430, |
agree with most of it except for a few glaring exceptions as
listed below:
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(1) On page 15. #5 - 1 feel that providing a statement to the
consumer somehow destroys the audiologist-client reletionsh’p.
IT the patient has a complaint about the hearing aid, he should
first bring it to the audiologist and almost ell problems car be
solved. For instance, our audiologist has only had one hearing
aid returned because of an unsuccessful Tfitting in four years.
The key to successful fitting of a hearing aid 1is education of
the patient, proper earmolds and if anything goes wrong with the
aid. it can be fixed Ilocally end taken cere of by the
audiologist or hearing aid dealer. Firing complaints off to a
state agency because your earmold does not fit is ridiculous.

(2) On page 18, paragraph B - displaying signs about where to make
complaints about the product oi servicesthat you ere selling
plants the 1idea thatmaybe there will Dbe a problem before any
problems actually occur. In general, no one pays much attention
to such signs anyway. I have diplomas and licenses ell over my
office wall ana patients never even look at them. Having a sign
on the wall is not going to make audiologists and hearing aid
dealers more professional or moer competent which 1is really the
key to why this bill is necessary in the first place.

(3 On page 19 concerning the cancellation option - our audiologist
tells the patient that if for any reason after adjusting end
wearing the hearing aid in the normal routine for a period of
time that they ere unable to tolerate the aid or it does not
help, they are certainly free to return it. We do not want that
to happen, of course, and thus give the patient a 3 - 4 day
trial with a loaner hearing aid similar to the one that they
will be purchasing. Usually after a few days, the patient can
tell whether the aid will be helpful and whether they want to go
ahead with purchase. This 1is the way that most reputable
audiologists handle hearing aid sales. Inthe many years that
we have been doing this, we have not had a single aid which was
kept by the patient and not turned back in - and have only had
one aid sold that was ever returned as unsatisfactory. 60 days
may be too long a period of time for a person to have a hearing
aid and then return it. The major problem that people have with
hearing aids is not putting 1in new batteries, the aids falling
off into the sink or toilet, the aids falling off and being
stepped on, the dog chewing them up, etc. A lot of trauma can
occur in 60 days which is not the fault of manufacturing but is
the purchaser®s negligence. That is like buying a new car and
driving it from Fairbanks to California then driving it back and
turning it in because you don"t like the color or it doesn"t fit
your personality but there 1is nothing mechanically unsound about
it. The cancellation contract is fine for the 60 day period if
an audiologist cr physician tells the patient they didn"t need
the aid or it was (inappropriate. Otherwise, 15 days 1is
reasonable to wear the instrument end then turn it in without
too much damage to the goods.
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My biggest problem with the cancellation option is that there are
several phrases regarding the hearing aid dealer collecting the
goods. I cannot believe that ,>ou feel the audiologist or hearing
aid dealer must go to the patient"s house and collect the aid.

It should te the responsibility of the purchaser to return the
goods to the dealer either in person or by mail with a letter
stating why it is being returned.

(49 On page 22, there is nothing in paragraph stating how to handle
a damaged hearing aid that has .k n ret ¥d. Is it your intent
that 1f a person willingly b» or da- ges the aid and then
decides to return it. it is t elers \ jsponsibility to go the
place of residence, collect tht urok.en aid, and give them their
money beck? Get serious!

() On page 24. paragraph 10 - I feelthis is a good point in that it
will discourage the door-to-door salesmen from the Lower 40 as
they are the biggest offenders in this area.

To reiterate. | am general y in favor of HB430 particularly with
respect to controlling hearing aid dealers, but | do not wish the law
to be at the expense of reputable audiologists. As far as I know, all
of them are doing an excellent job. They do not deserve to be
harassed in such a manner. They are already awash 1in a sea of
paperwork and requiring more forms and paperwork would not benefit the
client in the least but merely makes health care providers more angry,
hostile, and disgusted at the State bureaucracy.

We hope that you will revise the bill to benefit the consumer _end the
health care provider.

As you may or may not know, your current Health end Social Services
budget for the Handicapped Children®s Progra*. 1is already broke.
There 1is no money left to fix the ears and cleft palates of children
in Alaska who do not have insurance until after the beginning of the
new fiscal year. Creating new jobs in Juneau to watchdog audiologists
and hearing aid dealers will just take more money away from children
who need immediate health ca”e.

REGULATE DON’T SUFFOCATE!
Sincerely,

&

Richard P. Reugu
Otolaryngology

RPR/co
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March 26. 1986

Mike Navarre
Pouch V
Juneau. AK 99811

RE- HB #430
Dear Mr. Navarre:

In reference tn HB430 “An Act regulating audiologists, hearing aid
dealers and the dispensing of hearingaids”. | would like tooffer
the following information.

As an audiologist with a Master®s degree in Audiology and a Certificate
of Clinical Co.ipetence in Audiology f“om the American Speech & Language
Hearing Association, | was born and raised 1in Fairbanks and have
practiced audiology for the past 11 1/2 years in the private sector.
During the past 3 1/2 years, my practice has also 1included the
dispensing of hearing aids.

Generally, 1 am in support of HB430. During my years as an audiologist
in Alaska, | have come into contact with several people who have
purchased hearing aids from out of city or out of state hearing aid
dealers who come to Fairbanks for 2 - 3 day periods to test hearing and
take orders for hearing aids. Oftentimes he hearing aid 1is mailed to
the person rather then being fit on th< person which means that often
the aid 1is not adjusted correctly for the person®s hearing loss and
little or no counseling s given on hearing aid care end use.
Consumers often find themselves with a hearing aid that they cannot
wear .

However, | do have some concerns with HB430 as it now reads:

(1) On page 16, Uline 27, #5 under Section 8.55.050 "items to be

provided by hearing aid dealers". I believe audiologists should
be exempt as they are professionals trained in evaluation of
hearing and selection of heading aids. By handing out this

written statement at the time of hearing aid sales, it somehow
appears to negate the confidence that an audiologist wants to give
their client - that they have been fit with the best hearing aid
for their hearing loss. If audiologists were exempt, t.ien on page
14, line 27, should be changed to read "comply with AS 08.55.050
#1 - 4". Another suggestion would be to re-word #5 above to read
"IT the consumer has a complaint about a hearing aid or a hearing
aid dealer and has notified or attempted to notify the hearing aid
dealer without resolution of the complaint, the hearing aid dealer
shall give the consumer the mailing address and the location
address of the department upon request of the consumer™.
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On page 17, line 29should reed "1 had a medical evaluation by a
licensed...” rather than "I had a hearing evaluation by a
licensed..

On page 18. line 2 "or a licensed audiologist” should be omitted.

On page 20. [line 27 "will be returned within 10 business days
following..." should be changed to "will be returned within 15
business days following...". In the 3 1/2 years that 1 have been
dispensing hearing aids, we have refunded money for returned
hearing aids within 30 days. This seems to have worked well and
often the refund 1is made within less than 30 days, however, this
gives the business department a chance to research the refund as
often an insurance company is involved and refund for th"l ;id not
only goes to the client but also to the insurance company. As we
often deal with third party payment in the sale of hearing aids, |
believe a 15 day time period for refund is not an excessively long
period of time.

() On page 21. line 3. "if you cancel, you must make available to

©)

the..."” should be changed to reed "if you cancel, you must return
to the..." I am real ly not comfortable with the wording throughout
this page 1iIn reference to the consumer needing to "make available”
the aid to the dealer which he has purchased and now wants refund

for. It is the purchasers responsibility to return the aid to the
dealer 1in as good a condition as received less normal wear end
tear. It is not the hearing aid dealer or the audiologist®s

responsibility to retrieve the aid from  the purchaser. Throughout
the paragraph on page 21. it seems that the responsibility is not
placed on the purchaser to return the aid to the dealer. A simple
change 1in ./ording woulc make this more clear.

On page 21 line 9 through line 14 "if you make the goods available
for the hearing aid dealer to collect after your cancellation and
the hearing aid dealer does not collect from you within 20 days of
your cancel lation, you may retain or dispose of the goods without
further obligation to the hearing aid dealer”. This entire section
should be omitted as it deviates from the intent of the consumers
right to canci 1  Cancellation of the trensation for purchase of a
hearing aid contingent upon their return of the hearing aid
purchased. The responsibility for returning the hearing aid is
that of the client or purchaser and is not the responsibility of
the hearing aid dealer to collect the aid from the client.

To continue with [line 14, "if fail to make the goods
available.. should be changed to "if you fail to return the goods
to the hearing aid dealer after your cancellation...”. Again, the
reason for suggesting this change is that it puts the
responsibil ity on the purchaser t return the aid in order to get
refund as requested. I believe t would be most unusual for a
person 1 cancel a transaction in which he paid for a hearing aid
pd a refund and not expect to have to return the aid back
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On page 21, line 23, I would like to see changed to "written notice
together with the hearing aid(s) being returned for refund to (name
of hearing aid dealer, at....) which insures that the hearing aid
dealer will receive the goods for which he 1is required to make
refund.

On page 22. line 28 and 29 and page 23, line 1 and 2, should be
omitted because again it puts the responsibility on the dealer to
collect the aid rather than on the consumer to return the aid to
the dealer. Written instructions on who end where to retui n the
aid 11f the consumer wants to cancel the sale are given to the
consumer at the time of purchase as stated in the hotice of Right
to Cancel on page 20 - 21. The consumer who wants to return a
hearing aid for refund should follow this procedure unless as
auoted on page 21, line 6 "the dealer notifies you to keep the
goods or hold them until the dealer collects them".

On page 22. line 10 "dealer shall and within 10 days of receipt of
the notice of cancellation...” should be changed to read "dealer
shall and within 15 working days of notice of cancellation...”™ for
the reasons as above.

Thank you for your consideration of my suggested changes. I believe
that these changes would mean a fair and just bill for all involved in

the sale and purchase of hearing aids.

Sincerely.

t _ f n n

Phyllis Cashen Wi’liems, M.A.
Audiologist - CCC-A

PCW/co



Naska jsite "Vegjslaure

REPRESENTATIVE HOME ADDRESS
MIKE NAVARRE PO BOXE
KENAI. ALASKA 99611
DISTRICT!" 5> (907) 2837813
WHILE IN SESSION
CHAIR. LABOR & COMMERCE
POUCH V
VICECHAIR. STATE AFFAIRS "NV JHZ/Z26 JUNEAU . ALASKA 0811
(907) .165-3893
C oPf
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MEMORANDUM

TO: House Health, Education and Social Services Committee

Rep. Max Gruenberg, Co-Chair

Rep. Niilo Koponen, Co-Chair

Rep. Robin Taylor, Vice Chair

Rep. Alycc Hanley

Rep. Katie Hurley

Rep. Fritz Pettyjohn

Rep. Dave Thompson

FROM: Rep. Mike Navarre
March 18, 1986
Subject: CS for HB 430 (L&C), sponsor offered amendments

Attached is a list of proposed amendments for the CS for House
Bill 430 (L&C).

The primary amendment deals with the "prior hearing
evaluation” language in the bill. After this bill passed from
the Labor & Commerce Committee, 1t came to my attention that
Section 08.55.060 (paci® 17) 1is in conflict with Federal
Regulations requiring a prior medical evaluation. The current
language in the bill broadens the prior evaluation requirement
to allow a prior hearing evaluation by a licensed physician or
audiologist. In an effort to head off any potential conflict.,
I feel the language should be tightened uE to conform with the
Federal regulations (pertinent pages of the Federal Register
attached).

The other amendments j.re mainly housekeeping measures.

Thanks for your assistance in this matter.



Offered by Representative Mike Navarre
Proposed Amendments to CS FOR HOUSE BILL 430 (L&C)

Page 08, Line 18, delete "for the audiologist who works for the
audiologist”

Page 17:

Line 6, Section title: delete "HEARING", 1insert "MEDICAL"
between "PRIOR™ and "EVALUATION".

Line 7, delete "or an audiologist".

Lines 9 and 10, delete "or an audiologist".

Line 10, delete "or the audiologist".

Line 13, deletv "or the audiologist”.

Line 25, delete not a physician or anaudiologist™.

Line 29, delete "hearing”, insert "medical” between "a" and
"evaluation".

Page 18:
Lines 2 & 3, delete "or a licensed audiologist”
Line 8, delete "or the audiologist”
Line 9, 1insert "waiver"™ before "statement"

Page 22:

Line 29, insert "or provide written mailing instructions
(by certified mail) for the hearing aid to the consumer™
between "consumer™ and "within".

Page 23:
Revise Sec. 03.55.120 as follows:

TESTING OF HEARING. (@ A hearing aid dealer
may take threshold measurements to determine the need for
hearing aid use [DEGREE OF HEARING IMPAIRMENT OF A PERSON], but
may not perform other diagnostic procedures [TEST OR USE THE
THRESHOLD MEASUREMENTS] to determine the cause of a hearing
impairment or charge a fee for any hearing measurement [TAKING
THE THRESHOLD MEASUREMENTS TEST].

Line 15, insert "printed" between "every" and
"advertisement".
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Medical Devices; Applications for
Exemption Fron Federal Preemption
of State and LocaJ Hearing Aid
Requirements

agency:. Food snd Drug Administration.
action:Final rule.

summary: Massachuseis and Rhode
island have applied lo the Food and
Dreg*Administration for exemptions
frcm Federal preemption of their State
hearing aid requirements. La this rule the
.igcney is responding to these
applications.

effective date November 10.1980.

FOR FURTHER INFORMATION CONTACT:
Joseph M. Sheehan. Bureau of Medical
Devices (KFK-70), Food and Drug
Administration. 3757 Georgia Ave.,
Silver Spring. t.ID 29310. 301-427-7174.

SUPPLEMENTARY INFORMATION: In the
rcder.il Register of April 13,1979 [44 FR
22119). FDA published a proposed
regulation responding to applications
from Massachusetts and Rhode Island
for exemption from Federal preemption
for certain hearing aid device
requirements. Interested persons were
given until June 12,1979 to submit
written comments on the proposal. A
public hearing on the proposal was held
on October 16,1979, and interested
persons were given until November 15.
1979, to s ubmit written comments on
mailers raised at the hearing.
Elsewhere in this issue of the Federal
Register the agency is publishing a final
rule responding to applications from 10
other States and the District of
Columbia .'or exemption from
preemption for their hearing aid
requirements. Some of the issues raised
in that proceeding arc similar to the
issues raised in the comments received
on this rule. Because the issues are
discussed in greater detail in that\
regulation, the agency refers interested i
persons to the preamble lo that final 1

nile. V

1.0ne comment objected that the
hearing held on the proposed regulation
did not comply with the requirements
for “informal hearing" soecified in
section 2CI(y) of the act (21 U.s.C.
32I(yJ). especially section 201(y.](|)

hoA

45. wo. 199 / Friday. October 10, 1090 / Rutes and Regulations

which requires that the presiding officer
bo someone who has not participated in
any action which is the subject of the
hearing and who is not directly
responsible to anyone who has
participated in ony such action. The
comment further cbjecled that the
hearing officer did not conduct the
hearing in an impartial manner.

Section 201(y) of the act. which sets
forth the definition of'inform al
hearing." does not apply to a hearing
conducted under section 521 of the act
(21 U C 350k). An “informal hearing"
is required only where that term is

. specifically used In the acL Section 521

of the act provides for the opportunity
for an "oral hearing", rather Lhan an
“informal hearing.” The agency believes
that the record shows that the hearing
was conducted fairly and that all parties
haJ an adequate opportunity to present
their views.

U. Several comments objected to
FDA's proposal to deny exemption from
preemption for Ilhe Massachusetts
provision permitting v.river of the
requirement of medical evaluation only
if the purchaser's religious beliefs
preclude consultation with a physirian.
Comments also objected to the agency’s
proposal to deny exemption from
preemption for the Rhode Island law,
which does r.otpermit n waiver of the
requircmei.' of medical evaluation under
any clronnitaTiCgSTfog FD A regulation’
(21CI-'R 801.420) allows an informed
adult 10 years of age or older to waive
medical evaluation. Some of the
comments argued that medical
evaluation is absolutely necessary and.
therefore, that no waiver should be
permitted. Other comments suggested
that only persons with religious
objections should bs. permitted to waive

ie medical evaluation. Opposing
comments agreed with FD A that
informed adults should have the
freedom to waive medical evaluation.
Others suggested that waiver is
appropriate in at least certain situations,
such as where a purchaser objects to the
evaluation for religious reasons or when
purchasing replacement hearing aids.

The agency believes that examination
by aphysician is necessary to ensure
that the organic causes of nearing loss
are~fl:agnosect and treated properly.Ine
agencyT<-.TP’frelieves: howsver. that any
informed aduli Who objects to m /Q ical
evatuation for [EIJIOUS OTPCrS’Sal
reaggns should beV?! stilted ttfwaiye
the requirement,

3. Other comments ogﬁosmg FDA’s

roposal to?en exemption from. .

reem tIOﬂ or tnese Walverprovrsmns

rgued t athearlvg ald dealers are
aousing.the F o a alverp rovIsion.
Some 0f these comments suggested that

/<ac—
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prospective hearing aid purchasers
ivaiva the medical evaluation
requirement in BO to 85 percent of the
sales of hearing aids. Llie

Massachusetts Hearing Aid Society
surveyed its members and found that 53
percent of She sales of tficsCTesponding
were made to parsons who had obtained
Aprior medical evaluation. The Rhode
Island nearing Aid Society also
surveyed its members and found that 62
percent of the sales of those responding
were made lo persons who had obtained
aprior medical evaluation.

FDA has not been presented with any
convincing evidence that the waiver
provision is being widely abused by
heanng aid dealers, ihe agency
conducted a survey of State officials to
determine whether they were
experiencing >'ny problems with
compliance w.’lh the FDA hearing aid
regulation. O f It a 39 Stales that
responded to tne survey, only
Massachusetts stated that it had
encountered major problems with regard
lo compliance. However. Massachusetts
did not document its assertion.
Therefore, FD A is denying exemption
from preemption for the-Massachusetts
and Rhode Island waiver provisions.

4. Several comments objected to
FDA’sproposal to der.y exemption from
preemption for the Massachusetts
provisfon requiring a"hcaringT=st
evaluation before the sale of a hearing
aid. The Massachusetts law requires
that the heating test be conducted by an
otolaryngologist, a physician, or an
audiologist. Some comments argued that
hearing aid dealers are not qualified to
perform the necessary testing and that
evaluation by a physician or an
audiologist is necessary. Opposing
comments argued that hearing aid
dealers are qualified to perform the
necessary’ testing. One comment noted
that the requirement of medical
evaluation is sufficient to ensure that
audiometric testins is done as part of the
diagnostic process.

Them is nn evidence that unly
physicians or audiologists are
competent to measure hearing loss.
Therefore, the agency does hot believe
that itls~5ppropriate to require a hearing
test evaluation by a physician sr an
audiologist before even* sale oTg
hearing aid. Problems regarding the
competency of hearing aid dealers to V
measure hearing loss will bs adequately\
addressed by strong Slate and focal [I
licensing provisions.

5. Several comments objecting to
FDA’s proposal to deny exemption from
preemption for the Massachusetts
provision requiring that s hearing test
evaluation be conducted by aa
Eudiclogist or a physician argued that
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bearing aid dealers are primarily
Interested in selling hearing aids and.
therefore, cannot be expected to perform
unbiased testing. Opposing comments
disputed the implication that many
hearing aid dealers sell hearing aids
when the testing shows that an aid is
cot required. Several comments also
noted that some physicians and
audiologists new sell hearing aids and.
If Massachusetts were permitted to
require hearing test evaluation, probably
more would sell them. , .

ATthough the agency is aware that
there are’some abuses in the hearing aid
mdustr%, It has not been shown tha
these abuses are so widespread as to
Justify requiring a hear!n% test
evaluation by & physician of an
audiologist before ever/ sale of a
hearlng aid. Tfre agency believes that
the Federal requiréments along with
stringent State and. local licensing laws
will adequately.address.abuses in the
beapngjri*iaaustry.

.0One comment suggested that FD A
should grant Massachusetts'an
exemption from preemption for its
hearing test evaluation requirement as it
applies to children under the age ofIS.
This comment said that granting sach an
exemption would be consistent with the
agency's decisions concerning similar
provisions of other State statutes.

FDA agrees with this comment. In the
final rule responding to applications
from .18 other States and the District of
Columbia, published elsewhere in this
issue of the Federal Register, the agency
is exempting from preemption
requmemVnts of audiological evaluation.
for children under.ttm age of 1&7 ~
"Audiologists are specially qualified to
assist in the language development and
social and educational growth of a child
with a hearing loss. Consequently,
mandatory audiological evaluation of a
ntiirorwitlserve anlmportant public
health puroose. Therefore, the final
regulation has been revised to exempt
from preemption the Massachusetts
hearing test evaluation provision to the
extent that it applies to children under
the age of 18.

7. FDA is granting an exemption rrom_
preemption for Chapter 93, Section 74 of
the Massachusetts Ceneral Laws, which
requires the djsclqsure_of.certain
inlorrnatfon’toh earing aid.purchasers,
on the condition thatin enforringlhls
provision. Massachusetts apply the
definition of “used beariftg.aidl*
contained in the FD A regulation. There
were no comments on this provision.

Therefore, under the Federal Food,
Drug, and Cosmetic Act {secs. 521.701.
£2 stal 1055-1053 as amended. 90 Stat.
574 (21 u.s.c. 360. 371)) and under
outhcrity delegated to the Commissioner

of Feed and Drugs (21 CFR 5.1). Part ECO
is atuer.ded in Subpart C yadding new
58 5C3.T1 and 8C3.C9 to read as follows:

.8C03.ri - Massachusetts.

(a) The following Massachusetts
medical device requirements are
enforceable notwithstanding section 521
of the act because the Food and Drug
Administration has exempted them from
preemption under section 521(b) of the
act
/(1) Massachusetts General Laws.

/Chapter 93, Section 72, to the extent that
it requires a heering test_evaluationlor-a
child under the age of 18"

(2) Massachusetts General Laws,
Chapter 93. Section 74, except as
provided in paragraph (6) cf the Section,
on the condition that in enforcing this
requirement Massachusetts apply the
,definition of "used hearing aid" in
§ 601.420(a)(6) offfiis chapter.

(b) The following Massachusetts'
medical device requirements are
preempted by section 521(a) of the act,
and the Food and Drug Administration
has denied them exemptions iron
preemption under section 521(b) of the
act

(1) Massachusetts General Laws,
Chapter sa. Section 72, exceptas
provided in paragraph (a) of this section.

(2) Massachusetts General Laws.
Chapter o3, Section 74, to the extent that
It requires that the sales receipt contain
a statement that State law requires a
medical examination and a hearing_test
eydaluatlon before the sale of a hearing
aia.

§608.29 Rhode Island.

The following Rhode Island medical
derice requirements are preempted b
section s21(a) 0f the act and the Foo
and Dreg Administration has denied
them anexemption from p.''emption
under section s21¢y 0f the act: Rhode
Island General Laws, Section s-a9-2.1,
and Section 22, to the extent that
Section 22requires hearing aid
dls?_e,nsers to keep copies of the
certificates of need. o

Effectivedate. This regulation is
effective November 10,193o0.

(Secs. 521,701, 52 Slat. 1055-1056 as

amended. 90 Stat. 574 (21 U.S.C. 360.371))
Dated- October 5.1980.

l«<LGoyar,

Cos:stiss.nner ofFood and Drugs.

ITS Dac *3-31479 Filed 10-9-80:141 *n|
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?1 CFR Part'308

ICccket No. 77W-0333J

Exemption From Preemption cf State
end Local Hearing Aid Requirements;
Applications for exemption

agency; Focd and Drug AdmLmsmtior..
action: FLnal rule.

summary: Various States have applied
to the Food and Drug Administration for
exemptions from Federal preemption of
their State hearing aid requirements. In
this rule the agency grants exemptions
for some Slate hearing aid requirements
and denies exemptions for ethers.
effective date November 10.1950.
FOR FURTHER INFORMATION CONTACT:
Joseph M. Sheehan, Bureau of Medical
Devices (HFK-70J. Food and Drag
Administration. 6757 Georgia Ave.,
Silver Spring. M D 20913, 301-427-7114.
SUPPLEMENTARY INFORMATION: The
proposal upon which this final
regulation is based was published in the
Federal Register of July 28,1973 (43 FR
33180). Interested persons were initially
given until September 25.197B to
comment on the proposal. In the Federal
Register of October 20,1378 143 FT.
49015), the comment period was
extended to December 19,1978. In the
Federal Register of October 22, 1978 (43
FR 49014), the agency also published a
proposed regulation addressing a New
jersey requirement that it had not
addressed in the July 28 proposal
Interested persons were given until
December 19.1S78 to comment on tin's
proposal. FD A held a public hearing on
these proposed regulations on October
31 and November 1.1978.

A proposed regulation responding to
applications from Massachusetts and
Rhode Island for exemption from
preemption for their State hearing aid
requirements was published in the
Federal Register cf April 13.1579 (44 FF
22113). Interested persons were given
until June 12,1979 to comment on the
proposed regulation. This final rule doe
notinclude the agency's response to th;
applications from these two States
which is set forth in a final role
published elsewhere in this issue of the
Federal Register..

iAlthough FD<LJs denying exemption
from preemption for many”StaVr

requirements. itVnco'ur'a'gss. tHelslales'
remafo~a~c5ve foTeguIaJIIi,n]g\ti.e heﬁlring

iKfumimfcom'pcfd'hcy recuiremer.ts -D'
persons"wTioTesTtor hekringlossahd*
1elect andfft hearing aids, FDA alsq

encourages Slate and local govemmen
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.,,HUcatc.ccnsunicrs about thcvalt!'e.o£
radical evaluation pricrjo the purchase

c-rVearinS did and.tojumish them
iFpv need Tor

public hearing, the agency received
rr.ore than 300 comments on the
proposed regulation. Most of these
comments addressed the Issue of
candotory audiological evaluation.
Many comments also addressed waiver
of medical evaluation, disclosure
requirements, and the California
provision restricting the advertising of
hearing aids. The following is a
summary of the comments and the
agency’s respoi ve to them.

The FTC Rule

1. The Federal Trade Commission
(FTC) also has been studying the
hearing aid health care delivery system
to determine what steps should be taken
to protect consumers from unfair or
deceptive act3 or practices in the sale of
hearing aids. In the Federal Register of
June 24,1975 (40 FR 2E546), the FTC
published an "initial notice” ofa
proposed trade regulation rule for the
hearing aid industry. Public hearings on
the proposed rule were held In various
cities from Aprit to August cf1976.The
presiding officer at these hearings
reported his findings and conclusions on
August 1.1977. The staff then analyzed
the record and made its report and
recommendation to the FTC on
September 25,1978. Interested persons
were given 60 days to comment on the
staffreport. The rule is now awaiting
final action by the FTC.

The most important provision of the
proposed rule is a requirement that the
purchaser of a hearing aid be given the
right to cancel the purdiase for any
reason at any time within 39days of
delivery, and receive a refund of most of
the purchase price (in effect, a
mandatory trial rental period). Other
important features of the rule are that it
would prohibit certain misleading
claims and sales practices with respect
to hearing aids and would require the
hearing aid dealer to obtain prior
express written consent to a sales visit
in the buyer's home or office.

One comment on the FDA proposal
said the FTC record is replete with
evidence that hearing aid dealers
receive little training and so are often
incompetent to test hearing and to select
and fit hearing aids. The comment also
said the FTC record shows that hearing
aid dealers do not counsel hearing-
impaired persons adequately In

45. No. 199 / Friday. October 10. 1980 / Rules and Regulations

adapting to a hearing aid and that they
do not repair hearing aids ivelL Finally,
the comment said the FTC record shows
that hearing aid dealers abuse home
visits. The comment recommended that
independent audiological evaluation
should be required to remedy these
abuses.

The FTC record does indeed contain
evidence of many abuses in the hearing
aid industry. It should be noted
however, that most of the evidence in
the FTC record was gathered before the
FD A regulation became effective on
August 25.1977. FD A believes that its
regulation has already reduced some
abuses in the industry and that adoption
of the FTC rule would reduce these
abuses even further. FDA also believes
that stringent State and local licensing
lows will ensure that hearing aid dealers
are competent to test hearing and to
Bclec« -»nd fit hearing aids. The agency
believes that the Federalrequirements.
along with strong State and local
licensing laws, will adequate' address
the abuses In the hearing aid industry
described in the FTC staffreport

The Legality and Constitutionality of the
Proposed Rule

2.0ne person combined comments on
the proposal with a petition to amend
lhe FD A hearing aid regulation.

FDA will respond to the petition
separately in a letter to the petitioner
and will place a copy of the response on
file with the Hearing Clerk, Food and
Drug Administration.

3. 0ne comment argued that the
regulation is illegal and unconstitutional
in several respects. First, the comment
argv .*d that the FD A regulation docs not
pre mpt State requirements for
audiological evaluation because the
constitutional requirements for
preemption set forth in///, QBv.
Davidowr Ttz (312 U.S. 52 (1941)) ere not
balisifed— specifically, that a State
requirement Is preempted only if it
obstructs the "accomplishment and
execution of the full purposes and
objectives of an act of Congress." The
comment reasoned that the requirement
of audiological evaluation before the
sale of a hearing aid does not relate to
the safety or effectiveness of hearing
aids and, consequently, does not
interfere with the Federal regulation.

In section 521 of the act (21 u.s.c.
369k) Congress expressed its purposes

-and objectives with respect to the

preemption of State and local medical
device requirements. That section
reflects Congress’ intent that the Food,
Drug, and Cosmetic Act preemptany -
State or local requirement applicable to
a medical device that is differentfrom or
in addition to a requirement for the

57327

device under the act Tne State
requirement of audiological evaluation
relates to_the safety or effectiveness cf
hearing alds because It1s Intended to . -
ensure &] urchaser Is fitted
Brc per)(] earing eid t atvvll
enefithis orherhgarmg ability. T
requwement IS In adaition .to the Federal
quwements applicable to hearing aids

and would |nt fere with the execution
and acgom |shment of the ob+ect|ves of
FDA’s herfcre.

earing aid re(I]u lation
the State requwemen ofeudlo 0 |cnr
evaluanon Ispreem d In accordance

vvith'both Hi tAand.
section s21 Bn%sTact oyt

T 'The comment further argued that
the Tenth amendment, which reserves to
the States those powers not specifically
granted to the Federal governent. limits
the power of Congress to regulate
interstate commerce in areas
traditionally regulated by the Stales,
such as occupational licensing ar.d
consumer protection. The comment
stated that audiological evaluation does
not involve interstate commerce. The
comment also objected that FDA is
requiring the Stales io enforce the
Federal regulatory scheme by changing
their State laws to prohibit audiological
evaluations, contrary to the holdmgs in
Brown v. Enviromental

, 521 F-2A 827 (9th Cir. 1975) and
Districtof Colurbiav. Train, 521 F.2d.
97 (D.C. Cir. 1975).

Congress enacted the Medical Device
Amendments of 1976 (Pub. L 94-253)
pursuant to its authority to regulate
interstate commerce under Article 1,
Section 8 of the United States
Constitution. Tne purpose of the
amendments is to ensure that medical
devices are safe and effective. When
Congress determines that itis necessary
lo regulate a particular area of interstate
commerce, It may also regulate any
incidental aspects of that area that it
believes may affect interstate

commerce. Heart ofAtlataMotel v.
UnitedStates, 379 U.S. 241 (1954);
Katzenbach v. McClung, 379 u.s. 291
(1976): UnitedStatesy. Darky. 312 u s.
100 (1941). In enacting section 520(e) of
the act. Congress determined that the
safety and effectiveness of certain
medical devices may be ensured only by
restricting their sale, distribution, or use.
Section 520(e) of the act. therefore, is a
valid exercise of congressional authority
under the commerce clause. In
restricting the sale of hearing aids. FDA
acted in accordance with the authority

ranted it under section 520(e).
grherefore Neither FDA's restrictions on

the Tabelin and conéiltlons for saIe of
hearlnq algs nor Its decision t?d
exemptions from preemption for State
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requirements of amendatory
eudiclcgicf.l evaluation is in violation of
the Tenth amendment.

FDA’'s action is not contrary to the
holdings in Brownv. EPA andDistrictof
Coiumbiav. Traln. Fp A is not requiring
the States to enforce a Federal
regulatory scheme, noris itrequiring
them to prohibit audiological evaluation.
The effect of FDA's denying an
exemption from preemption for the
requirement ofaudioLgical evaluation
is to make such evaluations optional for
the patient. By denying exemption for
this requirement, the agency is
recognizing Congress’ intent that FD A
regulations applicable to devices, such
as bearing aids, preempt State and local
requirements that arc different from or
In addition to the FD A requirements.

5. The comment also noted thatunder

section 320(e) of the act; may
restrict the use of a device to persons
with specific training, skill, education, or
experience only if it dete. mines that
such a restriction is necessary to ensure
the saf8 and effective use of the device.
The comment argued that has
made no such finding with respect to the
use of hearing aids by audiologists.

FD A is not excluding audiologists
from the usr. of hearing aids. Because
the FD A hearing aid regulation preempts
State laws requiring audiological
evaluation, the States may not require,
a3 a condition to the purchase of a
hearing aid, that the prospective
purchaser receive an audiological
evaluation. However, audiologists may
continue to conduct hearing tests.

“6.The comment also argued that, even
if Congress did intend to preempt State
laws requiring audiological evaluation,
the procedures in Part 608 (21 CFR Part
808). pursuant to which FDA has
considered the applications that are the
subject of this rule, are unconstitutional
and unlawful because the criteria for
determining whether to grant an
exemption are not in accord with the
constitutional standard for preemption.
The comment stated that the correct
standard for the agency to apply is first
to determine whether there is a
congressional intent lo occupy the field,
and then to determine whether the Slate
policy obstructs the full purpose and
objectives of the act orwhether Federal
and State policies seek the same
objectives and can coexist.The
comment also stated thatin denying an
exemption FDA mustshow thata
conflict between Federal and State »
regulation would necessarily resultif the
exemption were granted. Finally, the
comment stated that FD A has no
authority to cansider factors such as
cost and availability of services in

determining vvhelher to grant an
exemption from preemption.

The comment misconceives the law
regarding Federal preemption. There are
two types of Federal preemption:
Express and implied. The standard
described in the comment is ihe test of
imptied Federal preemption, the test
applicable where Congress has not
exercised its power under the
Commerce clause to expressly declare
Federal law paramount to State law. See

Jonesv. RathPackingco. 430 Us. 519
(1977); Florida Lime &Avocado
Growers. k™. Pald, 373 u.s. 132
(1963); Hinesv. Davidomitz. 312 U s. 52,
55 (1940). In section 521(a) of the set.
however. Congress has expressly
declared that the Federal Food. Drug,
and Cosmetic Act preempts any State or
local requirement with respect to the
safety or effectiveness of a medical
device that is different from oi in
addition to a requirement under the act
applicable to the device. The test of
implied Federal preemption therefore,
does not apply. Adoption of 'he
standard advanced in the comment
would render section 521 of the act
meaningless because as argued in the
comment the Federal law would
preempt only State requirements that
directly conflict with the Federal law.
Yet, in section 521 of the act Congress
established a specific standard of
preemption. Under Section 521(a) of the
act. preemption is not restricted to State
requirements that directly conflict with
Federal law, but rather extends to
requirements that are different from, or
in addition to, any requirement
applicable to the device under the act

The comment’s contention that, in
denying an exemption, FDA mustshow
that a conflict between Federal and
State regulation would necessarily result
if an exemption were granted confuses
the test of preemption with the standard
FD A mustapply in deciding whether to
exempt State and Iccal requirements
from preemption. As stated above,
section 521(a) of the act specifies the
type of State or local requirement that is
preempted. In section 521(b) of the act.
Congress authorized FDA to exempt a
State or local requirement from Federal
preemption if it is more stringent than
the Federal requirement or if it is
required by compelling local conditions
and compliance with the requirement
would not cause the device to be in
violation of the acL Thus, FDA iscot
required to show thata conflict between
Federal and State law would necessarily
resultif a State requirement were
sexempted from preemption.

The authority granted FD A in section
521(b) of the act to exempt State or local

<5, No. 139 / Friday, October 10. 1920 / Rules and Regulations

requirements frem preemptron IS
drscretronar?/ Congress did not spec-;
the criteria that FDA. must employ Ir.
exercising thatdrscreéron In light of th:
urpose of the act and the Medical
evice Amendment;, however, FDA
believes that in deeding whether o
exempt a Stale requirement from
preem tion it is apProprrate to consider
the effect that gran
would have on the public health. The
cost crmedical devrces and the
availability of medical services are
relevant factors in assessing the effect
that an exemption would have on the .
public heal Ih. Therefcre, FDA will
consider these factors in determining
whether to exempt a particular Slaté
requirement from preemption.

7. The comment also stated that
proposed § 80SJfd){5] (21 CF3
803.1(d)(5)). which provides that section
521(a) of the act does not preempt
criteria for payment cf State cr local
obligations under Medicaid and similar
health care programs, is unlawful
bec;._;-e section 521(e) of the act
preempts all State or local requirements
relating to medical devices.

Under section 521(a) of the act, the
Food, Drug, and Cosmetic Act preempts
only State or local requirements that
relate to the safety or effectiveness cf
medical devices. In order for a State
provision to be a requirement with
respect to a device within the meaning
of section 521 of the act— ar.d thereby a
candidate for preemption— it must relate
to the device itself. Rules or
requirements established by Federal.
State, or local agencies to control the
expenditure of public funds for
purchasing hearing aids and hearing
health care services fcr the bearing
impaired, Le_ third-early payment
programs, typically establish standards
fo'r the screemr.g and diagnosis of
individuals v;ha will receive hearing
aids through publiriy funded programs.
These requirements are designed to
ensure the proper usaofpublic funds..
Rules and requirements for the.
expenditure oi cuhlic Tiih'ds for he?.-inn
alas are'pavmer.rcriteriafiesiabiiihid tjy

"the'payer or EUrchaaar apd a_r.ot
"requirements with rs'loecfTo a device”
within the meaning of section 521fal of
the acL Consequently, these
requirements are not preempted ur.dgr
section.521fa). It should be noted,
however, that regardless of the criteria
for payment, the hearing aid dispenser is
required to comply with the FD A
regulation.

e 3. Thesamecommentalso argued that
ghe pr? osal to exempt f rcrnéJreem tdpn

Wws requiring that e hearing al
purchaser be examined by an
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t*\clace a person from using a device

, .1,,‘Iy because the person docs not have
p t training or experience to be eligible
f..r ccrlificaticn by a certifying board
rrroer.ized by the American Board of
Medical Specialities or has not been
certified by sacha board.

Scctio./ 520(e) of the ect limits the
restrictions that FD A may place on the
sal*, distribution, or use of a device.

That section does net limit FDA's
authority to exempt State or local
requirements from preemption, nor does
it provide that FDA may exempt from
preemption only requirements that it has
the authority to impose. In any event,

hough FD A believes that it has the

ihority to exempt from preemption tho

luircment of examination by an
uiolaryngo'.cgist. it is denying exem ption ;
for this requirement because it may be a '
bar/tr to the receiptofa hearing aid in
areas where ololaryngolcgists are not 1
readily available.

9. Finally, the same comment objected

that the hearing held on the proposed
regulation did r.ot comply with the
requirements ofan "informal hearing”
specified in section 201(y) cf the act (21
U.S.C. 321[y]), especially section
201(y){5), which requires that the
presiding officer prepare a written
report of the hearing towhich he or she
shall attach ell written material
presented at the hearing.

An "informal hearing." as defined in
section 201(y) of the act, is required only
where the term “informal hearing" is
specifically used in the act. For example,
a:i "informal hearing" is required under
sections 304(g). 515, and 516. An
informal hearing is oflen referred to as a
regulatory bearing and is governed by
Part 16 of the agency's administrative
regulations (21 CFR Part 16). Section 521
of the act provides for the opportunity
for an oral hearing, rather than an
"informal hearing," on a proposed
regulation on an application Tor
exemption from preemption. The public
hearing required by section 521 of the
act is sometimes referred to as a
legislative hearing and Is governed by
Part 15 (21 CFR Pert 15) of the agency’s
administrative regulations. Indeed, 21
CFR 15.1(b) expressly states that Part 15
governs any hearing relating to
exemptions from preerapu jn of
requirements for device.

Audiological Evaluation

Almostell thecomments on the
proposed regulation addressed FD A’s
proposal to deny exemption from
preemption for State laws requiring

audiological evaluation before the sale
of a hearing aid to on adult, The
comments focused cn the value, cost,
and availability of audiological
evaluation.

10. Many comments in favor of
exempting from preemption State laws
requiring mandatory audiclogical
evaluation objected to FDA’s conclusion
that audiological evaluation would not
provide conclusive assurance that the
patient would benefit from
amplification. Seme argued that FD A
should not require that such conclusive
assurance be shown. Many comments
stated that there is widespread
misevaluation of hearing loss by hearing
aid dealers. The comments also argued
that audiologists are better qualified
than are hearing aid dealers to teM
hearing ar.t! that, because audiologists
do not sell hearing aids, their
evaluations are unbiased and, hence,
more reliable.

Comments supporting FDA’s proposal
to deny exemption to these requirements
stated that mandatary audiological
evaluation would be superfluous
because only physicians can perform the
necessary medical tests and hearing aid
dealers can perform the audiometric
tests. These comments also disputed the
contention that there is widespread
misevaluation of hearing los9 by hearing
aid dealers. Several comments pointed
out that not all audiologists are
unbiased testers because some
audiologists sell hearing nids and, if
audiological evaluation were
mandatory, probably more audiologists
would begin selling them.

After reviewing the conflicting
information in the public record
regarding the predictive value of
audiological testing in determining
whether a parent would benefit from a
hearing -.u. FD A has concluded that
audiological evaluation is not necessary
to provide reasonable assurance of the
safety or effectiveness of hearing aids.
There is no evidence that audiological
evaluation reduces oreliminates any
risk lo health presented by a hearing
aid. The primary risk to health
presented by hearing aids is the
possibility that an unnecessary or only
partially effective hearing aid will be
substituted for necessary medical or
surgical treatment, thus depriving the
hearing-lrapared patient of the benefit of
appropriate diagnosis and care and
resulting in a detriment to health.
Medical evaluation by alicensed *
physician will ensure that all medically
treatable conditions are accurately

Identified and properly treated before a (

hearing aid is bo ight. Potential
problems involvi *gmisevaluation of

G?3i!9

hearing los3 or misfitting cf hearing aids
will be adequately addressed by strong
Slate and local licensing lews for
hearing aid dispenses and by the trial
rental period required by the drafi fir.nl
FTC regulation. Moreover, there is no
evidence that only audiologists Ere
competent to measure hearing loss and
to fit hearing aids. Finally, FDA did not
require thct conclusive evidence be
shown that the patient would benefit
from amplification. Rather, the agency
concluded that the requirement of
mandatory audiological evaluation
would increase the cost orobtaining a
hearing aid without providing any
conclusive assurance that the patient
would benefit from amplification.

11.
conclusion that mandatory audiological
evaluation would increase the cost of a
hearing aid. These comments reasoned
that if an audiological evaluation were
done, the hearing aid dealer would not
have to perform further testing. Other
comments noted the low cost of hearing
aids in certain public dispensing
programs that require audiological
evaluation, such as the Veteran's
Administration. Many comments argued
that mandatory audiological evaluation
would resultin a net savings to the
consumer because the better testing
provided by audiologists would result in
fewer misevaluaticns and, therefore,
fewer sales of hearing aids to persons
who could not benefit from them.

Many comments supported FDA'’s
proposal to deny exemption from
preemption for State laws requiring
mandatory audiological evaluation.
Many hearing aid dealers slated that
they do not reduce the cost of a hearing
aid by the cost of an eudiological
evaluation if such an evaluation has
already been made because they cannot
rely on testing done by an audiologist
with whom they are r.ot familiar.
Consequently, hearing aid dealers
frequently perform hearing tests even
after an audiological evaluation has
been made. Many comments also
disagreed with the contention that
mandatory audiological evaluation
would result in fewer miscvaluations of
hearing loss and therefore a net savings
to the consumer.

. The evidence whether mandatory
audiological evaluation would increase
the cost of a hearing aid is conflicting
and inconclusive. Some hearing aid
dealers said they would reduce the cost
of a hearing aid if the prospective
purchaser had an audiological
evaluation; others said tfcev would r.ot.
Many of the comments tha. purported to
show that audiological evr luation would
reduce the cost of a hearing aid actually-

Many comments challenged FDA'’s
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described governmental or clinical
programs where any savings were
attributable lo the fact that the program
was nonprofit and not to the fact that an
andiological evaluation had been made.
Thus, it appears that mandatory
audiological evaluation would result in
an increase in cost in some cases and a
decrease (or at least no increase) in cost
in other c<ides. It isnotdear what the
predominant effect of such a
requirementwouldbe. FDA believes
that the amount of unnecessary costs
that may be incurred as a resultof
misevaluation of misfitting would be
reduced more efficiently by stricter
State licensing laws and a trial rental
period as required in the draft final FTC
regulation than by mandatory
audiological evaluation.

Many comments agreed with
FDA's condusion that audiologists are
notreadily available is certain areas of
the country. Many comments noted that
while audiologists may be available in
urban areas they are scarce in rural
areas. Some comments pointed out that
few audiologists are engaged in private
practice and. therefore, few are
available to conduct hearing tests for
the general public.

Many comments disputed FDA's
conclusion that audiologists are scarce
in certain areas of the country.
Comments from various States said that
audiologists are widely available in
their jurisdictions. Many.of these
comments cited statistics or supported
their claims in other ways.

There is conflicting evidence with
respect to the availability of
audiologists. Although audiologists may
be readi’'y available in and around large
rities. it appears from the comments that
they are scarce in most rural areas.
Many elderly people could not easily
travel 25 or 50 miles to visit an
audiologist. Mandatory audiological
evaluation, therefore, would sometimes
prohibit a patient who could be helped
by a hearing aid from obtaining o,.e.

After considering all the factors
discussed above. FDA has'decided to
deny exemption frcm preemption for
St-te and local laws requiring
audiological evaluation before the sale
ofa FOOring eid to an adult. It has not
been snown that audiological evaluation
is necessary to provide reasonable
assurance of the safety or effectiveness
of hearing aids. Furthermore, mandatory
audiological evaluation may increase
the cost of a hearing aid and create an
additional barrier to the receiptofa
bearing aid in those areas of the country
where audlolcgiral services are scarce.

The agency would like to set aside a
few apparent misconceptions. Neither
the FD A regulation on hearing aids nor

y

the agency's decision in this regulation
to deny exemption from preemption for
state laws requiring mandatory
eudiological evaluation. Audiologists
may continue lo lest hearing before the
sale of a hearing aid. FD A does not
question the ' .apetcncy of audiologists.
Indeed. FDA rec”gnizes that lhe
audiologist is an important member of
the hearing health care team qualified to
provide basic audicmetric evaluation,
hearing aid orientation, auditory
training, speech reading, speech
conservation, language development,
and counseling and guidance services.
FDA expects physicians io refer patients
to an audiologistwhen necessary.
Likewise, FDA’sdecision to dfcny
exemption from preemption for these
requirements does not constitute a
determination that a hearing test is
unnecessary before the sale of hearing
aid. FDA has determined only that it is
not necessary to require that this testing
be dene by an audiologist to provide
reasonable assurance of the safety and
effectiveness of hearing aijs.

13. Comments from physicians,
audiologists. and hearing aid dealers
supported FDA's proposal lo exempt
from preemption State requirements of

audiological evalyatjon f.r children.
FDA agrees with these comments and,

‘herefore, Is granting exemption, from
preemption t0 Slate’laws requiring
audiological evaulation before the sale
of hear,ln? a ?,a minor. Audjologists
are Specially qualified to assist in the
Ianqguag,e develoament angd educational
and social growt ofa child with
heanng |0sS. Con%equentl - mandatoy
audiological evaulation of a minor wi
serve an important public health
purpose.

Waiver

14. Many remanents addressed the
issue of waiver of medical evaluation.
The FD A regulation permits any
informed adult 18 years or older to
waive the medical evaluation
requirement. Some State laws do not
permit awaiver of the medical
evaluation requirement under any
circumstances. Others permit a waiver
only if the prospective purchaser objects
to medical evaluation for religious
reasons. FDA proposed to deny
exemptions from preemption for those
Stale and local requirements that either
do notpt-mit awaiver ofa medical
evaluatior requirement or permit a
waiver for religious reasons only.

Some comments favoring exemption
from preemption for Stale laws limiting
or prohibiting waiver of medical
evaluation argued that medical
evaluation Is absolutely necessary and.
therefore, that awaiver should not be
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permitted. Other comments suggest
that only persons with religious
objections should be permitted lo tra
the medicel examination. Several
comments stated that it is easy for
hearing aid dealers, eager to make a
sale, to Induce the purchaser to war.*,
medical evaluation without violating
FDA regulation by actively encom si
the waiver. Other comments snid that
hearing aid dealers arc widely abusic
the waive; provision. For insta nce, ia
Attorney General of Massachusetis
asserted that prospective bearing aid
purchasers waive the medical
evaluation requirement in B5 percent
the sales of hearing aids in
Massachusetts.

The comments supporting FD A’s
proposal to deny exemption from
preemption for State requirement;
limiting or prohibiting waiver of medi
evaluation generally agreed with FDr
that informed adults should have tie
freedom to waive medical evaluation.
One religious group argued that failur
to allow waiver of medical evaluatior
would violate the rights of its merzbe:
Many comments disputed the content
that the waiver provision is being
widely abused. One comment poir.iec
out that most of the waivers identifiai
arecent New York study were exercL-
by persons who already owned a
hearing aid, and that only 6 percemt (
the persons purchasing a hearing aid
the first time -.valve medical evaiza'.ic
This was confirmed by a limited szrv
in Massachusetts, which showed that
only 8 percent of first-time users c: a
hearing aid waived the requirem— fi
medical evaluation.

FDA believes that, before purczasii
a hearing aid, all prospective hes-r.g
users should obtain a medical
evaluation of hearing loss to detcrmir
whether any conditions exist tha: cou
be corrected by medical treatment or
surgery. FD A recognizes, however, th
the risk to health posed by hearing aii
arises from the failure lo obtain
beneficial medical treatment rather ti
from wearing a hearing aid. FD.A
believes thatany Informed adult who
objects to medical evaluation for
religious or personal reasons shc-rid |
permitted towaive the medical
evaluation requirement.

ID A has not been presented with a
convincing evidence that the waiver
provision is being widely abused by
hearing aid dealers. The Attorney
General of Massachusetts provided n
evidence to support its claim that the
waiver privilege is being exercised in
percent of the sales cf hearing aids in
tbal Commonwealth. FD A undertook
survey of Attorneys General and
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ill deaferiiccr.'Ing boards lo

aor

;n States that responded to this
v c-ly 19 provided F!A with

* Vr.atica pertaining to dealer
r~" aiiur.ee with the regulation. Twenty*
i e of these 31 St2'es indicated that
they h -d net received complaints or
other information regarding dealer
ci.rrp'ilunce with the regulation, although

few ol these 25 States related
unsubstantiated rumors of
r.uncotr.pliance. Six cf the 31 States
responding to the survey indicated that
=jiry had encountered problem?
involvir**, compliance with
regaintion but, of these six, only
Massachusetts slated Ih.at compliance
problems were more common than
isolated incidents. Therefore, FDA Is
denying exemption frcm preemption fcr
S;.itc laws limiting cr prohibiting waiver
of medical evaluation. Exempting these
requirements will also permit the
purchase of a hearing aid in the rare
circumstance where on individual would
have great difficulty obtaining a medical
evaluation because of the lack of a
physician in tha crea.

15. In the proposed regulation. FDA
proposed to grant exemptions from
preemption for requirements that
prohibit a waiver when certain medical
conditions are found to exist in the
prospective purchaser. Comments have
persuaded FDA to deny exemption frcm
preemption fot these State requirements.
FDA believes that an informed adult
should be permitted to waive a medical
evaluation even if one of these
conditions is present. The existence of
such a condition does net necessarily
mean that the individual could not
safely benefit from using a hearing aid.
Moreover, the FD A hearing aid
regulation requires that the User
Instructional Brochure contain a
statement warning hearing aid
dispensers to advise a prospective
purchaser to consult promptly with a
licensed physician (preferable a
physician who specializes in diseases of
the ear) if the dispenser learns of the
existence of any of eight specified
medical conditions. FD A expects that
hearing aid dispensers will be
conscientious in impressing the
importance of a medical examination
upon prospective users exhibiting ar.y of
these symptoms. ,

13. Many States, while not requiring
that the purchaser be examined by a -
physician, require hearing aid
dispensers to advise in writing a
prop.',active purchaser who has one or
more of certain listed medical

condrtrons t0 consult V. |th a ph sician.
Eeme tag also require t th
earing aid disp enserfurnrs
grospectrve purchaserwrt the names
nd addresses cfphysrcrans cr
otolaryn (?o ogrsts a the area. FDA has
proposed t enyexem ption from
ree]mgtrons cr these re%urrements
e requirements are more stringent

than the FDA regulation because hey
require tbe dispénser to advise the
Proshectrve purchaser In Wrrtrng This
equirement places only a sligh
addrtronal burden ¢n the drsDoenser and
oes.not contlict with ihe F

%urrement Thereforg, the agenc IS

Xem rng these requrrement fro

Pree rlt ion. FDA’s requirements with
esPec to medrfal evaluation and
walver still apply ic these States.

Disclosure Requirements

17. Many Stale requlations require
IhnI theahelarrn ggdrs enser aovrde
the purchaser certarn mformatron
att e time ofsale Most State recwrre
at this information be included
sales receipt, while some Staées require
that the | |n ormatron be included on'the
Packa uch 0 the %urre
nfor ation rea st ferms of sale
%n r.otto th esafﬁt cr effectiveness of
earrn? alds. To this extent, these
Brovrs ons are notrereem[m nd,
onsequen Mare ot canldidates for
exemption, Many cf these provisions,
h wever do rela]te tq the nget%/ cr
fectrveness of earrng alds
there ore are preempted Tf
Preemp dprovrsrcrs enera ?/requrre
hat the receipt state whetner th
hearing aid 1S new. used, or
reconditioned. Man States also re%urre
that the recerpt g cksr né; f
statement that a bearin g | 1.0t
ﬁrevent or Improve organic causes of

e
gevegrafcomments objected to Ft Vs
roposa to rant exemptions to the
re mpteh tate requir ments desc rbed
bove. T ecomments L?rre that t
User Instructional Eroc are(iurre
the FDA regulatron contains alf cf the
G th%t”.thmueh”ee%‘téatrd
req urrg ?1 ¥he mformatron% |nc¥uded
onthe sales receipt and cn the
uka mg as welL Manur&acturers of
hearrn dsalsoogece
Eermrt mt{r certain Sfates to rée%urrel that
. pecrfrcs atements bep ace
gac aprng % Brrn ar would create
n unfeaSonable burden because they
do notal wayi knew the ultimate
destination 0f every’hearing aid

no
]c ge requirements are more strrngent
than the Federal requirements. F

belreves that the additional Informatron
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equired by these State previsions me
bequse?ul t% the consumgr ang will r.0
mpose a srgnrfrcant burden or, the
hear |spenser crmanufacturer.
someo the information
eurred tobe inc hded cn the receipt is
also contarne rnt e User Instructional
ErochF nelieves that mcrurcn of
the In ormatron In both places . w
mcrease the Irkelrhood that It is brought
eattent]ong he consumer. .
Moreover, the a drtronal information
requrre to be included on the packaging
a]n be added at the trme of sale.
Theretore. FDA is granting exemption
fronrpreemptron rthese requirements.

Toensureunr rmity, the a
IS

Iring. that
ralgdefrnrtrono Use

Id”
21 CFR 601.42Q(a)(0)) IN enforcrng tﬁerr
drsclosure requirements.

Arizona

IB. As proposed. FD A is denying
exemption from preemption for Arizona
Revised Statutes (A.R.S.), Chapter 17,
Section 35-1901.7(s) and its
implementing regulct’cn. Arizona Code
of Revised Regulations (A.C.R.R.). Title
9, Article 3. R-9-1G-303. These
provisions are less stringent than the
FDA regulation because they allow the
dispensing of a hearing aid to a child 14
years of age or under by permitting the
parent or guardian of the child to waive
the medical evaluation requirement.

Several comments opposed TDAS
proposal to grant exemption from
preemption for A.R.S. Chapter 17.
Section 30-1901.7(1) end its
implementing regulation, A.C.P..E.Title
9. Article 3. R-9-16-30J. These
provisions require that a prospective
hearing aid user with a significant air
bor.c gap or apparent unilateral
sensorineural hearing loss receive an
audiological evaluation, although they
permit a waiver of this requirement. The
comments argued that this Stale
requirement placer, audiological
evaluation on a par with medical
evaluation and that this is Inconsistent
with the position of FD A that
audiological evaluation is not necessary
to provide reasonable assurance of the
safety or effectiveness of hearing aids.
One comment argued that this
requirement may mislead people into
believing that audlo'ogical evaluation is
as important as medical evaluation.

FDA agrees with these comments ar.d,
therefore, is denying exemption from
preemption for these provisions.

California

19. Section 264D3(m) o f the California
Health and Safety Code provides that it
isunlawful to advertise ar.y drug or
device represented to have an effect on



DA REGULATIONS FOR HEARING AIDS

jjii)1.420 Hearing aid devices; profrs'ionil and patient
labeling.

(a) Definition* for the purposes of this lection and
CPt01.421. (1) "Hearing aid" means any wearahle
instrument or device designed fur, offered fur the purpose
of. or represented a* aiding persons with or compensating
for. impaired hearing.

(2) “Ear specialist" means any licensed physician who
specializes in diseases of the car and is medically trained to
identify the symptoms of deafness in the context of the
total health of the patient, and is qualified by 3:ecial train-
ing lo diagnose and treat hearing less Such physicians arc
also known as otolaryngologists, otologists, and olorhino-
laryngologists.

(3) “Dispenser" means any person, partnership, corpor-
ation, or association engaged in the sale, lease, or rental of
hearing aids to any member »f the consuming public or any
employee, agent, sales person, and/or representative of
such a person, partnership, corporelion. or association.

(4) "Audiologist" means any person qualified by train-
ing and experience to specialize in the evaluation and
rehabilitation of individuals whose communication
disorders center in whole or in part in the hearing function.
In some states audiologists must satisfy specific require-
n ..is for licensure.

(5) "Sale" or"purchase" includes any lease or rental of a
hearing aid to a member of the consuming public who is a
user or prospective user of a hearing aid.

(61 “Used hearing aid" means any hearing aid that has
been worn for any period of time by a user. However, a
hearing aid shall not be considered "used" merely because
it has bqyi worn by a prospective user as a part of a bona
fide hearing aid evaluation conducted to determine
whether to select that particular hearing aid for that pros-
pective user, if such evaluation has been conducted in the
presence of the dispenser or n hearing aid health profes-
sional selected by the dispenser to assist the buyer in
making such a determination.

(b) Label requirements fur hcuring aids. Hearing aids
shall be clearly aod permanently marked with:

(1) The name of the mnufacturer nr distributor, the
model name or number, the serial number, and the year of
manufacture.

(2) A “+ " symbol to indicate the positive connection for
battery insertion, unless it is physically impossible to
insert the battery in the reversed position.

(c) labeling requirements for hearing aids — (1)
General. All labeling information required by this
paragraph shall be included in a User Instructional
Brochure that shall be developed by the manufacturer or
distributor, shall accompany the hearing aid. and shall be
provided to the prospective user by the dispenser of the
hpflring aid in accordance wilh 8K02.4?l (r). The User
Instructional Brochure accompanying each hearing aid
shall contain the following information and instructions for
use, to the extent applicable to the particular requirements
and characteristics of the hearing aid:

(i) An illustration(s) of the hearing aid, indicating
operating controls, user adjustments, and battery com-
partment.

(ii) Information on the function of all controls intended
for user adjustment.

(iii). A description ofany accessory that may accompany
the hearing aid, e.g_ accessories for use with a television or
telephone.

(iv) Specific instructions for:

(@) Use of the bearing aid.

(b) Maintenance and care of the hearing aid. including
the procedure to follow in washing the earmold, when

r<| bring tubing bn those hearing aids that use tubing, and
»e+ storing lhe hearing aid when il will not br used for an
rvlended period of time.

*r| Replacing nr recharging lhr batteries, including a
g'lierir designation of replacement lotteries.

tv) Information on how and where to obtain repair
service, including lit least one specific address where~Che
uvrs can go. or send the beartqe aid to, to obtain such
repair srrvire.

tvi) A description of commonly occurring avoidable
conditions that could adversely affect or damage tne
hearing aid. such as dropping, immersing, or exposing the
bearing aid to excessive heal.

(vii) Identification of any known side effects associated
with the use of a hearing aid that may warrant consulta-
tion with a physirian. e.g.. skin irritation and accelerated
arrumubtinn of rerumen (car wax).

tviii) A statement that a hearing aid will not restore
normal-hearing, and will not prevent or improve a heari.tjg
impairment rcsuflipe from organic jeuflditiuftS-

1.7) A statement that in most cases infrequent use_pL»
hearing aid does nnL permit a USCr 10 attain Kannfil
from iL

(x) A statement that the useofa hearing aid is onlyjjart
of heanng habilitalion and may need to be supplemented
by auditory training and instruction in lipreading.

(xi) The warning statement require** by paragraph (c)
(2) of this section.

(xii) The notice for jirospcctive hearing aid u/NffS
required by paragraph IcTTD) liTTlu”’seelion.

ixiii) The technical dnia required by paragraph jc) (4) of
this section, unless mm-Ti data is provided in separate
bbeling accompanying the device.

(2) Warning statement. The User Instructional
Brochure shall contain the following warning statement:

WARNING TO HEARING AID DISPENSERS

A hearing aid dispenser should advise a prospective
hearing aid user to consuli promptly with a licensed
.physician Inrefcrnhlv an car specialist) before dispensing a
hearing aid if the hearing aid dispenser determines
through inquiry, actual ohse' ation, or review of any other
available information conce. ingthe prospective user, that
the prospective user has any of the following conditions:

(i) Visible congenital or traumatic deformity of the ear.

lii) History of active drainage from the car within the
previous 90 days.

(iii) History of sudden or rapidly progressive hearing
loss within the previous 90 days.

(iv) Acute or chronic dizziness.

[v) Unilateral hearing loss of sudden or recent onset
within the previous SO ys.

(vs) Audiometric air-bone gap equal to or greater than
15 decibels at 500 hertz (Hz). 1.000 Hz. and 2.000 Hz.

(vii) Visible evidence of significant cerumen accumula-

'ion or a foreign body in the ear canal.

|viii) Pain or discomfort ;n lh» **

Special care should be cxcrcired in selecting and fitting a
hearing aid whose maximum sound pressure level exceeds
132 decilM’ls because there may be risk of impairing the
Teitiaming hearing of the hearing aid user. (Thin provision
is required only for those hearing aids with a maximum
sound pressure capability greater than 132 decibels (dB).

(3) Notice for prospective hearing aid users. The User
Instructional Brochure shall contain the following notice:

IMPORTANTNOTICE FOR
PROSPECTIVEHEARING AID USEitS
Gocd hca.in practice requires that a perton with a
hearing loss have a medical evaluation by a licensed
physician (preferably a physirian who specializes in
diseases of the car) before purchasing a hearing aid.
Licensed physicians who specialize in diseases of the ear



1 ot-rhinolaryngnlogisla. The purpose «f medical evaluation ¢

is to assure thal nil meiliralty treatable conditions th.il
"may affcri hearing are identified and Irealiil before the
* hearing aid is purchased.

Follow ing the medical evaluation, the physirian will give
you a written statement that .states that your hearing loss
has been medically evaluated and that you may lie
considered a candidate for a hearing aid. The physirian will
refer you to an audiologist nr a hearing aid dispenser, aa
appropriate, for a hearing aid evaluation.

The audiologist or hearing aid dispenser will mnducl a
hearing aid evaluation tn assess your ability In hear with
and without a hearing aid. The hearing aid evaluation will
enable the audiologist or dispenser to select and fit a
hearing aid to your individual needs.

ff you have reservations about your ability to adapt to
amplification, you should inquire about the availability of a
trial-rental or purchase-oplinn program. Many hearing aid
dispensers now offer programs that permit you to wear a
hearing aid for a period of time for a nominal fee after
which you may decide if you want to purchase the hearing
aid.

Federal law restricts the sale nf hearing aids to those
individuals who have obtained a medical evaluation from a
licensed physician Federal law permits a fully informed
aciull to sign a waiver statement declining the medical
evaluation for religious or pcrsmal beliefs that preclude
consultation with n physician. The exercise of such a
waiver is not in your best hn-dlh interest and its use is
sliongly discouraged.

Children with Hearing boss

In addition tn seeing a physirian for a medical evalua-
tion. a child with a hearing loss should he directed tn an
audinlogiNI If.rTT:.m:tHniHinii ren.inilitalinn since hearing
loss may cause problems in laneo.-iee ilevelnnment and the
cilue.ilional ano sorial growth of a rhild. A n audiologist is
qualified by training and experience to assist in the
evaluation and rehabilitation nfa child with a hearing loss.

(1) Technical data. Technical data useful in selecting,
fitting, and checking the performance nfa hearing aid shall
be provided in the User Instructional Brochure or in
separate labeling .hat accompanies the device. The
determination of technical data values for the hearing aid
labeling shall be conducted in accordance with the test
procedures of the Acoustical Society of America Standard
for Specification of Hearing Aid Characteristics, ASA
STD 7-1976. As a minimum, the User Instructional
Brochure or such other labeling shall include the
appropriate values or information for the following
technical data elements as these elements are defined or
used in such standard:

(il Saturation output curve (SS5*L 90 curve'.

(ii) Frequency response curve.

(iii) Average saturation output (HF-Avcrage SSPL 90)

(iv) Average full-on gain (HF-Avcrage full-on gain);

(v) Rcferenre test gain.

(vi) Frequency range.

(vii) Total harmonic distortion.

(viii) Equivalent input noise.

(ix) Battery current drain.

(x) Induction coil sensitivity (te>.phone coil aids only).

(xi) Input-output curve (ACG aids only).

(xii) Attack and release times |[ACG aids only).

(5) Statement if hearing cid is used or rebuilt. If a
hearing aid has been used or rebuilt, this fact shall be
declared on the container in which the hearing aid is
packaged and on a tag that is physically attached lo such
hearing aid. Such Tact may also be staled in the User
Instructional Brochure.

(6) .Statements in User Instructional Brochure other
than those required. A User Instructional Brochure may
contain statements or illustrations in addition to those
required by paragr. oh (c) of this section if th' additional
statements:

(i) Are not false or misleading in any particular, e.g.,
diminishing the impatl of the required statements; and

(ii) Are not prohibited by this chapter or by regulations
of the Federal Trade Commission.

(d) Submission of all labeling for each type of hearing
aid. Any manufacturer of a hearing aid described in
paragraph (a) of this serlion shall submit to the Food and
Drug Administration, Bureau of Medical Devices and

h707 Georgia Ave- Silver Spring, MI) 20910. a copy of the
riser InKtriirtional Brochure devrilied in paragraph (r) of
:fiis section noil all -*»—w*-i—[jnil f-r -nrfi tjrpan' hearing
aid on or bt'.nrrAj*(ir<T~Vt, 1977.

".-NIL.-liil Udlrinjt »nl dn-ioi; conditions lor sal*-.

lal MCfiliral evaluation requirements — |II) General.
K*«yfl as provided in j[wmgr»ph In) (2) of this aeelk'ii, a
lo-.Viog aid dispenser shall not sell a hearing aid unless the
py.Kpective user has presented lo the hearing aid
ilApcnscr a written statement signed by a licensed
tjiysician that stales thal the patient’s hearing loss has
iili-n  medically cvaltialrd and the patient may be
co\odered a candidate for a hearing aid. The mi-i
cvalbmhin must have taken place within the
months.

(2) Waiver TcTtln. innlual woluollifll iiguLemenU. If
the prospective hearing aid user is 18years of age or older,
the hearing aid dispenser may afford the prospective user
an opportunity to waive the medical evaluation
rcqt -mcnL of paragraph (a) (1) of this section provided
that the hearing aid dispenser:

(i) Informs the prospective user that the exercise of the
waiver is not in the user’s best health interest;

(ii) Does notin any way actively encourage the prospec-
tive user to waive such a medical evaluation; and

(iii) Affords the prospective user the oporlunity to uign
the following statement:

| have been advised |
(Hearing aid dispenser's name)

that the Food ard Drug Administration has
determined that my best health interest would
be served if 1 had a medical evaluation by a
licensed physician (preferably by a physician who
specializes in diseases of the car) before purchas-
ing a hearing aid. | do not wish a medical evalua-
tion before purchasing a hearing aid.

(b) Opportunity to review User Instructional Brochure.
Before signing any statement under paragraph (a) (2) (iii)
of this section and before the sale of a | aring aid to a
prospective user, the hearing aid dispenser shall:

(1) Provide the prospective user a copy of the User
Instructional Brochure for a hearing aid that has been, or
may or selected for the prospective user.

|2, Review the content of the User Instructional
Brochure with the prospective user orally, or in the
predominate method of communication used during the
sale;

(3) Afford the protective user an opportunity to read
the User Instructional Brochure. *ox

(c) Availability f User Instructional Brochure — (1)
Upon request by an individual who is considering purchase
of a hearing aid, a dispenser shall, with respect to. any
hearing aid that he dispenses, provide a copy of the User
Instructional Brochure for the hearing aid or the name and
address of the manufacturer or distributor from whom a
User Instructional Brochure for the hearing aid may be
obtained.

(2) In addition to assuring thal a User Instructional
Brochure accompanies each hearing aid, a manufacturer or
distributor shall with respect to any hearing aid that he
manufactures or distributes:

(i) Provide sufficient copies or the User Instructional
Brochure to sellers for distribution to users and
prospective users;

(ii) Provide acopy of the User Instructional Brochure to
any hearing aid professional, user, or prospective user who
requests a copy in writing.

(d) Recordkeeping. The dispenser shall retain for 3
years after the dispensing of a bearing aid a copy of any
written statement from a physician required under
paragraph (a) (1) of this section or any wrillen'sUtement
waiving mrdiral evaluation required under paragraph (a)
(2) (iii) of this section.

(c) Exemption for group auditory trainers. Group
auditory trainers, defined as a group amplification system
purchased by a qualified school or institution for the
purpose of communicating with anil educating individuals
with  hearing impairments, arc exempt frum the
requirements of this section.



March 13, 1986

Pat Malone

c/o Representative Navarre
State Legislature

Juneau, AK 99811

Dear Pat,

Attached are the items 1 promised you regarding CS HB430. 1T you
have any questions, give me a call.

Sincerely,

David R. Canterbury
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Recommended Changes in CS HB430

Page 08, Line 18. Delete "for the audiologist who works for the audiologist".

Page 15, Line 23. Raise $5,000.00 bond to $10,000.00. Justification: Hearing aids
often cost consumers $900.00 to $1,200.00 each.A higher bond
coverage would insure that more than a few consumers might be
covered.

Page 17, Line 7. Delete "who is not a physician or audiologist"”.
Line 9. Delete "or".
Line 10. Delete "an audiologist” and " or the audiologist".
Line 13.Delete "or the audiologist".

Line 25.Delete "is nota physician or an audiologist”.

Page 18, Line 8. Delete "or the audiologist".
/4

Line 9. Insert "waiver" before Istatement.

Page 22, Line 29. Insert "or provide written mailing instructions (by certified
mail)" after....... from the consumer.

Page 23, Lines 10 to 14. Change wording to:

Sec. 08.55.120. Testing of Hearing

(@ A hearing aid dealer may take threshold measurements to
determine the need for hearing aid use, but may not perform
other diagnostic procedures to determine the cause of a
hearing impairment, the site of lesion or charge a fee for
any hearing measurement.

Line 17. Insert "in no smaller than 12 point print".

Page 29, Lines 16 and 17. Delete "hearing aid dealers licensed under AS 08.55".



Mike:

Most of the amendments required for HB 430 in HESS are actually
minor.

On page 17 & 18, the amendments delete audiologists from the
prior evaluation language, making it a medical evaluation, not a
hearing evaluation. This brings the bill in line with current
Federal Food & Drug Administration regulations, according to Dr.
Dave Canterbury. He"s sending the material, 1 just haven®"t seen
it yet. It actually limits the audiologists a little.

Page 22, the language is made a little more liberal, allowing
the hearing sV 1ealer to provide mailing instructions to a
dissatisfied ~ nsumer, rather than having to chase around and
pgck up the hearing aids. This makes life a little easier for
them.

Page 23: the language defining what type of hearing testing a
hearing aid dealer may perform is cleaned up.

( noT iflCLodtd)
One change suggested by Canterbury i1s to require a minimum 8
point (roughly typewriter print) letter size for the statement
on page 23. The reasoning here i1s to keep the fine print from
being so small that a consumer (especially an elderly one) can"t
read 1t. The only problem 1 can see with that is you might be
forcing a dealer into buying a 1/2 page Yellow Page ad.



CS FOR HB 430 (LABOR & COMMERCE)
SECTIONAL ANALYSIS

Sﬁctgg?ll states the legislative findings and purpose of
the DIll.

Section 2 adds audiologists, audiologist aides and hearing
aid dealers to the centralized licensing chapter.

Section 3 adds audiologists, audiologist aides and hearing
aid dealers to those others provided with services by the
department, without requiring a board or commission.
Section 4 adds audiologists, audic®™ ?ist aides and hearing
aid dealers to those subject to investigation and
enforcement procedures required by the department.

Section 5 redefines "license" and "occupation” to include
trades or professions listed in the amended centralized
licensing chapter that are not covered by a board or
commission.

Section 6 adds audiologists to the professional designation
requirements.

Section 7 adds the following sections t« the chapter:

08.11.010 rovides for qualifications for
licensing of professional audiologists.

) ) 08.11.020 ) provides for qualifications for
licensing of audiologist aides.

] 08.11.030 addresses temporary license to
practice audiology.

08.11.040 provides for duration of licenses.
08.11.050 provides for renewal of licenses.

08.11.060 provides for display of current

license.
) 08.11.070 empowers the department to set fees
for licensing.
) ~08.11.080 requires malpractice insurance for
audiologists.

) . 08.11.085 allows audiologists to fit and sell
hearing aids.



08.11.090 and 08.11.100 define grounds for
digciplinary actions against audiologists and audiologist
aides.

08.11.110 lists disciplinary sanctions.

08.11.120 lists prohibited acts.

-08.11.130 makes violations of prohibited acts a
class B misdemeanor (actual penalties defined elsewhere).

08.11.140 provides for exemptions under this
chapter; prevents those individuals who may be exempt, but
who are not audiologists, from holding forth as an
audiologist.

08.11.150 states the Administrative Procedure
Act applies to regulations under this chapter.

08.11.200 1i1s the definition section for this
chapter.

Section 8 ak" a new chapter to AS 08, addressing hearing
aid dealers, 1he following sections are within this

chapter:

_ 08.55.010 provides for qualifications for
license.

_ 08.55.030 provides for duration and renewal of
license.

08.55.040 empowers the department to set fees.

08.55.050 requires a hearing aid dealer, when
entering a contract with a consumer for the purchase or
lease of a hearing aid, to provide the consumer with an
instructional brochure; registration number, specifica—
tions, make, model and serial number of the hearing aid; a
clear statement of the full terms of the contract; written
information on the consumer®s right to file a complaint,
including the address of the department;

also requires that any used or reconditioned hearina aid be
clearly labeled as such, and what guarantee may be offered.

08.55.060 requires a medical evaluation prior to
the sale or lease of a hearing aid; allows the consumer, if
18 years of age or older, to waive the medical evaluation
by signing a statement; requires the hearing aid dealer to
retain statement or medical evaluation for four years after
sale date of hearing aid.

08.55.070 provides method of mailing hearing
aids to consumer.



08.55.080 provides the consumer may file a
complaint with the department within three years of
purchase date; requires dealer to post notice of consumer®s
right to file complaint.

) . 08.55.090 requires liability insurance for
hearing aid dealers; empowers department to set iInsurance
requirements.

08.55.100 requires hearing aid dealers keep
audiometers calibrated to national standards.

08.55.110 provides dealer will inform consumer
of consumer®™s right to cancel purchase or lease of hearing
aid; lists valid reasons for cancellation; provides
facsimile of "notice of right to cancel™ form hearing aid
dealer must provide, form provides for terms of
cancellation; provides for refund of purchase price less
reasonable costs incurred by dealer; return of goods
traded as part of sale or lease, return of negotiable
instruments signed by the purchaser as part of sale or
lease, cancellation of security interest taken by dealer
as part of sale or l=ase; requires a dealer to collect a
hearing aid from the consumer within 20 days of receipt of
the cancellation or else consumer can retaln possession;
requires consumer make hearing aid available for dealer to
collect, or else cancellation is void; provides notice of
cancellation requirements.

08.55.120 restricts tyfe of hearing testing
allowed by hearing aid dealers; requires all dealers to

Sﬁecify, in their advertising, what type of hearing testing

they are allowed to perform.

) 08.55.130 lists grounds for disciplinary
sanctions.

08.55.140 lists disciplinary sanctions the
department may impose.

08.55.150 lists prohibited acts.

08.55.160 makes violation of prohibited acts a
class B misdemeanor.

08.55.170 requires a hearing aid dealer to
notify the department of the address of their regular place
of business.

~ 08 55 1uj states the Administrative Procedure
act applies to this chapter.

08.55,200 1is the definition section for this
chapter.



Section 9 adds audiologists and audiologist aides to the
definition of "health care provider™ under AS 09.55.560.

Section 10 adds audiologists and audiologist aides to the
definition of "health care provider™ under AS 21.88.900.

Section 11 adds audiologists and audiologist aides to AS
44.62.330(a), application of procedure by boards,
commissions & officers.

Section 12 adds failure to comply with AS. 08.55 to AS
45.50.471(b), the unlawful acts and practices section of
Trade & Commerce.

Section 13 adds "dealing in hearing ait"s" and "hearing aid"
to the AS 45.50.561, the definitions se rtion of Trade and
Commerce.

Section 14 adds "audiologists and audiologist aides" and
"hearinﬁ aid dealers" to AS 47.17.090(9) as "practitioners
of the healing arts".
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Original sponsors:

IN THE HOUSE

Bannis ter
2/10/36 ,

Mavarre, Gruenberg,
Hurley and Thompson

BY THE LABOR AND
COMMERCE COMMITTEE

CS FOR HOUSE BILL NO. 430 (L&C)

IN THE LEGISLATURE OF THE STATE OF ALASKA

FOURTEENTH LEGISLATURE - SECOND SESSION

A BILL
For an Act entitled: "An Act regulating audiologists, hearing aid dealers
and the dispensing oj. hearing aids."”
BE IT ENACTED BY THE LEGISLATURE OF THE STATE OF ALASKA:

* Section 1. LEGISLATIVE FINDINGS, PURPOSE. (@ The legislature finds

that the practice

of audiology and the dispensing of hearing aids affects

the health, safety and welfare of the public and requires regulation and

control by the state in the public interest.

(b) The purpose of this Act is to establish the procedures necessary

to ensure that the public is protected from the incompetent, unprofession—

al, improper, and

unauthorized practice of audiology and dispensing of

hearing aids, and to assure the availability of the highest possible quali™-

ty audiology and hearing aid services for the hearing impaired persons of

the state.

* Sec. 2. AS 08.01.010 1is amended by adding new paragraphs to read:

(24)
AS 08.11;

(25)

regulation of audiologists and audiologist aides under

regulation of hearing aid dealers under AS 08.55.

* Sec. 3. AS 08.01.050(a) 1is amended to read:

(@ The

and budgetary
@

€]

®

Q)

department shall provide the following administrative
services when appropriate:
collect fees and 1issue receipts;
maintain records and files;
Issue and receive application form";;
notify applicants of acceptance or rejection of

-1- CSHB 430 (L&C)
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Original sponsors:

IN THE HOUSE

Navarre

, Gruenberg,
Hurley and Thompson

CS FOR HOUSE BILL NO.

Bannister
2/10/86

BY THE LABOR AND
COMMERCE COMMITTEE

430 (L&C)

IN THE LEGISLATURE OF THE STATE OF ALASKA

For an Act entitled:

FOURTEENTH LEGISLATURE

and the dispensing

A BILL

"An Act regulating

- SECOND SESSION

audiologists, hearing aid deale

of hearing aids."”

BE IT ENACTED BY THE LEGISIATURE OF THE STATE OF ALASKA:

* Section 1. LEGISLATIVE FINDINGS,

PURPOSE. (@) The legislature fin

rs

ds

that the practice of audiology and the dispensing of hearing aids affects

the health, safety and welfare of the public and r" , ires regulation and

control by the state

(b) The purpose of this Act

to ensure that the

in the public

interest.

Is to establish the procedures necessary

public is protected fromthe incompetent, unprofession—

al,improper, and unauthorized practice of

audiology and dispensing

of

hearing aids, and to assure the availability of the highest possible quali—

ty audiology and hearing aid services for the hearing 1impaired persons

the state.

* Sec. 2. AS 08.01.010

(24)
AS 08.11;
(25)

* Sec. 3. AS 08.01.050(a)

(@) The department shall

and budgetary
@
¢)
®d)
©)

Is amended by adding new paragraphs to read:

of

regulation of audiologists and audiologist aides under

regulation of hearing aid dealers under AS 08.55.

services when appropriate:

collect

provide

is amended to read:

the following administrative

fees and issue receipts;

maintain records and files;

Issue and receive application forms;

notify

applicants

-1-

of

acceptance or rejection

CSHB 430 (L&C)
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applicants as determined by the board or as determined by the depart—
ment under AS 08.11 for audiologists and audiologist aides or under
AS 08.55 for hearing aid dealers;

(5) designate dates examinations are to be held and notify
applicants;

(6) publish notice of examination;

(7) arrange space for holding examinations;

(8) notify applicants of resuits of examinations;

(©)) issue licenses and certificates or temporary licenses
or certificates as authorized by the board or as authorized by the
department under AS 08.11 for audiologists and audiologist aides or
under AS 08.55 for hearing aid dealers;

(10) 1ssue duplicate licenses or certificates upon proof by
the licensee of loss of the original and payment by the licensee of a
fee of $2 except as otherwise provided in this title;

(11) notify licensees of renewal dates at least 30 days
before the expiration date of their licenses;

(12) compile and maintain current a register of licenses;

(13) answer routine 1inquiries;

(1A) maintain files relating to individual licensees;

(15) arrange for printing and advertising;

(16) purchase supplies;

(17) employ secretarial help when needed;

(18) perform other services that [WHICH] may be requested by
the board;

(19) provide 1investigative services to the Dboards estab—
lished under AS 08.04, AS 08 20, AS 08.36, AS 08.64, AS 08.68, AS 08.-
70, AS 08.71, AS 08.72, AS 08.80, AS 08.84, and AS 08.86, for the
purpose of assisting those boards in ip-."..ers of professional

CSHB 430 (L&C) -2-



discipline and in responding to consumer complaints.
Sec. 4. AS 08.01.087 1s amended to read:

Sec. 08.01.087. POWERS AND DUTIES OF DEPARTMENT. (€)) The
department may, upon 1ts own motion, conduct 1investigations to deter—
mine whether a [ANY] person has violated a provision of this chapter
or a regulation adopted under itx or a provision of [A CHAPTER IN]
this title or regulation adopted under this title dealing with an
occupation or board [ONE OF THE BOARDS] Ilisted in AS 08.01.010 [OR A
REGULATION ADOPTED BY ONE OF THOSE BOARDS], or to secure information
useful 1n the administration of this chapter.

(b) IT 1t appears to the commissioner that a person has engac
In or 1is about to engage in an act or practice 1in violation of a
provision of this chapter or a regulation adopted under 1it, or a
provision of this title or regulation adopted under this title dealing
with an occupation or board [OR ANY OF THE LAWS PERTAINING TO OR
REGULATIONS ADOPTED BY THE BOARDS] Ilisted in AS 08.01.010, the commis- |
sioner may, if the commissioner considers it ir the public interest,
and after notification of a proposed order or action by telephone or
telegraph to al] board members, if a board regulates the act or prac—
tice involved, [BY TELEPHONE OR TELEGRAPH OF A PROPOSED ORDER OR
ACTION] unless a majority of the members of the board object within 10
days,

(@)) issue an order directing the person to stop the
practice; however, reasonable notice of and an opportunity for a
hearing must Tfirst be given to the person, except that the commis—
sioner may 1issue a temporary order before a hearing 1is held; a tempo—
rary order remains in effect until a final order affirming, modifying,
or reversing the temporary order 1is issued or until 15 days after the
person receives the notice and has not requested a hearing by that
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time; a temporary order becomes final if the person to whom the notice
iIs addressed does not request a hearing within 15 days after receiving
the notice; the commissioner or the commissioner®s designee shall be
the hearing officer atthe hearing and shall 1ssue a final order
within 10 days after thehearing;

(2) Dbring anaction in the superior court to enjoin the
acts orpractices and to enforce compliance with this chapter, a
regulation adopted under it, [OR] an order 1issued under 1it, or with a
provision of this title or regulation adopted under this title dealing
with an occupation or board [OR ANY OF THE LAWS PERTAINING TO OR
REGULATIONS ADOPTED BY THE BOARDS] Ilisted in AS 08.01.010;

(3) examine or have examined the books and records of a
[ANY] person whose business activities require Jlicensure by a board
listed in AS 08.01.010, or whose occupation is listed in AS 08.01.010;
the commissioner [AND HE] may require the [THAT] person to pay the
reasonable costs of the examination; and

A issue subpoenas for the attendance of witnes:
the production of books, records and other documents.

* Sec. 5. AS 08.01.110 is amended to read:
Sec. 08.01.110. DEFINITIONS. In this chapter

(1) "board"™ includes the boards and commissions listed 1iIn
AS 08.01.010;

(@) "department” means the Department of Commerce and
Economic Development;

(3 "commissioner"” means the commissioner of commerce and
economic development;

(4) "license”™ means a [ANY] license, certificate, pernmit,
or registration or similar evidence of authority issued for an occupa—
tion or board [BY ONE OF THE BOARDS] Ilisted in AS 08.01.010;

CSHB 430(L&C) —-4-



(5) "licensee” means a [ANY] person who holds a license;

(6) "occupation™ means a trade or profession [ANY OF THE
TRADES OR PROFESSIONS FOR WHICH LICENSURE IS REQUIRED BY ONE OF THE
BOARDS] listed in AS 08.01.010.
Sec. 6. AS 08.02.010(a) 1s amended to read:

(€)) An audiologist licensed under AS 08.11, a [A] person
censed iIn the state as a chiropractor under AS 08.20, a dentist under
AS 08.36, a medical practitioner or osteopath under AS 08.64, a regis—
tered nurse under AS 08.68, an optometrist under AS 08.72. a regis—
tered pharmacist under AS 08.80, a registered physical therapist under
AS 08.84, or a psychologist under AS 08.86, shall use as professional
identification appropriate letters or a title after that person®s name
which represents that person®s specific 1ield of practice. The letters
or title shall appear on all signs, stationery or other advertising in
which the person offers or displays personal professional services to
the public. In addition, a person engaged in the practice of medicine
or osteopathy under AS 08.64.380(2), or a person engaged in any manner
in the healing arts who diagnoses, treats, tests, or counsels other
persons in relation to human health or disease and uses the letters
"M.D." or the title "doctor™ or "physician™ or another [ANY OTHER]
title that [WHICH] tends to show that the person is willing or qual-—
ified to diagnose, treat, test, or counsel another person, shall
clarify the letters or title by adding the appropriate specialist
designation, 1f any, such as "de.rmatologist"™, "radiologist"™, "audio—
logist”, "naturopath”™, or the like.

Sec. 7. AS 08 1is amended by adding a new chapter to read:
CHAPTER 11. AUDIOLOGISTS AND AUDIOLOGIST AIDES.

Sec. 08.11.010. QUALIFICATIONS FOR LICENSE. () The department

shall issue a license to practice audiology to an individual who
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(1) is 18 years of age or older;

(2) applies on a form provided by the department;

(3) pays the fee required under AS 08.11.070;

(4) furnishes evidence satisfactory to the department that
the person

(A) has not engaged in conduct that 1is a ground for
imposing disciplinary sanctions under AS 08.11.090;

(B) holds a master®s degree, doctorate, or the equiva—
lent, 1in audiology from an accredited educational 1institution
approved by the department; and either has

(1) a Certificate of Clinical Compete
Audiology from the American Speech and Hearing Association
or the equivalent of the certificate; or
(in) practiced audiology for two years
January 1, 1986, or is in the process of completing the year
of supervised clinical experience required for the Certifi—
cate of Clinical Competence of the American Speech and
Hearing Association;
(5) has good moral character; and
(6) files with the department an 1irrevocable consent to
service of process authorizing the department to receive service for
the applicant of a notice, process, or pleading in an action or pro-
ceding against the applicant based on the practice of audiology by the
applicant 1in the state; service on the department confers personal
jurisdiction over the applicant in a court of competent jurisdiction
for an action based on the practice of audiology by the applicant in
the state.
Sec. 08.11.020. AUDIOLOGIST AIDES. (@) The department shall
issue an audiologist aide license to an individual who
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(1) 1s 18 years of age or older;

(2) has a high school diploma or the equivalent;

(3) applies on a form provided by the department;

(4) meets other minimum qualifications established by the
department.

(b) An audiologist aide may practice audiology only if the
audiologist aide works under the direct supervision of an audiologist.

(c) The practice of audiology by an audiologist aide 1is the
direct responsibility of the audiologist supervising the audiologist
aide.

Sec. 08.11.030. TEMPORARY LICENSE TO PRACTICE AUDIOLOGY AS AN
AUDIOLOGIST. (a) Pending disposition of the application the depart—
ment shall issue a temporary license for the practice of audiology as
an audiologist to an individual who 1s licensed to practice audiology
in another state and has submitted to the department an application
for a license under AS 08.11.010.

(b) The department may 1issue a temporary license to the follc
ing:

(1) an individual from another state for the practice of
audiology as an audiologist in this state

(A) for five days or less in a calendar year; and
(B) in cooperation with an audiologist licensed under
this chapter;

(2) a nonresident for the practiceof audiology as an
audiologist in the state for30 days or less in a calendar year, if
the 1individual 1s licensed to practice audiology 1in another state,
territory of the United States, foreign country, or province that has
requirements for a license to practice audiology that are substan—
tially equivalent to or higher than the requirements of AS 08.11.010,
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(€)) a nonresident for the practice of audiology as an
audiologist in the state for30 days or less in a calendar year, if
the individual meets the qualifications and requirements for a license
under AS 08.11.010, and resides in a state or territory of the United
States or a foreign country or province that does not license indi—
viduals to practice audiology.

(c) The department may impose limitations that it Determines
appropriate on a temporary license 1issued under this section.

Sec. 08.11.040. DURATION OF LICENSE. A Jlicense issued under
this chapter 1i1s valid until January 30 of the year following its
issuance, and is subject to renewal.

Sec. 08.11.050. RENEWAL OF LICENSES, (@) The department shall
renew the license of an individual licensed under this chapter 1f the
individual submits to the department on or before January 30 of each
year an application for renewal and pays the renewal fee.

(b) If an individual fails to renew a license under (a) of this
section, the license lapses.

(c) The department may reinstate a lapsed license 1if the license
has lapsed for less than two years and i1f the individual submits to
the department an application for renewal and pays a delinquency fee
in addition to the renewal fee.

(d A suspended license 1iIs subject to expiration and must be
renewed as provided 1in this section, but the renewal does not entitle
the individual while the license remains suspended to practice audiol —
ogy or to engage iIn other activity or conduct that violates the order
or judgment that suspended the license.

Sec. 08.11.060. DISPLAY OF LICENSE, (& An individual licensed
to practice audiology as an audiologist or audiologist aide 1iIn the
state shall display the license in a prominent place at each place of
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business of the individual.

(b) If an audiologist has more than one place of business,
department shall, on request and payment of a fee, 1issue a duplicate
license for each place of business of the individual.

Sec. 08.11.070. FEES. The department shall set fees under
AS 08.01.065 for each of the following:

(1) applicatic \

(2 credential review;

(3 axidiologist license;

(4) audiologist aide license;
(5) temporary license;

(6) renewal of license;

(7) delinquency;

(8 reinstatement;

(© duplicate license.

Sec. J8. 11.080. MALPRACTICE INSURANCE. An audiologist shall
maintain insurance against liability for negligence in the practice of
audiology for the audiologist and for each audiologist aide who works
for the audiologist.

Sec. 08.11.085. DEALING IN HEARING AIDS. An audiologist may
deal in hearing aids as a hearing aid dealer without being licensed as
a hearing aid dealer under AS 08.55, but shall comply with AS 08.55.-
050 - 08.55.070, 08.55.100 - 08.55.110, and 08.55.130(7) - (13) when
dealing in hearing aids.

Sec. 08.11.090. GROUNDS FOR IMPOSITION OF DISCIPLINARY SANCTIONS
ON AN AUDIOLOGIST. After a hearing, the department may 1impose a
disciplinary sanction on an audiologist when the department finds that
the licensee

(1) secured a license through deceit, fraud, or intentional
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misrepresentation;

(2) engaged in deceit, fraud, or intentional misrepresenta—
tion in the course of practicing audiology;

(3) advertised professional services in a false or mislead—
Ing manner;

(49) has been convicted of a felony or other crime that
affects the person®s ability to continue to practice competently and
safely;

(5) continued to practice audiology after becoming unfit
due to

(A) professional incompetence;

(B) addiction to or severe dependency on alcohol or
another drug that impairs the person®s ability to practice
safely;

(©) physical or mental disability;

(6) permitted another person to use the licensee®s license;

(7) employed a person who does not have a valid current
license to practice audiology or a valid audiology aide license to
perform work covered by this chapter;

(8 failed to supervise an audiologist aide who worked for
the audiologist;

(9) failed to comply with a provision of this chapter or a
regulation adopted under this chapter, or an order of the department.

Sec. 08.11.100. GROUNDS FOR IMPOSITION OF DISCIPLINARY SANCTIONS
ON AN AUDIOLOGIST AIDE. After a hearing, the department may iImpose a
disciplinary sanction on an audiologist aide under this chapter when
the department finds that the 1licensee committed an act listed 1in
AS 08.11.090(1), (2), (4 - (6), or (9).

Sec. 08.11.110. DISCIPLINARY SANCTIONS. (@) When 1t finds that
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an audiologist has committed an act Jlisted in AS 08.11.090 or an
audiologist aide has committed an act Jlisted in AS08.11.100, the
department may impose the Tfollowing sanctions singlyor in combina—
tion:

(1) permanently revoke a license to practice;

(2) suspend a license for a determinate period of time;

(3) censure a licensee;

(4) i1ssue a letter of reprimand;

(5) place a licensee on probationary status and require the
licensee to

A report regularly to the department on matters
involving the basis of probation;

(B) limit practice to those areas prescribed;

(C) continue professional education until a satisfac—
tory degree of skill has been attained j.n those areas determined
by the department to need improvement;

(6) impose limitations or conditions on the practice of a
licensee.

(b) The department may withdraw a limitation, condition, or
probationary status 1f i1t finds that the deficiency taat required the
sanction has been remedied.

(c) The department may summarily suspend a license before final
hearing or during the appeals process if the department finds that the
licensee poses a clear and immediate danger to the public welfare and
safety if the [licensee continues to practice. An individual whose
license is suspended under this subsection is entitled to a hearing by
the department no later than seven days after the effective date of
the order. The individual may appeal the suspension after the hearing
to the superior court.
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(d) The department may reinstate a license that has been sus—
pended or revoked i1f the department finds after a hearing that the
individual 1is able to practice with reasonable skill and safety.

(e) One year after revocation of a license issued under this
chapter, the individual whose license was revoked may reapply for the
license. The department may require an examination for reinstatement.

Sec. 08.11.120. PROHIBITED ACTS. (@) Unless a person 1is an
audiologist under this chapter, “he individual may not

(1) practice audiology unless the person is an audiologist
aide practicing under the direct supervision of an audiologist;

(2) use a title indicating or representing that the person
practices as an audiologist;

(3) advertise that the person practices audiology.

(b Unless a person is licensed as an audiologist aide un

this chapter, the person may not

(1) practice audiology;

(2) use a title indicating or representing that the person
practices or is licensed to practice audiology as an audiology aide.

Sec. 08.11.130. PENALTY. A person who violates AS 08.11.120 1s
guilty of a class B misdemeanor.

Sec. 08..11.140. EXEMPTIONS. (d) This chapter does not apply to
an individual who practices audiology consistent with the accepted
standards and code of ethics of the individual®s profession and as
part of the individual®"s duties as

(1) a physician licensed under AS 98.64;
(2) an employee of the federal government who 1is required
to practice audiology during the employment, if
(A) the employer maintains appropriate supervision of
the individual®s practice of audiology;
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(B) the individual practices audiology as part of the
duties for which the individual is employed;

(C) the individual practices audiology in the facility
where the individual 1s employed or under the supervision of ™lle
federal governmental unit where the individual 1s employed; and

(D) the individual does not render or offer to render
audiology services to the public for compensation in addition to
the salary the individual receives from the federal governmental
unit;

B a student, 1intern, or vresident pursuing acourse of
study in audiology at an accredited college or a clinical training
facility approved by the department, 1f the activities of the student,
intern, or resident constitute part of a supervised course of study
and the student, intern, or resident 1iIs designated as an ™"audiology
intern,” "audiology trainee,” or other title approved by the depart—
mentthat clearly indicates that the person is training to be an
audiologist or an audiologist aide.

(b) Notwithstanding the provisions of this chapter,

(@D) a nurse licensed under AS n3.68 may perform hearing
sensitivity evaluations;

(2) an individual licensed as a hearing aid dealer under
AS 08.55 may deal 1n hearing aids;

) an individual holding a class A certificate issued by
the Conference ofExecutives of American Schools of the Deaf may teach
the hearing impaired;

(49 an individual may engage in the testing of hearing as
part of a hearing conservation program that complies with the regu—
lations of the Occupational Sa”ty and Health Administration of the
federal government i1f the individut 1is certified to do the testing by
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a state or federal agency acceptable to the Occupational Safety and
Health Administration.

(©) Anindividual who 1s not an audiologist,but who is exempt
under this section mayn™t use a title or description stating or
implying thatthe person is an audiologist.

(d) Anindividual who 1s not an audiologis: aide, but who 1is
exempt under this section may not use a title oi description stating
or implying that the person is an audiologist aide.

(e) An individual exempt under (a)(2) of this section may con—
sult with and disseminate research findings and scientific information
to accredited academic institutions or governmental agencies, and
offer lectures to the public for a fee, monetary or otherwise, without
being licensed under this chapter.

() An individual who is not licensed under this chapter but who
teaches the practice of audiology in an audiologist training program
at a college or university may use the title "audiologist™ but may not
practice audiology or supervise an audiologist aide.

Sec. 08.11.150. PROCEDURES. The Administrative Procedure Act
(AS 44.62) applies to regulations and proceedings under this chapter.

Sec. 08.11.200. DEFINITIONS. In this chapter, unless the con—
text indicates otherwise,

(1) T"audiologist™ means an individual who us licensed under
AS 08.11.010 to practice audiology in the state;

(2) Taudiologist aide™ means an individual who 1is licensed
under AS 08.11.020 to practice audiology in the state undei the direct

supervision of an audiologist;

(3 "dealing in hearing aids” has the meaning given 1in
AS 08.55.200;
(4) "department"means the Department of Commerce and
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Economic Development;

(5) "hearing aid" has the meaning given in AS OB % . 200;

(6) "practice of audiology”™ means the application of prin—
ciples, methods, and procedures of measurement, testing, appraisal,
prediction, consultation, habilitation, rehabilitation, counseling and
instruction related to hearing and hearing impairment for the purpose
of modifying communicative disorders 1involving speech, language,
auditory function, 1including auditory training, speech reading and the
recommendation, evaluation, fitting, and sale of hearing aids, includ—
ing the fitting of ear molds.

* Sec. 8. AS 08 1is amended by adding a new chapter to read:
CHAPTER 55. HEARING AID DEALERS.

Sec. 08.55.010. QUALIFICATIONS FOR LICENSE. (d) The department
shall 1issue a license to act as a hearing aid dealer to an individual
who

(1) is 18 years Pf age or older;

(2) applies on a form provided by the department;

(3 has a high school diploma or the equivalent;

(A) has good moral character;

(5) has a business license issued under AS A3.70.020;

(6) furnishes evidence satisfactory tothe department that
the individual has not engaged in conduct that 1isf ground for Impos—
ing disciplinary sanctions under AS 08.55.130;

@) submits with the application a statement disclosing
whether the applicant

A has, during the five-year period imm
preceding the date of the application been convicted of a felony,

or had a final judgment entered against the applicant in a civil

action, it the felony or civil action involved fraud,
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embezzlement, or misappropriation of property;

(B) 1s subject to an injunctive order that is current—
ly in effect from a pending proceeding or action brought by a
public agency;

© Is a defendant 1i1n a pending criminal or civil
action relating to fraud, embezzlement, misappropriation of
property, or the antitrust or trade regulation laws of the United
States or a state;

(D) has, during the five-year period immediately
preceding the date of the application, been reorganized, had a
debt adjustment, or has been adjudicated a bankrupt under bank—
ruptcy proceedings due to insolvency or was a principal executive
officer or general partner of a business that has been reor—
ganized, had a debt adjustment, or has been adjudicated a bank—
rupt dua to insolvency during the five-year period;

(8) furnishes a description of each item in (7) of this
subsection that the applicant disclosed as being applicable to the
applicant;

(9) furnishes an irrevocable consent to service of process
authorizing the department to be served a notice, process, or pleading
In an action or proceeding against the applicant arising out of a
violation of this chapter; service on the department confers personal
jurisdiction over the applicant in a court of competent jurisdiction.

(b) A person who 1s licensed as an audiologist under AS 08.11
may deal in hearing aids without being licensed under this chapter,
but shall comply with AS 08.55.050 - 08.55.070, 08.55.100 - 08.55.110,
and 08.55.130(7) - (13) when dealing in hearing aids.

(c) If an individual licensed under this chapter has more than
one place of business, the department shall, on request and payment of
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a fee, 1issue a duplicate license for each place of business of the
individual.

Sec. 08.55.030. DURATION AND RENEWAL OF LICENSE. (@ A license
to act as a hearing aid dealer 1is valid for one year and i1s subject to
renewal .

(b) On or before the expiration of one year after the 1issuance
of a license under this chapter, a licensee may apply for renewal of
the license, and the department shall renew the license if the Ii1i—
censee pays the renewal fee and provides evidence satisfactory to the
department that the 1individual has not engaged in conduct that 1is a
ground for imposing disciplinary sanctions under AS 08.55.130.

(©) IT a licensee fails to renew a license under (b) of this
section, the license lapses.

(d) The department may reinstate a lapsed license under (b) of
this section i1f the license has not lapsed for more than two years and
if the person pays a delinquency fee in addition to the renewal fee.

Sec. 08.55.040. FEES. The department shall set fees under
AS 08.01.065 for each of the following:

(1) application;

(2) hearing aid dealer license;
(3) renewal of license;

(4) renewal delinquency;

(5) duplicate license.

Sec. 08.55.050. ITEMS TO BE PROVIDED BY HEARING AID DEALER. (@
A hearing aid dealer shall give the following items to a consumer at
the time the consumer contracts with the hearing aid dealer to buy or
lease a hearing aid:

(@H) an instructional brochure that contains
instructions, purchase privileges, and performance data for the
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hearing aid;

(2) a statement of the registration number, manufacturer®s
specifications, make, model, and serial number for the hearing aid;

(3) a clear statement of the full terms of the contract;
and

(4) a written statement 1indicating that the consumer may
file a written complaint about a hearing aid or a hearing aid dealer
with the department and giving the mailing address and location ad-—
dress of the department.

(b Before the sale of a used hearing aid, the hearing aid
dealer shall clearly mark the receipt and the container for the hear—
ing aid as "used" or "reconditioned," whichever 1is applicable, and
with the terms of a guarantee that the dealer provides.

Sec. 08.55.060. MEDICAL EVALUATION. (@ A hearing aid dealer
may not sell or lease a hearing aid unless the prospective user of the
hearing aid presents to the hearing aid dealer a written statement
signed by a physician licensed under AS 08.64 stating that the physi—
cian has medically evaluated the prospective user®"s hearing loss and
that the prospective user is a candidate for a hearing aid.

(b) The medical exam on which the physician bases the statement
required 1in (a) of this section must have occurred within the six
months immediately preceding the date when the prospective user pre—
sents the statement to the hearing aid dispenser.

(©) IfT the prospective user 1is 18 years of age or older, the
hearing aid dealer may afford the prospective user an opportunity to
waive the medical evaluation in writing if the hearing aid dealer

(1) informs the prospective user that the exercise of the
waiver is not in the best interest of the prospective user®s health;

(@) does not actively encourage the prospective user to
CSHB 430(L&C) -18-



waive the medical evaluation; and
(©)) affords the prospective user the opportunity

the following statement:

I have been advised by (HEARING AID DEALER®S

NAME) that the State of Alaska has determined

that my best interest would be served 1if |

had a medical evaluation by a licensed physi—

cian (preferably a physician who specializes

in diseases of the ear) before purchasing or

leasing a hearing aid.

(PROSPECTIVE USER"S SIGNATURE)

(d The hearing aid dealer shall retain the medical evaluati
statement or the prospective user"s signed statement for four years
after the date of the sale of the hearing aid.

Sec. 08.53.070. TRANSMITTAL OF HEARING AID BY MAIL. If a hear—
ing aid dealer mails a hearing aid to a customer, the dealer shall
send the hearing aid by certified mail.

Sec. 08.55.080. COMPLAINTS. (@ A person may file a complaint
with the depart® ent about a hearing aid or a hearing aid dealer within
three years from the date of the cause of the complaint.

(b) A hearing aid dealer shall prominently display in the bus
ness establishment of the dealer a sign indicating that a person may
file a complaint with the department about a hearing aid or a hearing
aid dealer and giving the mailing and location address of the depart—
ment .

Sec. 08.55.090. INSURANCE REQUIREMENTS. A hearing aid dealer
shall maintain liability insurance for dealing in hearing aids in an
amount that the department determines by regulation to be appropriate.
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Sec. 08.55.100. CALIBRATION REQUIREMENTS. A hearing aid dealer
shall maintain in conformity with the standards set by the American
National Standard Institute the calibration of each audiometer used by
the hearing aid dispenser.

Sec. 08.55.110. CANCELLATION OPTION. (@) In addition to the
cancellation allowed under AS 45.02.350, a person who has purchased or
leased a hearing aid from a hearing aid dealer may cancel the sale or
lease as provided under (b) of this section or by giving written
notice of the intention to cancel the sale or lease to the dealer not
later than 30 days following the later of (1) the date the person
receives the hearing aid, or (2) thedate the hearing aid dealer
provides the person with the notice under (c) of this section. The
person may use the notice received under (c) of this section to cancel
the sale or lease by signing the form where 1indicated.

(b) In addition to the other rights and remedies the purchaser
or lessee of a hearing aid may have, the purchaser or lessee of a
hearing aid has the right to cancel the sale or lease by giving writ—
ten notice ofthe cancellation to the hearing aid dealer if

(1) a physician licensed under AS 08.64 specializing 1In
diseases of the ear or an audiologist licensed under AS 08.11 advises
the person to cancel the sale or lease andspecifies in writing the
medical or audiological reason forthe advice; or

(2) the hearing aid dealer has violated a provision ofthis
chapter 1in the sale or lease of the hearing aid to the person.

(c) A hearing aid dealer shall give a person who has purchased
cr leased a hearing aid from the dealer notice of the right to cancel
the purchase or lease that i1s substantially identical to the following
form with all of the information filled in except the signature and
date lines for the purchaser or lessee:
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NOTICE OF RIGHT TO CANCEL

Name of Hearing Aid Dealer

Address of Hearing Aid Dealer

Date of Sale cr Lease

You may cancel this transaction, without
penalty or obligation, within 30 days from the
date you receive the hearing aid or this notice,
whichever is later.

If you cancel this transaction, the property
you traded 1in, the payments you made under the
sale or lease (less certain costs allowed by state
law) and any negotiable instrument executed by you
will be returned within 10 business days following
receipt by the hearing aid dealer of your cancel—
lation notice, and the hearing aid dealer will
cancel any security interest arising out of the
sale or lease.

If you cancel, you must make available to the
hearing aid dealer, in as good a condition as when
received, Jless normal wear and tear, the goods
delivered to you under this sale or lease, unless
the dealer notifies you to keep the goods or to
hold them until the dealer collects them.

If you make the goods available for the
hearing aid dealer to collect after your cancella—

tion, and the hearing aid dealer does not collect
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them from you within 20 days of your cancellation,

you may retain or dispose of the goods without
further obligation to the hearing aid dealer. If
you fail to make the goods available for the
hearing aid dealer to collect after your cancel—
lation, then the sale or lease 1is not cancelled

and you remain liable for performance of the
obligations of the sale or lease.

To cancel this transaction, mail (by cer—
tified mail, return receipt request) or deliver a
signed and dated copy of this notice or another
written notice to (name of hearing aid dealer), at
(address of hearing aid dealer®s place of busi—
ness) and (hearing aid dealer®s telephone number)
no later than midnight of (Date).

I hereby cancel this transaction.

(Date)

(Purchaser®s or Lessee®"s signature)
I have read and wunderstand the terms of

cancellation of this purchase/lease.

Purchaser®s or Lessee®"s signature

Date
(d) IT a purchaser or lessee of a hearing aid cancels the
chase or lease under (a) or (b) of this section, the hearing aid

dealer shall and within 10 days of receipt of a notice of the cancel—

lation
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(1) refund tothe purchaser or lessee all deposits, in—
cluding the downpayment, 1less (A) 10 percent of the total purchase
price for each 30 days that the purchaser or lessee had the hearing
aid, to pay for the reasonable rental value of the hearing aid; (B)
the reasonable price of ear molds or custom casings prepared for the
purchaser or lessee; and (C) the reasonable costs actually incurred by
the hearing aid dealer to make goods that were traded in by the pur—
chaser or lessee ready for sale; the hearing aid dealer may retain the
money allowed under this paragraph only up to the amount of a down-—
payment made by the purchaser or lessee;

2 return to e purchaser or lessee all goods traded 1in
to the hearing aid dealer as part of the sale or lease;

(3 return to the purchaser or lessee a negotiable instru—
ment signed by the purchaseror lessee; and

(4) cancel a security interest taken by the hearing aid
dealer for the purchase or lease.

(e) IfT a hearing aiddealer fails to collect the hearing aid
from the consumer within 20days of receipt of the cancellation, the
purchaser or lessee may retain or dispose of the hearing aid without
further obligation to the dealer.

() If a purch ser or lessee of a hearing aid fails to make the
hearing aid available for the hearing aid dealer to collect, the
purchaser or lessee remains liable for purchase or lease.

(1)) To give writLen notice under this section, a person shall
deliver the notice to the hearing aid dealer in person or to the place
of business of the dealer, or mail the notice to the place of business
of the dealer by certified mail, return receipt requested.

Sec. 08.55.120. TESTING OF HEARING. (@ A hearing aid dealer
may take threshhola measurements ro determine the degree of hearing
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impairment of a person, but may not test or use the threshhold mea—
surements to determine the cause of a hearing 1impairment or charge a
fee for taking the threshhold measurements test.

(b) A hearing aid dealer shall include 1in every advertiser
for the services of the dealer the following statement bordered in
black:

Alaska law permits a hearing aid dealer to test hearing

only for the purpose of selling or leasing hearing aids;

the tests given by a hearing aid dealer are not to be

used to diagnose the cause of a hearing impairment.

Sec. 08.55.130. GROUNDS FOR IMPOSITION OF DISCIPLINARY SANC—
TIONS. After a hearing, tie department may impi e a disciplinary
sanction on an individual licensed under this chapter when the depart—
ment finds that the person

(1) secured a license through deceit, fraud, or intention"ll
misrepresentation;

(2) engaged in deceit, fraud, or intentional misrepresenta—
tion in the course of providing professional services or engaging in
professional activities;

(3) advertised professional services in a false or mislead—
ing manner;

(4) has been convicted of a felony or other crime that
affects the individual®s ability to continue to practice competently
and safely;

(5; failed to comply with a prevision of this chapter or a
regulation adopted under this chapter, or an order of the department;

(6) continued to practice after becoming unfit due to

(A) professional incompetence;

(B) addiction to or severe dependency on alcohol or
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another drug that impairs the individual®s ability to prac—

tice safely;

(C©) physical or mental disability;

(7) employed a person who did not have a valid current
license to deal 1in hearing aids to perform work covered by this chap-
ter;

(8) failed or refused to honor a representation, promise,
agreement or warranty made by the person while dealing 1in hearinl
aids;

(9) advertised a model, type, or kind of hearing aid for
sale that the person does not sell;

(10) failed to maintain a business address and telephone
number at which the individual could normally be reached during regu—
lar business hours;

(1D included In a contract or receipt for the purchase or
leas>. of a hearing aid a confession of judgment or a waiver of a right
of the consumer under this chapter;

(12) used undue influence, coercion, or other wilful act or
representation to interfere with the exercise by the consumer of the
rights provided in this chapter;

(13) negotiated, transferred, sold, or assigned a note or
other evidence of indebtedness to a finance company or other third
party within two months of delivering a hearing aid to a purchaser or
lessee of the hearing aid by mail or in person;

(14) permitted another person to use the licensee"s license;

(15) dealt 1in hearing aids while suffering from a serious
disease that was contagious or infectious.

Sec. 08.55.140. DISCIPLINARY SANCTIONS. (d) When 1t finds that

a licensee has committed an act listed in AS 08.55.130, the department
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may impose the following sanctions singly or in combination:
(1) permanently revoke a license to practice;
(2) suspend a license for a determinateperiod of time;
(3) censure a licensee;
(4) 1i1ssue a letter of reprimand;
(5) place a licensee on probationarystatusand require the
licensee to

A report regularly to the department on >
involving the basis of probation;

(B) limit practice to those areas prescribed;

(C) continue professional education until a satisfac—
tory degree of skill has been attained in those areas determined
by the department to need improvement;

(6) i1mpose limitations or conditions on the practice of a
licensee.

(b) The department may withdraw a [limitation, condition, or
probationary status if it finds that the deficiency that required the
sanction has been remedied.

(c) The department may summarily suspend a license before final
hearing or during the appeals process if the department finds that the
licensee poses a clear and immediate danger to the public welfare and
safety if the licensee continues to practice. A person whose license
is suspended under this subsection is entitled to a hearing by the de—
partment no later than seven days after the effective date of the
order. The person may appeal the suspension after the hearing to the
superior court.

(d) The department may reinstate a license that has been sus—
pended or revoked 1if the department finds after a hearing that the
applicant 1is able to deal 1in hearing aids with reasonable skill and
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safety.
Sec. 08.55.150. PROHIBITED ACTS. (@ Unless a person is li—
censed under this chapter or AS 08.11, the person may not

(1) deal 1in hearing aids;

(2) use a title indicating or representing that the person
deals in hearing aids or is licensed to deal in hearing aids;

(3) advertise that the person deals in hearing aids.

(b) A person may not

(1) sell, barter, or offer to sell or barter a license
issued under this chapter;

(2) purchase or obtain by barter a Jlicense 1issued under
this chapter with the intent to use 1t as evidence of the holder’s
qualification to deal 1in hearing aids;

(3 materially alter a license issued under this chapf r
with fraudulent intent;

(4) use or attempt to use as valid a license to deal 1in
hearing aids that has been purchased, fraudulently obtained, counter—
feited, or materially altered.

Sec. 08.55.160. PENALTY. A person who violates AS 08.55.150 1is
guilty of a class B misdemeanor.

Sec. 08.55.170. NOTICE OF PLACE OF BUSINESS. A person who holds
a license under this chapter shall notify the department in writing of
the regular address of the place or places where the person deals or
intends to deal in hearing aids.

Sec. 08.55.180. PROCEDURES. The Administrative Procedure Act
(AS 44.62) applies to regulations and proceedings under this chapter.

Sec. 08.55.200. DEFINITIONS. In this chapter

(1) "dealing 1in hearing aids"™ means the sale or lease, or
attempted sale or lease of hearing aids, and the recommendation,
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selection, fitting, or adaptation of hearing aids;

2 "department” means the Department of Commerce and
Economic Development;

(3 "hearing aid" means a prosthetic 1instrument or device
designed for or represented as aiding, improving, or correcting defec—
tive human hearing and the parts, attachments, or accessories of the
instrument or device; "hearing aid" does not 1include cochlear 1m—
plants, middle-ear implants, vibro-tactile speech-reading aids, other
aids for cued speech, or group or 1individual auditory training units
and assistive devices;

(A) "hearing aid dealer” means an individual licensed under
AS 08.55.010.

Sec. 9. AS 09.55.560(1) 1is amended to read:

(@)) "health care provider” means an audiologist
audiologist aide licensed under AS 08.11; achiropractor licensed
under AS 08.20; a dental hygienist licensedunder AS 08.32; a dentist
licensed under AS 08.36; anurse licensed under AS 08.68; a dispensing
optician Jlicensed under AS 08.71; an optometrist [licensed wunder
AS 08.72; a pharmacist licensed under AS 08.80; a physical therapist
licensed under AS 08.84; a physician licensed under AS (8.64; a podia—
trist; a psychologist and a psychological associate licensed under
AS 08.86; and a hospital as defired m AS 13.2fl 130, including a
governmentally owned or operated hospital; a corporate entity covered
under AS 21.88.050(b)(12); and an employee of a health care provider
acting within the course and scope of employment;

Sec. 10. AS 21.88.900(a) (9) 1,7 amended to read:

9 "health care provider” means an audiologist

audiologist aide Jlicensed under AS 08.11; achiropractor licensed

under AS 08.20; a dental hygienist licensed under AS 08.32; a dentist
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licensed under AS 08.36; a nurse licensed under AS 08.68; a dispensing
optician licensed wunder AS 08.71; an optometrist [licensed wunder
AS 08 /72; a pharmacist licensed under AS 08.80; a physical therapist
licensed under AS 08.84; a physician licensed under AS 08.64; a podia—
trist; a psychologist and a psychological associate licensed under
AS 08.86; a hospital as defined in AS 18.20.130, 1including a govern-
mentally owned or operated hospital; a corporate entity covered under
AS 21.88.050(b)(11); an employee of a health care provider acting
within the course and scope of employment;

* Sec. 11. AS 44.62.330(a) 1is amended by adding new paragraphs to read:

(53) Department of Commerce and Economic Development con—
cerning the licensing andregulation of audiologists and audiologist
aides (AS 08.11);

(54) Department of Commerce and Economic Development con—
cerning the licensing andregulation of hearing aid dealers (AS 08.-
55).

* Sec. 12.AS 45.50.471 (b) 1s amended by adding a new paragraph to
read:

(26) dealing 1in hearing aids and failing to comply with
AS 08.55.

* Sec. 13. AS 45.50.561 1is amended by adding new paragraphs to read:

(10) "dealing in hearing aids"™ has the meaning given in
AS 08.55.200;

(11) "hearing aid" has the meaning given 1in AS 08.55.200.

* Sec. 14. AS 47.17.070(9) 1is amended to read:

(©)) "practitioner of the healing arts® 1includes ch
tors, < ’_ygienists, dentists, health aides, nurses, nurse practi—
tioners, optometrists, osteopaths, physical therapists, physicians,
physician®s assistants, psychiatrists, psychologists, psychological
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associates, audiologists and audiologist aides licensed under AS 08.-
11, hearing aid dealers licensed under AS 08.55, religious healing

practitioners, and surgeons;
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CS FOR HB 430 (LABOR & COMMERCE)
SECTIONAL ANALYSIS

SﬁCtgpPll states the legislative findings and purpose of
the bill.

Section 2 adds audiologists and hearing aid dealers to the
centralized licensing chapter.

Section 3 adds audiologists and hearing aid dealers to
those others provided with services by the department,
without requiring a board or commission.

Section 4 adds audiologists and hearing aid dealers to
those subject to regulation, investigation and enforcement
procedures required by the department.

Section 5 redefines "license" and "occupation"™ to include
trades or professions listed in the amended centralized
licensing chapter that are not covered by a board or
commission.

Section 6 adds audiologists to the professional designation
requirements.

Section 7 adds the following sections to the chapter:

08.11.010 provides for qualifications for
licensing of professional audiologists.

) 08.11.020 addresses temporary license to
practice audiology.

08.11.030 provides tor duration and renewal of

1 “censes.
) 08.11.040 provides for display of current
license.
) 08.11.050 empowers the department to set fees
for licensing.
) ~08.11.060 requires malpractice insurance for
audiologists.
03.11.070 allows audiologists to fit and sell

hearing aids.

08.11.080 define grounds for disciplinary
actions against audiologists.

08.11.090 [lists disciplinary sanctions.



08 11.100 lists prohibited acts.

108.11.110 makes violations of prohibited acts a
class B misdemeanor (actual penalties defined elsewhere).

08.11.120 provides for exemptions under this
chapter; prevents those individuals who may be exempt, but
who are not audiologists, from holding forth as an
audiologist.

~08.11.130 states the Administrative Procedure
Act applies to regulations under this chapter.

08.11.200 1is the definition section for this
chapter.

Section 8 adds a new chapter to AS 08, addressing hearing
aid dealers. The following sections are within this
chapter:

08.55.010 provides for qualifications for

license.
) 08.55.020 provides for duration and renewal of
license.
08.55.030 requires bonding of hearing aid
dealers.

08.55.040 empowers the department to set fees.

08.55.050 requires a hearing aid dealer, wvi.™n
entering a ccvtract with a consumer for the purchase 0]
lease of a hearing aid, to provide the consumer with an
instructional brochure; the dealer®s registration number,
specifications, make, model and serial number of the
hearing aid; a clear statement of the full terms of the
contract; written information on the consumer®s rijht to
file a complaint, including the address of the department;

also requires that any used or reconditioned hearing aid be
clearly labeled as such, and what guarantee may be offered.

08.55.060 requires a medical evaluation prior to
the sale or lease of a hearing aid; allows the consumer, 1If
18 years of age or older, to waive the medical evaluation
by signing a statement; provides language for the
evaluation waiver statement form; requires the hearing aid
dealer to retain statement or medical evaluation for four
years after sale date of hearing aid.

00.55.070 provides methc* of mailing hearing
aids to consumer.



08.55.080 provides the consumer may file a
complaint with the department within three years of
purchase date; requires dealer to post notice of consumer®s
right to file complaint.

) - 08.55.090 requires liability insurance for
hearing aid dealers; empowers department to set insurance
requirements.

08.55.100 requires hearing aid dealers keep
audiometers calibrated to national standards.

08.55.110 provides dealer will inform consumer
of consumer®s right to cancel purchase or lease of hearing
aid; lists valid reasons for cancellation; provides
facsimile of "notice of right to cancel”™ form hearing aid
dealer must provide, form provides for terms of
cancellation; provides for refund of purchase price less
reasonable costs incurred by dealer; return of goods
traded as part of sale or lease, return of negotiable
instruments si?ned by the purchaser as part of sale or
lease, cancellation of security interest taken by dealer
as part of sale or lease; requires a dealer to collect a
hearing aid from the consumer within 20 days of receipt of
the cancellation or else consumer can retain possession;
requires consumer make hearing aid available for dealer to
collect, or else cancellation is void; provides notice of
cancellation requirements.

08.55.120 restricts type of hearing testing
allowed by hearing aid dealers; requires all dealers to
SEecify, in their advertising, what type of hearing testing
they are allowed tc perform.

) 08.55.130 lists grounds for disciplinary
sanctions.

08.55.140 lists disciplinary sanctions the
department may impose.

08.55.150 lists prohibited acts.

08.55.160 makes violation of prohibited acts a
class B misdemeanor.

08.55.170 requires a hearing aid dealer to
notify the department of the address of their regular place
of business.

08.55.180 states the Administrative Procedure
act applies to this chapter.

08.55,200 1is the definition section for this
chapter.



Section 9 adds audiologists to the definition of "health
care provider"™ under AS 09.55.560.

Section 10 adds audiologists to the definition of "health
care provider™ under AS 21.88.900.

Section 11 adds audiologists to AS 44.62.330(a),
application of procedure by boards, commissions & officers.

Section 12 adds failure to comply with AS. 08.55 to AS
45.50.471(b), the unlawful acts and practices section of
Trade & Commerce.

Section 13 adds "dealing in hearing aids"™ and "hearing aid"
Eo the AS 45.50.561, the definitions section of Trade and
ommerce.

Section 14 adds "audiologists and audiologist aides"™ and
"hearing aid dealers"™ to AS 47.17.090(9) as "practitioners
of the healing arts".
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