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Version #1
Bannister
4/7/86

Original sponsor: Boucher

BY THE HEALTH, EDUCATION AND
IN THE HOUSE SOCIAL SERVICES COMMITTEE

CS FOR HOUSE BILL NO. 426 (HESS)
IN THE LEGISLATURE OF THE STATE OF ALASKA
FOURTEENTH LEGISLATURE - SECOND SESSION
A BILL
For an Act entitled: "An Act relating to the regulation of postsecondary
educational iInstitutions."
BE IT ENACTED BY THE LEGISLATURE OF THE STATE OF ALASKA:
* Section 1. AS 14.42.015(a) 1is amended to read:
@ There is iIn the Department of Education the Alaska Commis-
sion on Postsocondary Education consisting of

(@) two members of the Board of Regentsof the University
of Alaska designated by the members of that body;

(@) one person representing private higher education iIn the
state selected jointly by the Boards of Trustees of Alaska Pacific
University and Sheldon Jackson College from among their membership;

(©)) one person representing the Department of Education
selected by the state Board of Education;

(@) four persons broadly and equitably representative of
the general public appointed by the governor;

© one member of the state Advisory Council on Vocat
Education designated by the members of that body;

() one person from [AMONG] the members of the local com-
munity college advisory councils appointed [, [INITIALLY,] by the
governor [UNTIL THE STATE ADVISORY COUNCIL ON COMMUNITY COLLEGES IS
ESTABLISHE: \ND ORGANIZED UNDER AS 14.42.030(b); THEN, ONE MEMBER OF
THE STATE SORY COUNCIL Ow CJMMUNITY COLLEGES DESIGNATED BY THE
MEMBERS OF . aT BODY];

(» two members from the legislature, one of whom shall be
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appointed by the president of the senate and one by the speaker of the
house of representatives [DESIGNATED BY THE LEGISLATIVE COUNCIL AND
ONE BY THE LEGISLATIVE BUDGET AND AUDIT COMMITTEE];

(8 one person appointed iIn accordance with () of this
section who is a full-time student as defined In AS 14.43.160(2)]_

(@ one administrator appointed by the governor from a
proprietary institution of postsecondary education that has an author-
ization to operate In the state issued under AS 14.48.

Sec. 2. AS 14.48.060(b) 1is amended by adding a new paragraph to read:

(13) the charges set by the institution for tuition, Tfees,
books, and supplies are fair and equitable.

Sec. 3. AS 14.48.100(e) 1is amended to read:

() In lieu of the surety bond required in (@ and (b) of
section, the applicant may file with the commission a cash deposith
[OR] other negotiable security, or other property, acceptable to the
commission, in the amount specified for the bond [BONDS].

Sec. 4. AS 14.48.120 i1s amended to read:

Sec. 14.48.120. REVOCATION. An authorization to operate or an
agent®"s permit may be revoked or conditioned if the commission has
reasonable cause to believe that the holder of the authorization or
permit is violating or has violated this chapter or AS 45.50.471 or
regulations adopted [PROMULGATED] under this chapter or AS 45.50.491.
Except as provided in (b) and (¢) of this section, the [THE] Adminis-
trative Procedure Act (AS 44.62) governs the procedure for a revoca-
tion, review of a revocation, or other action under this section.

Sec. 5. AS 14.48.120 is amended by ad ang new subsections to read:

(b) Authorization for an instit .tion to operate, and a permit

for an agent representing that iInstitution, are revoked 30 days after

the 1iInstitution ceases to operate. The commission shall give the
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institution and the agent 15 days®™ written notice, by certified mail,
sent return recex.pt requested, ro the last addresses of the institu-
tion and agent.

(¢ The iInstitution and the agent may appeal a revocation under
(b) of this section by filing an appeal in writing with the commission
within 30 days after the revocation.
Sec. 6. AS 45.50.471(b) 1s amended by adding a new paragraph to read:

(26) failing to comply with AS 14.48.060(b)(13).

Sec. 7. AS 45.50.481 1is amended to read:
Sec. 45.50.481. EXEMPTIONS. Nothing in AS 45.50.471 - 45.50.561
applies to

(M an act or transaction regulated under laws administered
by the state, by a [ANY] regulatory board or commission except as
provided by AS 45.50.471(b)(26), or officer acting under statutory
authority of the state or of the United States, unless the ."avregula-
ting the act or transaction does not prohibit the practices declared
unlawful iIn AS 45.50.471;

(@ an act done by the publisher, owner, agent, or employee
of a newspaper, periodical or radio or television station 1iIn the
publication or dissemination of an advertisement, when the owner,
agent or employee did not have knowledge of the false, misleading or
deceptive character of the advertisement or did not have a direct
financial interest iIn the sale or distribution of the advertised
product or service;

(€)) an act or transaction regulated under AS 21.36 or
AS 06.05 or a regulation adopted [ANY REGULATIONS PROMULGATED] under
the authority of those chapters.

Sec. 8.Notwithstanding AS 14.42.015(a)(6) - (7) as amended by sec. 1

of this Act, the existing members of the Alaska Commission on Postsecondary
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Education o1 the effective date of this Act who were appointed under
AS 14.42.015(a)(6) - (7), as those paragraphs existed before the effective
date of this Act, shall continue as members of the commission until the

i normal expiration of the men. ""rsl terms.
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BY THE HEALTH, EDUCATION

SOCIAL SERVICES COMMITTEE

CS FOR HOUSE BILL NO. 426 (HESS)

IN THE LEGISLATURE OF THE STATE, OF ALASKA

FOURTEENTH LEGISLATURE

"An Act

educational

A BILL

- SECOND SESSION

relating to the regulation

institutions."”

IT ENACTED BY THE LEGISLATURE OF THE STATE OF ALASKA:

* Section 1. AS 14.42.015(a)

@

There 1is 1in the Department of Education

is amended to read:

sion on Postsecondary Education consisting of

€y

two members of the Board

of Alaska designated by the members of that body;

)

state selected jointly by the

University and Sheldon Jackson College

©)

one

one

person representing private higher education in

person representing the Department

Boardsof Trustees

selected by the state Board of Education;

“4)

four

persons broadly

from among their

N

AND

of postsecondary

the Alaska Comm

of Regents of the University

the

of Alaska Pacific

and equitably representative

the general public appointed by the governor;

®)

one

member of the state Advisory Council

Education designated by the members of that body;

(©)

munity college

one

person from [AMONG]

advisory councils

appointed [,

INITIALLY,] by

governor [UNTIL THE STATE ADVISORY COUNCIL ON COMMUNITY COLLEGES

ESTABLISHED AND ORGANIZED UNDER AS 14.42.030(b);

THE STATE ADVISORY COUNCIL ON COMMUNITY COLLEGES

MEMBERS OF THAT BODY];

™

two

members from the

legislature,

THEN, ONE MEMBER

one of whom shall

CSHB 426 (HESS)
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of Education

of

on Vocational
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OF

DESIGNATED BY THE
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*

appointed by the president of the senate of the legislature of the
state and one by the speaker of the house of representatives of the
legislature [DESIGNATED BY THE LEGISLATIVE COUNCIT AND ONE BY THE
LEGISLATIVE BUDGET AND AUDIT COMMITTEE];

(8; one person appointed in accordance with (e) or this
section who is a full-time student as defined in AS 14.A3. 160(2>j_

9 one administrator appointed by the governor
proprietary institution of postsecondary education that has an author—
ization to operate in the state issued under AS 14.48.

Sec. 2. AS 14.48.060(b) 1is amended by adding a new paragraph to read:

(13) the charges sec by the 1institution for tuition,
books, and supplies are fair and equitable.

Sec. 3. AS 14.48.100(e) 1is amended to read:

(e) In lieu of the surety bond required in (a) and (b) of this
section, the applicant may Tfile with the commission a cash deposit?
[OR] other negotiable security, or other property, acceptable to the
commission, in me amount specified for the bond [BONDS].

Sec. 4. AS 14.48.120 1is amended to read:

Sec. 14.48.120. REVOCATION. An authorization to operate or an
agent"s permit may be revoked or conditioned if the commission has
reasonable cause to believe that the holder of the authorization or
permit is violating or has violated this chapter or AS 45.50.471 or
regulations adopted [PROMULGATED] under this chapter or AS 45.50.491.
Except as provided in (b) and (c) of this section, the [THE] Adminis
trative Procedure Act (AS 44.62) governs the procedure for a revoca-—
tion, review of a revocation, or other action under this section.

Sec. 5. AS 14.48.120 1is amended by adding new subsections to read:
(b) Authorization For an 1institution to operate, and

for an agent representing that institution, are revoked 30 days after

CSHB 426 (HESS) -2-
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the institution ceases to operate. The commission shall give the
institution and the agent 15 days®™ written notice, by certified mail
sent return receipt requested to the last addresses of the institution
and agent berore the revocation.

(c) The institution and the agent may appeal a revocation under
(b) of this section by filing an appeal in writing with the commission
within 30 days after the revocation.
Sec. 6. AS 45.50.471(b) 1is amended by adding a new paragraph to read:

(26) failing to comply with AS 14.48.060(b;(13).

Sec. 7. AS 45.50.431 1is amended to read:

Sec. 45.50.481. EXEMPTIONS. Nothing in AS 45.50.471 - 45.50.561
applies to

(1) an act or transaction regulated under laws administered
by the state, by a [ANY] regulatory board or commission except as
presided by AS 45.50.471 (b)(26), or officer acting under statutory
authority of the state or of the United States, unless the law regula—
ting the act or transaction does not prohibit the practices declared
unlawful in AS 45.50.471;

(2) an act done by the publisher, owner, agent, or employee
oi a newspaper, periodical or radio or television station 1in the
publication or dissemination of an advertisement, when the owner,
agent or employee did not have knowledge of the false, misleading or
deceptive character of the advertisement or did not hcve a direct
financial 1interest in the sale or distribution of the advertised*
product or service;

3) an act or transaction regulated under AS 21.36 or
AS 06.05 or a regulation adopted [ANY REGULATIONS PROMULGATED] wunder

the authority of those chapters.

* Sec. 8. Notwithstanding AS 14.42.015(a)(6) - (7) as amended by sec. 1

-3- CSHB 426 (HESS)
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of this Act, the existing members of the Alaska Commission on Postsecondary
Education on the effective date of this Act who were appointed under
AS 1A .A2.015(a)(®) - (7)), as those paragraphs existed before the effective
date of this Act, shall continue as members of the commission until the

normal expiration of the members®™ terms.

CSHB A26(HESS)
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IN THEHOUSE BY BOUCHER

HOUSE BILL NO. A26 (_

IN THE LEGISLATURE OF THE STATE OF ALASKA
FOURTEENTH LEGISLATURE - FIRST SESSION
A BILL
For anAct entitled: "An Act adding amember to the Alaska Commission on
Postsecondary Education."
BEIT ENACTED BY THE LEGISLATURE OF THE STATE OF ALASKA:

* Section 1. AS 1A.A2.015(a) isamended to read:

(a) There 1is in the Department of Education the Mask?. Commis-
sion on Postsecondary Education consisting of

(1) two members of the Board of Regents of the University
of Alaska designated by the members of that body;

(2) one person representing irivate higher education in the
state selected jointly by the Boards of Trustees of Alaska Pacific
University and Sheldon Jackson College from amongtheir membership;

(3) one person representing the Department of Education
selected by the state Board of Education;

(A) four persons bro*.lly and -equitably representative of
the general public appointed by the governor;

(5) one member of the state Advisory Council on Vocational
Education designated by the membevs of that body;

(6) one person from [AMONG] the members of the local com-
munity college advisory councils appointedjTjlnitially® by the governor,
Auntil the state Advisory Council on Community Colleges is established
and organized under AS 1A.A2.030(b); then, one member of the state
Advisory Council on Community Colleges designatedby the members of
that body);

(7) two members from the legislature, one of whom shall be

-1- HB A26
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designated by the Legislative Council and one by the Legislative
4Ujl tatrustf. - -
Budget and Audit Committed;
(8) one person appointed in accordance with (e) of this
section who is a full-txme student as defined in AS 14.43.160(2)"
(9) one administrator appointed by the governor from a

proprietary institution of postsecondary education that has an auth-~>r-

ization to operate in the state issued under AS 14.48.

HB 426 -2-
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POUCH V CHAIRMAN
JUNEAU. ALASKA 998:1 Special Committee on
(907') 465-4931 ' elecommunications
MEM BER
TB-'S)T(R{%}O,%U Labor and Commerce
ANCHORAGE, ALASKA 99511 . State Affairs
(9071 349-2192 Finance —Subcommittee Administration
Representative H. A. “Red” Boucher
M EMORANDUWM
To: Members, House HFSS Committee
From: Representative H.A. "Red" Boucher
Sponsor of HE 426 n
Date: M arch 20 1986
Subject: Overview of HB 426, "Membership on the
Post-Secondary Education Commission
I'n 1972, federal law mandated the creation of Postsecondary
Education CoMnissions in each state, as required by Section

1202 of the Education amendments of 1972.

State of Alaska created a Commission under CSHB
14.42. According to Bettye L.

I'n 1976, the

143 am S, w hich became AS

Smith, currently a member of the Commission representing the
State Council on Vocational Education, the Commission was
created without a member to represent the private propritary
institutions of postsecondary education. Ms. Smith provided
detailed testimony on this issue in a presentation before the

Commission on September 20, 1977 and again on March 23, 1985,

which r.re in the Committee folders.

The omission of the position was done in spite of the fact
that the federal guidlines at the time recommended that such a
member be included; and in fact the other 49 states did add

Apparently, the drafters
because they felt the
proprietary

such a member to their Commissions.
of the bill le ft off this
large, and

position
Commission was too because
schools were not a large force at that time.

private

This has all changed. The private proprietary schools are now
a sizeable group. The Commission is charged with regulating
the private schools, but specifically excludes private higher

educational institutions Alaska Pacific University and
Sheldon Jackson College). Thus, the Commission's regulatory
funccion in the private sector is prim; rily Ilimited to private
proprietary schools. W ithout a member from this group on the
Commission, this is "Regulation without Representation."”

This bill seeks to rectify this oversight through the addition
of a member. The bill was endorsed by the Commission at their

February 28-March 1, 1986 quarterly meeting.



BOARD: POSTSECONDARY EDUCATION, ALASKA COfiKISSIQN ON
TITLE: Alaska Commission on Postsecor.dary Education
DEPT: Department of Education

AUTHORITY: AS 14,42.010

STATUS: ACTIVE

REQUIREMENTS: FINANCIAL DISCLOSURE

PROHIBITIONS: No governing body member, trustee, or employee of post-
secondary or higher education institution as public member

TERM: 4 years - staggered, except student members - 2 years

DESCRIPTION: 13 members - 5 appointed by Governor: 4 public; 1 full-time
student from nominees (by election); plus 8 with following representation:
2 Board of Regents, | private higher education, 1 Dept, of Education, !
Advisory Council on Vocational Education, 1 from local community college
advisory councils, 1 legislative council, and ! legislative budget and
audit committee; serve at pleasure of appointing authority; members elect
chair.

SPECIAL FACTS: Quorum - majority; report to Governor/Legislature

FUNCTION: Coordinates development of plans for orderly growth of public/
private postseccndary education; recommends new facilities and programs;
administers student loan program.

COMPENSATION: Standard travel/per diem

MEETINGS: Quarterly, time/place determined by chair; 10 days maximum

*FOR FURTHER INFORMATION CONTACT: Executive Director, Commission on
Postsecondary Education, Box F, Juneau, AK 99811 - 465-2854

-83-



Postsecondar.y Education

MEMBER APPT

Patricia A. Abney 83/08/19
5800 East 142 Avenue

Anchorage 99516

Public

Alice J. Bosshard 85/06/28
Box 127

Valdez 99686

Community Colleges

Ruth E. Burnett 83/04
1901 Crosson

Fairbanks 99701

Regents Board

Patricia C. Clark 83/08/19
612 Sprucewopd

Fairbanks 99701

Public

Gordon Evans 83/04
604 Gold Street

Juneau 99801

Regents Board - Chairman

Ernestine J. Griffin
P.0. Box 808

Sitka 99835
Education Board

John E. Havelock 85/05/21
3210 Baxter Road

Anchorage 99504

Public

Richard J. Helms 84/09/07
P.0. Box 100916

Anchorage 99510-0916

Student Rep.

Jalmar Kerttula
Pouch z

Palmer 99645
Legis/S

Niilo Koponen
P.0. Box 252
Fairbanks 99707
Legis/R

REAPPT

84/03/27

TERM

88/03/01

89/06/30

91/02/01

86/03/01

91/02/01

87/01/31

89/03/01

88/03/01



Postsecondarv Education

MEMBER

Barbara M. Shaffer
1666 Patterson Street
Anchorage 99504-2773
Private/Higher Ed.

Bettye L. Smith
2067 Shepherdia
Anchorage 99504
Vocational Ed.

Barbara A. Thompson
Dept, of Educ./Pouch F
Juneau 99811

Public

Continued

APPT

85/04/29

85/06/28

83/08/19

REAPPT

84/03/27

TERM

89/03/01

87/05/30

88/03/01
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LACK OF REPRESENTATION BY

VOCATIONAL-TECHNICAL SCHOOLS

STATEMENTS MADE BY.

SETTYE L. SMITH

TO

ALASKA "OSTSECONDARY COMMISSION



1202 Commisssion
Back in 1977 when the State of Alaska submitted the Alaska Postsecondary
plans as required by Section 1202 of the Education Ammendments of 1972, |
received a letter from the National Association of Trade and Technical
Schools which stated - and | quote "Under the plans submitted to the Offict
of Education by your State, it appears that there is no proprietary
representation on the State 1202 Commission as required by Section 1202 of
the Education amendments of 1972. You and other schools 1in your state may

wish to look into this matter in depth.”

Well NATTS was not bringing to my attention anything 1 did not already
know. During 1973» prior to tne passage of HB 180 which created tne Alaska
Commission on Po3tsecondary Education, we contacted every mamoar of tne
legislature including the legislative council that araftea tnis particular

legislation, in particular Mr. Stuart Hall.

in Mr, Hall®s judgement there was no obligation whatsoever tnat proprietary
institutions be represented on this Commission. He indicated to me that if
our schools were included it would make it too cumbersome - just too many
commissioners. However, on page 201 of the Compilation of Higher
Education Laws, 1972 of the 92nd Congress, 2d Session it reads: Sec. 1202
(a) Any State which desires to receive assistance under section 1203 or
title X shall estaolisn a State Commission or designate an existing State
agency or State Commission (to be known as the State Commisssion) wnich 1is
broadly and equitably representative of tne general public and public and
private nonprofit and proprietary institutions of postsecondary education
in the State including community colleges (as defined in title X), junior
colleges, postsecondary vocational schools, area vocational schools,

technical institutes, four year instutions of nigh education and oranches

thereof.
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Page 2 1202 Commission

As of January 1977. 49 proprietary representatives were serving other
states on these very commissions. In fact the Arizen* 1202 Commission vhiol
I believe you were a part of, Or. ftomesburg, a fellow AICS school manager

Mary Willard Hamm was the proprietary representative on that commission.

As the bill stands now, as it did in 1977* not one private proprietary

vocational school has any representation on this Comml,sion.

Take a look at the make-up of the commission. Out of 13 commissioners not
one person, with any proprietary experience is on that Commission, yet they
have the power of life and death over our industry, lake a look at the

staff - making life and death recommendations to the commission to vote on.

Four year academeciana,

We are being governed without representation by those who nave acknowledged,
before us little or no experience or expertise in the private vocational-
technical field.

Why can we never get a voice 1in cur governance until we are forced into
total frustration with regulations being put into law that have not been
widely diseminated and public hearings held in areas that the small private
school operators could attend? If appropriate public notification

and available public hearings had been held tncn 1 would have more
appreciation for the statement made by John W. Katz, Director of
State/Federal Relations and Special Counsel to Governor 3h- in nis February
23, 1935, letter to Congressman Don Young. In this letter he stated, "In
addition to expressing tneir concerns and interests by correspondence, it
would seem appropriate for the proprietary schools to voice their opinions

and recommendations by participating in the regulatory process.



Page 3 1202 Commission

|
This 1is the first public hearing |1

1977, and we are participating,

Ve have the desire to serve - or we would not be in this business.

We have the service to provide - our records snow it.
We have the ability to survive with fair and equitable regulations.

And - we - will - because - WE CARE FOR OUR STUDENTS!

By the way, vnat was tne Boston Tea Party all about?

am aware of since the September 20,
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fd) The temi "secondary seltooP menus a p hool which provides sec™*
omlarv education as determined under Suit aw except thnt it docs
not include any education provided beyond gnu >12.

<e) The term ““Secretary” means the Secret ry of Health, Educa-*

tion. and Welfare.

(f) Tlie term "Commissioner”™ means the Commissioner of Edu —
cation.
(g) The term "local educational agency> means a public board of

educution or other public authority legally constituted witliin u state
for either vuilniiitMintiyc control or direction of. or to pnrformu serv—
ice function for. public elementary or secondary schools 1iu a city,
county, towiiehip. school district, or other political subdivision of a
State, or sucii combination of sciioo! distncts of counties as arc fvcog.
liized in a State as un administrative, agency tor its publicelementary
or secondary schools. sudi term also inciutles any other public insti—
tution or agency having administrative control and direction of a
publicfeicmentaiT or secondary sciiool.

(hi The term "Statu euucutionnl ncenoy"” means tTu* State lw*rd of
education or other agency or officer primarily responsible for tiic Stata
supervision of public eiefiviUuty mid tveumiarv acnool.*. or. if there is
no sucii oilicer or agency, an olheer or agency designated by tne (»ov*
ernororby >tutc Iniv,

ii“Tiir term ““eienienfiiry school” means a school which provides

elementary cdui*ution inciuding edlieation Inflow grade 1. as ucler*
mincn tinder Mate law

ciy) T

e term "“coiiibination of tnw inninns of higher education™”
mcuns a group of institution-* of higher education mat have entered
into a cooperativel! arrangement for tin* purimsi* of carrying out u com —
mon nbicrtive. or a puhlie or private nonprofit agency. organization,
or instillition de-ignaieil nr created liya group of institutions of iiigher

education for the purpose of carrying out a common objective on

tilOir behalf. ,

ihi Tiie ierni "gifted and talented children” means, in accordance
witit objective criteria jnescrilx'd by the Commissioner. children who
have outstanding intellectual ability or eremite talent.

(J) Tin* term "s-iiool or department of divinity means an institu-—

tion or a department or a bruin*ll of an institution tin* program of

instruction of wlii*di is designed fort lie edtlraliou of students (At to
prepare them to licrtiinc liiiui“ters of religion or* to enter upon .-nme
other religious voi-arioti tor fo provide continuing® training for any

sin"ll Vocation |. ill* (It) to prepare i

in to teiieii tlieologinil Subjects,

L R 1 S I L] |J||e If Gt g0 and =0t %g son,
lolg aml tom .11: ameiiui-d April j:;. r. |'o gao. see. mh;h,,, Mat. jug;
M|I|t Ktdnjj Hi aldisl JiitiegU. iwTg. 1M . X" thV **c t "tllil t<t gnu.

ar.llt"HWTSWONILWY KIt'CATKIX Cint.UIMSIONS A

«Skc. 1202 . fill Any Stale which tlrare*. to receive assistance under
fce<iioii lgo:; or title X shall establish a State Commission or designate
an existing State aJ€NCY or state ('omnii.-simi (toln—known as the State
CVimmiwtiffihl which is broadly and eouitably ri“iiresentutive of the
guiveunl. |mblir and (itildir niid private nonprofit and pmm-ii-tary

nutjtottioiweof irmtsecotulhty” ediirathm in theSintc including tom-



814.42.015 Alaska Statutes Supplement 814.42.015

(A) makes application to the Board of Regents of the University of

Alaska for participation in the community college program;

(13) satisfies educational standards of the University of Alaska
according to criteria established by the Board of Regents;

(C) has had an average daily membership during the previous
school year of at least 75 high school students, grades 9-12;

(D) has established to the satisfaction of the Board of Regents the
practical need for a community college within the district or political
subdivision; and

(E) makes arrangements for defraying its proper share of the costs
of the operation and n aintenance of a community college, as provided
by the terms of AS 14.10.560 — 14.40.640;

(3) "board of rescues” or "board” means the Board of Regents ofthe
University of Alaska. (§ 2 ch 75 SLA 196%)

Editor's notes. — This section is set

out above to correct a typographical error
in the title pai.iphlet.

Chapter 42. Alaska Commission on Postsecondary

Education.
Section
15. Creation, composition, apr. in’linentof
members

Sec. 14.42.015. Creation, composition, appointment of mem-
bers. (a) There is in the Department of Education the Alaska
Commission on Postsecondary Education consisting of

(1) two members of the Board of Regents of the University of
Alaska designated by the members of that body;

(2) one person representing private higher educat’on in the state
selected jointly by the Boards of Trustees of Alaska Pacific University
and Sheldon Jackson College from among their membership;

(3) one person representing the Department of Education selected
by the state Board of Education;

(4) four persons broadly and equitably representative ofthe general
public appointed by the governor;

(5) one member of the state Advisory Council on Vocational
Education designated by the members of that body;

(6) one person from among the members of the local community
college advisory councils appointed, initially, by the governor until
the state Advisory Council on Community Colleges is established and
organized under AS 14.42.030(b); then, one member of the state
Advisory Council on Community Colleges designated by the members

ofthat body;

814.42.015 Education 814.42.015

(7) two members from the legislature, one of whom shall be
designated by the Legislative Council and one by the Legislative
Budget and Audit Committee;

(8) one person appointed in accordance with (e) of this section who
is a full-time student as defined in AS 14.43.160(2).

(b) No governing body men. \er, trustee, official or employee of
either a public, private or prop- etary institution of postsecondary or
higher education in the state mt. be appointed to membership on the
commission as representative of \he general public for the purpose pf
(a)(4) of this section.

(c) The governor’s appointees are subject to confirmation by the
legislature and shall serve at the pleasure of tVe govc :or for four-
year staggered terms. Members appointed or designated by bodies or
agencies other than the governor serve at the pleasure of the
appointing authority. Vacancies shall he filled in the same manner as
original appointment.

(d) For the purpose of (a)(4) of this section, "broadly and equitably
representative of the general public” means that the public member-
ship of the commission shall include adequate representati ..i both on
the basis of sex and on the basis of the significant racial, ethnic,
geographic and economic groups in the state.

(e) A full-time posts; 'ondary student shall be appointed to the
Alaska Commission on Postsecondary Education from a list of
nominees submitted to the governor. The governor shall make the
appointment from the list within 60 days after it is submitted. The list
shall consist of the names of two nominees from Alaska Pacific
University, two nominees from Sheldon Jackson College, and two
nominees from each campus of the University of Alaska. The
nominees shall be selected by the students at Alaska Pacific Univer-
sity, Sheldon Jackson College, and each campus of the University of
Alaska. Selections shall be made at elections conducted under rules
established by the Office of the Governor. The term of office of the
student member of the commission is two years. Membership on the
commission is immediately forfeited hv a student member who ceares
to be a full-time student. Within 00 Lays after a vacancy occuis, ’ne
governor shall appoint a successor from those students appearing on
the list of nominees to serve for the unexpired term of the original
appointee. The term "campus" used in this subsection means a portion
of the University of Alaska designated as a "campus” by the Board of
Regents. (8 4 ch 78 SLA 1974; am 8§ 1 — 3 ch 64 SLA 1982; AS
14.40.903; am 8§ 56 ch 6 SLA 1984)



814.42.015 Alaska Statutes Supplement 814.42.015

(A) makes application to the Board of Regents of the University of
Alaska for participation in the community college program;

(B) satisfies educational standards of the University of Alaska
according to criteria established by the Board of Regents;

(C) has had an average daily membership during the previous
school year of at least 75 high school students, grades 9-12;

(D) has established to the satisfaction of the Board of Regents the
practical need for a community college within the district or political
subdivision; and

(E) makes arrangements for defraying its proper share of the c.os*s
of the operation and maintenance of a community college, as provided
by the te-ms of AS 14.40.560 — 14.40.640;

(3) "board of regents” or "board” means the Board of Regents of the
University of Alaska. (§ 2 ch 75 SLA 1962)

Editor’s notes. — This section is set
out above to correct n typographical error
in the title pamphlet.

Chapter 42. Alaska Commission on Postsecondary

Education.
Se<*fgn
15. Creation, composition, appointment of
members

Sec. 14.42.015. Creation, composition, appointment of mem-
bers. (a) There is in the Department of Education the Alaska
Commission on Postsecondary Education consisting of

(1) two members of the Board of Regents of the University of
Alaska designated by the members of that body;

(2) one person representing private higher education in the state
selected jointly hv the Boards of Trustees of Alaska Pacific University
and Sheldon Jackson College from among their membership;

(3) one person representing the Department of Education selected
by the state Board of Education;

(4) four persons broadly and equitably representative ofthe general
public appointed by the governor;

(5) one member of the state Advisory Council on Vocational
Education designated by the members ofthat body;

(6) one person from among the members of the local community
college advisory councils appointed, initially, by the governor until
the state Advisory Council on Community Colleges is established and
organ.’zed unde.” AS 14.42.030(b); then, one member of the state
Advisory Council on Community Colleges designated by the members
ofthat body;

814.42.015 Education 814.42.015

(7) two members from the legislature, one of whom shall be
designated by the Legislative Council and one by the Legislative
Budget and Audit Committee;

(8) one person appointed in accordance with (e; of this section who
is a full-time student as defined in AS 14.43.160(2).

(b) No governing body member, trustee, official or employee of
either a public, private or proprietary institution of postsecondary or
higher education in the state may be appointed to membership on the
commission as representative of the general public for the purpose pf
(a)(4) of this section.

(c) The governor’s appointees are subject to confirmation by the
legislature and shall serve at the pleasure of the governor for four-
year staggered terms. Members appointed or designated by bodies or
agencies other than the governor serve at the pleasure of the
appointing authority. Vacancies shall be filled in the same manner as
original appointment.

(d) For the purpose of (a)(4) of this section, "broadly and equitably
representative of the general public” means that the public member-
ship of the commission shall include adequate representation both on
the basis of sex and on the basis of the significant racial, ethnic,
geographic and economic groups in the state.

(e) A full-time postsecondary student shall be appointed to the
Alaska Commission on Postsecondary Education from a list of
nominees submitted to the governor. The governor shall make the
appointment from the list within 60 days after it is submitted. The list
shall consist of the names of two nominees from Alaska Pacific
University, two nominees from Sheldon Jackson College, and two
nominees from each campus of the University of Alaska. The
nominees shall be selected by the students at Alaska Pacific Univer-
sity, Sheldon Jackson College, and each campus of the University of
Alaska. Selections shall be made at elections conducted under rules
established by the Office of the Governor. The term of office of the
student member of the commission is two years. Membership on the
commission is immediately forfeited by a student member who ceases
to be a full-time student. Within 60 days after a vacancy occurs, the
governor shall appoint a successor from those students appearing on
the list of nominees to serve for the unexpired term of the original
appointee. The term "campus" used in this subsection means a portion
of the University of Alaska designated as a "campus” by the Board of
Regents. (8 4 ch 78 SLA 1974; am 8§ 1 — 3 ch 64 SLA 1982; AS
14.40.903; am § 56 ch 6 SLA 1984)



TESTIMONY

POSTSECOKDAPA’ EDUCATION COMMISSION

SEPTEMBER 20, 1977

by

BETTYE L. SMITH, C, A. M.



Office of Education, Washington, D.C., by the State of Alaska, the National
ssociation of Trade and Technical Schools wrote to me that - and | quote -
"Under the plana submitted to the Office of Education by your state, it appears
that there is no proprietary representation on the state 1202 Commission as
required by Section 1202 of the Education amendments of 1972. You and other

schools in your state may wish to look into this matte’ in depth.”

As of January 1977, 49 proprietary representatives were serving otL*r states

on these commissions.

As the bill stands now# not one private or proprietary school outside of

Sheldon Jackson and Alaska Methodist University has right cJ representation

j. che Commission.

Takj a look at the make -,p of the commission. Out of 13 people rot one person
with any proprietary experience is on the commission, yet they will have the
power of life and death over our industry.

We are going to be governed without representation by those who have acknowledged

before us little Or no experience or expertise in the private educational field.

Commissioners have informed us that this bill is the intent of the legislature

to protect the innocent from the education defr uders.

Testimony, was presented which was given presented by Sharon S. Armstrong,
attorney from the Federal Trade Commission, but refers to correspondence schools
and other out of state schools. Yet it is the local schools that must pay

the price for their misdeeds.



I would like t«i make available to the commission a report that will shed some
additional light on the sources of information used by Sharon Armstrong and

the Federal Trade Commission*

Sharon Armstrong indicated the Federal Trade Commission encouraged tho State

to adopt the Education Commission of the States Model Post Secondary Educational

Authorization Act, I have a letter here from the Director of the Education
Commission of the States Richard Millard which specifically states "in relation
to model legislation | think it should be recognize ,t its purpose is to

serve as a mlcH in terms of raising the e.sential i? *S that need be covered.
Neither the Task Force nor the Commission wuld hold to the idea that it should
be adopted in tote* in every state or necessarily in any state without adaption

to the conditions and problems of the particular state. | hope this will clarify

the real intent." Signed lichard K. Millard, Director.

I would like to quote the front page of the Times.

"our main concern is about the educational services promised o the
student:, such as getting a ;)ob after they have completed courses

at C business college,” said Romcsburg.

Being toe only business college in the State of Alaska, how can you, Mr. Romesburg,
make such a statement without first checking our placement statistics. This

to me is a sample of what we private schools v-an expect in the future.



Our gradate records are public and have had better than 95 - 100% placement,

since we started keeping records. These records can be documented.

In 1974t 91.4 percent of the graduates of vocational training available for

work were placed in job3. Sixty to eighty percent of the graduates of the
alternative postsecondary institutions have, in recent years, secured jobs
directly related to their training. t»t only did the majority of those graduated

have jobs, but it now appears that their salaries are competitive with those

of college graduates.

What job opportunities and advantages are there for the student who obtains

a college degree? According to thf bureau of Labor Statistics, the number

of graduates will exceed the number of jobs requiring their skills by 80C,000
between now ar.d 1981". The United States Census Pureau projects that in the
next ten years BO00,0'JO people will graduate from college into a world that

doesn't need them.

In 1975, there were 30,000 law fchool graduates competing for 15,000 jobs.
For several years the colleges and universities have been turning out more

teachers than there are teaching positions. The Department of Labor reports

that three fourtns of the social science tradunxes and two taird.- of the humanities

graduates who came cut of college in the early 1970*3 have had to take jobs
not directly related to their majors. A liberal arts degree has been called

A ticket to unemployment.



One recent, study suggests that as much as 27 percent of the
may now be made up of people who are "overeducatod" for the
The U.S. Office of Education estimates that four out of five
tiite 1970’s will require vocational or technical training but
degree, and the U.S. Department of Labor confirms this with
that 20 percent of the jobs opening in the 1570’s will requi
college degree while ddj.will requirt a high school diploma o
the high school but less than four years of college. Accord
of Labor, the biggest demand during the 1970's will be for s

secretaries.

nation’s work force

jobs they hold.
jobs created in
not a college
its prediction
re a four - year

r training beyond

to the Department

ing

tenographers and

The shorter term program of the proprietory school is possible because of

(1) job specific training and (2) intense instructional programs. Colleges
provide approximately 512 hours of instruction (16 credit hours times 32 we*ks

in an academic year), while proprietary schools average about 900 instruct v.i
hours per year (this is the minimum required by schools approved by the Vjter~ns
Administration), At Alaska business Colleqe ours is higher than that.

The proprietary institutions recognize the need for accountability and believe
that the government and taxpayers should be equally concerned with the performance
of the institutions they subsidize. The welfare of the student is the primary
consideration in education and the student should not be discriminated againc™*
because of regulations imposed o.i the type of schoolflvijchoose” to attend.

In recent VA cases, it appears the lack of diligence on the part of the institution
in taking classroom attendance resulted in claims of overpayment to the student
who is enrolled but not attending classes. If proprietary schools operated



in such a manner, the regulation governing then could not possibly be met.
Certainly nonprofit insitiutions should have at laaat the same scrutiny since
they are artifically supported through taxpayers' money and are, therefore,

less responsive to the checks and balances of the marketplace.

The Times article continues - Although the University of Alaska is exempt,

he said the proposals are not special interest legislation for the State
university. Why should any school in this state be exempt from accountability?
With the millions of dollars of tax payers* money pouring into our public
postsecohdary institutions why shouid they be above accountability? In addition
to the University and all Community Colleges being exempt so are all the trade

unions who arc also in the educational business.

bonding

This type of bonding is a new situation for the insurance companies.

To date my information indicates that any new venture or any school witu soft
financing would have difficulty getting the institutional bond. Those that
could would need $100,000 net worth and 25,000 working capital. It would cost
a soft financed company $4,500 for a school with 251 - 400 students. At this
time Alaska Business College's basic insurance for student protection and other
necessary insurance is costing right at $5,000 for this year, and that does
not include institutional or agent bonding. Insurance companies point out
such items as on page 4 under Institutional minimum standards and ask by whose

standards? That's a value judgment - whose?



It would create the same problem as the medical profession has in Alaska

today.

Our alternative to bonding is to put up our own properties - pledging it to

the state. Please explain how - when all our assets are pledged to the bonding
company or the state - we function with our bankers when we must borrow as

all viable businesses must do from time to time? Whore are the assets - they

are all pledged 1

For eighteen years our school has struggled to grow in stature and strength

for our graduates, we have exceptional programs* national accreditation* and
have been nationally recognized as one of the top quality schools west of the
Mississippi; yet you speak of the protection of the students. What about
protection from anonymous complaints and open complaints of disgruntled students
seeking a diploma without doing the work. My experience has bean that we are
guilty as charged until proven irjioeent even to the extent having to answer
to anonymous complaints as we have during a recent commissioner's visit to

our school.

in conclusion - Private schools are not fighting accountability. We are asking
for fair representation on the Commission. We are asking for the right

operate in a legitimate and fair business climate; not one that expects the
small private school operator to be governed by massive* burdensome* restrictive
legislation while the University, community colleges* and trade union schools
operate without any restrictive legislation just because they axe already above

legislative control.

Pluralism in education is essential to a free society.



UNAPPROVED MINUTES

February 28-March 1, 1986
Juneau, Alaska

Alaska Commission on Postsecondary Education
Box FP
Juneau, Alaska



February 28-March 1, 1986 Meeting
MINUTES

LEGISLATIVE CONCERNS

HB 426 - Adding member to Commission on.Postsecondary Education.

Commissioner Clark moved that the Commission endorse HB 426. Ms. Smith seconded.

The motion carried.
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Introduced: 5/7/85
Referred: Health, Education &
Social Services

IN THE HOUSE BY BOUCHER
HOUSE BILL NO. 426
IN THE LEGISLATURE OF THE STATE OF ALASKA
FOURTEENTH LEGISLATURE - FIRST SESSION
A BILL
For an Act entitled: "An Act adding a member to the Alaska Commission on
Postsecondary Education."
BE IT ENACTED BY THE LEGISLATURE OF THE STATE OF ALASKA:

* Section 1. AS 14.42.015(a) 1is amended to read:

10
11
12.
13
14
15
16
17
18
19
10
21
22
23
24
25
26
27
28

29

(a) There is in the Department of Education the Alaska Commis—
sion on Postsecondary Education consisting of

(1) two members of the Board of Regents of the University
of Alaska designated by the members of that body;

(2) one person representing private higher education in the
state selected jointly by the Boards of Trustees of Alaska Pacific
University and Sheldon Jackson College from among their membership;

(3) one person representing the Department of Education
mmelected by the state Board of Education;

(4) four persons broadly and equitably representative of
the general public appointed by the governor;

(5) one member of the state Advisory Council on Vocational
Education designated by the member:"" of that body;

(6) one person from [AMONG] the members of the local com—
munity college advisory councils appointed, initially, by the governor
until the state Advisory Council on Community Colleges is established
and organized under AS 14.42.030(b); then, one member of the state
Advisory Council on Community Colleges designated by the members of
that body;

(7) two members from the legislature, one of whom shall be

-1 - HB 426



SECTIONAL ANALYSIS

relating to the regulation of
(note: the provisions of
this bill).
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Introduced: 5/7/85
Referred: Health, Education &
Social Services

IN THE HOUSE BY BOUCHER

HOUSE BILL NO. 426

IN THE LEGISLATURE OF THE STATE OF ALASKA

FOURTEENTH LEGISLATURE - FIRST SESSION

A BILL

For an Act entitled: "An Act adding a member to the Alaska Commission on

BE

Postsecondary Education."

IT ENACTED BY THE LEGISLATURE OF THE STATE OF ALASKA:

* Section 1. AS 14.42.015(a) 1is amended to read:

(a) There is in the Department of Education the Alaska Commis-
sion on Postsecondary Education consisting of

(1) two members of the Board of Regents of the University
of Alaska designated by the members of that body;

(2) one person representing private higher education in the
state selected jointly by the Boards of Trustees of Alaska Pacific
University and Sheldon Jackson College from among their membership;

(3) one person representing the Department of Education
selected by the state Board of Education;

(4) four persons broadly and equitably representative of
the general public appointed by the governor;

(5) one member of the state Advisory Council on Vocational
Education designated by the members of that body;

(6) one person from [AMONG] the members of the local com-
munity college advisory councils appointed, initially, by the governor
until the state Advisory Council on Community Colleges 1is established
and organized under AS 14.42.030(b); then, one member of the state
Advisory Council on Community Colleges designated by the members of
that body;

(7) two members from the legislature, one of whom shall be

-1- HB 426



designated by the Legislative Council and one by the Legislative
Budget and Audit Committee;

(8) one person appointed in accordance with (e) of this
section who is a full-time student as defined in AS 14.43.160(2)"

(9) one administrator appointed by the governor from a
proprietary institution of postsecondary education that has an author-

ization to operate in the state issued under AS 14.48.

HB 426 -2-



SECTIONAL ANALYSIS

HB 426 - relating to the regulation of postsecondary
institutions (note; the provisions of HB 602 have been
combined into this bill).

Section 1 Adds to the Postsecondary Education commission
a representative of a proprietary school. Also
clarifies two provisions: 6) deletes the state
advisory council on community colleges because

it does not exist and 7) who appoints
legislative members.

Section 2 Gives the Postsecondary Education Commission
the authority to determine if the charges for
fees, tuition, books and supplies set by

proprietary schools are fair and equitable.

Section 3 Allows the commission to accept property in
lieu of a surety bond for proprietary schools.

Section 4 Conforming amendment with section 5.
Section 5 Allows the Commission to revoke a license to
operate without completing all steps in the

A dministrative Procedures Act for a school
which has gone out of business.

Section 6 Places enforcement of the provisions in section
2 under the Consumer Protection Division of the
Department of Law.

Section 7 Conforming amendment with section 6.

Section 8 Temporary law provision providing that members
of the Postsecondary Commission need not be
replaced because of the provisions of section

1.



STATE OF ALASKA 1956 LEGISLATIVE SESSION
FISCAL NOTE

Revision Date:

REQUEST FISCAL DETAIL >
BillResolution No. : CSHB 426  (HESS) Agency Affected: Department of T.aw
Title : "An Act Relating to BRU : Consumer Protection

Postsecondary Educational

Institutions™

Sponsor: Representative Boucher Components:— Consumer Protection
Requestor:p w k p  pp-qq
Date of Request:, Apr.i-1 2, 19ff

EXPENDITURES/REVENUES : (Thousands of DollarO

OPERATING FY 86 FYy 87 FY 8; FY 89 FY 90 FY 91

PERSONAL SERVICES
TRAVEL
CONTRACTUAL
SUPPLIES
EQUIPMENT

LAND & STRUCTURES
GRANTS. CLAIMS
MISCELLANEOUS

TOTAL OPERATING -n

CAPI1TAL

REVENUE

FUNDING : (Thousands of Dollars)

GENERALFUND -0 - -0 - -0 - -0 - -0 -
FEDERALFUNDS

OTHER

TOTAL

POSITIONS

FULL-TIME -0 -
PART-TIME
TEMPORARY

ANALYSIS ;  Attach aseparate page if necessary

Please see attached analysis.

Prep-ed by: Richard |I. Peques ,IDirector Phone : 465-3672
Division Administrative Services Division Date 4 /7/86

Isu. /11"0/2/
Approved by Commissioner: Harold M. Brown, Attorney Gen 7 4/718 6

AgenCy. Department or Law

Distribution (by Agency preparing Fiscal note):
Legislative Finance
Legislative Sponsor
Requestor

Office of Management and Budget 1 2
Impacted Agency(ies) page of 10/25/85




CONTINUATION of FISCAL NOTE ANALYSIS
For Bill/Resolution No. csHs (HESS)

Section 2 and Section 8 of this bill makes charges set by insti—
tutions for tuition, fees, Dbooks and supplies subject to the
unfair trade practices statutes. In *view of substantial

reductions being made in the consumer protection budget for FY87,

the Department of Lav will have to rely on the Commission on
Postsecondary Education to gather complaints and provide evidence

of alleged wrongdoing before the department could take enforce—
ment actions. Likewise, to the extent that any substantial

enforcement action becomes necessary, the department would
require that the commission transfer funds to the department
sufficient to pay for the costs of enforcement, including the
personal service costs for the attorneys.
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STATE OF ALASKA 1986 LEGISLATIVE SESSION
FISCAL

REQUEST

Bill/Resolution No.: csus 430 (HESS)

Title: Regulating Audiologists. Hearing

Aid Dealers and dispensing of hearing
aids;
SpoNsor: House HESS
Requester:
Date of Request:

NOTE

Revision Date: 4/23/36

FISCAL DETAIL
Agency Affected: commerce & Economic Dev.

BRU: Occupational Licensing

Components:

EXPENDITURES IREVENUE : (Thousands of Dollars)

OPERATING FY 86 FY 87
PERSONAL SERVICES -0-
TRAVEL -0-
CONTRACTUAL -0-
SUPPLIES -0-
EQUIPMENT G-
LAND & STRUCTURES -0-
GRANTS, CLAIMS
MISCELLANEOUS
TOTAIL OPERATING -0-
CAPITAL
REVENUE 1.8

FUNDING: (Thousands of dollars)

GENERAL FUND -0-
FEDERAL FUNDS

OTHER

TOTAL -0-
POSITIONS:

FULL-TIME -0-
PART-TIME

TEMPORARY
ANALYSIS: Attach a separate page if necessary.
The bill

and hearing aid dealers, information
practitioners affected by the bill

hearing aid dealers. Apparently,

Jennifer Strickisr,
Occupational Licensing

Prepared by
Division

Approved by Commissioner:
Agency:

Distribution (by Agency preparing fiscal note):
Legislative Finance
Legislative Sponsor
Requestor
Office of Management and Budget
Impacted Agency(ies)

charges the department with the responsibility of
received
are few-
fly-by-night
consumers as documented by. complaints on file with Consumer Protection
Management Analyst

page

FY 88 FY 89 FY 90 FY o1
-0- -0- -0- -0-
-0- -0- -0- -0-
-0- -0- -0- -0-
-0- -0- -0- -0-
-0- -0- -0- -0-
-0- -0- -0- -0-
-0- -0- -0- -0-
P 1.3 2.0 1.6
i
-0- -0- -0- -0-
-0- -0- -0- -0-
-0- -0- -0- -0-

licensing audiologists
indicates that the number of

12 audiologists and 10 legitimate
individuals have harmed Alaskan

in the

Phone:
Date:

Date:

Commerce and Economic. Development

J of 3



CONTINUATION of FISCAL NOTE ANALYSIS
For Bill/Resolution No. csHB 430 (HESS)

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 $1.4 each year. Of the yearly costs,” $.1 is expected to
be new costs as a result of this legislation, for printing of application and
statute booklets. The remainder consists largely of personal services costs
which would be absorbed by the division through funding already included in the
agency"s operating budget. The fiscal note will be zero.

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. These fees are still estimates at this time.

Revenues were estimated on the following fee schedule:

Application/Credentials Review fee $20

Temporary Permit fee $25

Audiologists License/Renewal fee $50 - quadrennially
eHearing Aid Dealers License/Renewal $80 - 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 91. A detailed
description follows:"

FY 87: Distribution across
12 Audiologists seeking licensure ($50 x 12) = . 6 quadrennial renewal
10 Hearing Aid Dealers ($80 x 10) = .8
22 Application/Credentials Review ($20 x 22) = .4
s 1.8 $ 1.8
- 1.4 costs
.4 balance
FY 88:
Assuming there will be two new applicants
seeking Audiology Temporary Permits ($25 x 2) $ .05
2 new Hearing Aid Dealers:
Application/Credentials Review Fee ($20 x 2) .04
Hearing Aid Dealers License ($80 x 2) .2
10 Hearing Aid Dealers renewing ($80 x 10) .8
$ 1.1 $ .4
+ 11
$ 1.5
- 1.4 costs
$ .1 balance



CONTINUATION of FISCAL NOTE ANALYSIS
For Bill/Resolution N». CSB A3 (UESS>

FY 89:
Assuming there will be two new applicants
seeking Audiology Temporary Permits ($25 x 2) $ .05
2 new Hearing Aid Dealers:
Application/Credentials Review Fee ($20 x 2) .04
Hearing Aid Dealers License ($80 x 2) ,2
12 Hearing Aid Dealers renewing ($80 x 12) 1.0
$ 1.3 $ .1 balance forward
+ 1.3
$ 1.4
- 1.4 costs-
$ 0 balance
FY 90:
Assuming there will be two new applicants
seeking Audiology Temporary Permits ($25 x 2) $ .05
2 new Hearing Aid Dealers:
Application/Credential.”. Review Fee ($20 x 2) .04
Hearing Aid Dealers License ($80 x 2) .2
12 Audiologists renewing ($50 x 12) .6
14 Hearing Aid Dealers renewing ($80 x 14) 1.1
$ 2.0 $ .0
+ 2.0
$ 2.0
- 1.4 costs
$ .6 balance
FY 91:
Assuming there wil ” be one new applicant
seeking licensure as an Audiologist ($50 x 1) $ .05
2 new Hearing Aid Dealers ($80 x 2) .2
_3 paying Application/Credentials Review ($20 x 3) .06
16 Hearing Aid Dealers renewing ($80 x 16) . 1.3
* . $1.6 s .b
t 1.6
? 22
- 1.4 costs
NOTE: $ .8 balance

The revision in this fiscal note from the previous version is in the total
estimated annual costs to administer the function. The original estimate
was"based on $4.5 annually. As a result of adjusting costs in relation t*~
the number of licensees, .tQis revised fiscal note is based on $1.4 annual

expenditures.

pa.ee 3 «f..”



HOUSE
MVJ|ITTEE REPORT

Date referred: J/ 86 FINANCE
FURTHER REFERRALS:

DATE:
HEALTH, EDUCATION AND
HB 430
The SOCIAL SERVICES Committee has considered
"An Act regulating audiologists, hearing aid dealers and the dispensing of

hearing aids."

and recommends:
1 do pass
1 do not pass
1 do pass with attached amer.dment (s)

no recommendation

] replace with do f j [ V] same title

[ ] new title

and recommends dO

[ ] further r '"ferral to the Committee

and attaches: [ ] letter of intent
[ ] first fiscal note
[ ] new fiscal note
[ ] zero fiscal note
SIGNING DO PASS: SIGNING OTHER RECOMMENDATIONS:

/L7

pio. L [E4N 1/'C.



STATE OF ALASKA 1986 LEGISLATIVE SESSION
FISCAL NOTE

Revisiol Date:

re I or a
bill/Resolution No.: CSHB 430 I"L&CY Agency Affected: Commerce & Econ. Dev.
Title: Regulating Audiologists. hearing BRII: Occupational Licensinr
aid dealers and dispensing of hearing
aids
S;.,rnsor: _Wouse labor & Commerce. Components:
Requester:
Date of Request:,

EXPENDITURES | REVENUES : (Thousands of Dollars)

OPERATING Y& O Y87 Y8 K® RO v a
PERSONAL SERVICES -0- -0- -0- -0- -0-
TRAVEL -n- -0- -0- -0- 0-
CONTRACTUAL -0- -0- _0- _0-

SUPPLIES -0- -0- -0- -0- -0-
EQUIPMENT -0- o -0- -0- -0-

LAND & STRUCTURES

GRANTS. CLAIMS

MISCELLANEOUS

TOTAL OPERATING -0- -0- -0- -0- -0-

CAPITAL ]

REVENUE ok

FUNDING: (Thousands ol dollars)

GENERAL FUND -0- -0- -0- -0- -0-
FEDERAL FUNDS -

OTHER

TOTAL -0- -0- -0- -0- -0-

POSITIONS:

FULLTIME 0 n | n L n
PARTTIME I I
TEMPORARY I I

ANALYSIS: Attach a separate page if necessary.
The bill charges the department with the responsibility of licensing audiologists

and hearing aid dealers. Information received indicates that the number of prac-—
titioners affected by the bill are few- 12 audiologists and 6-10 ligitimate hearing
aid dealers. Apparently, fly-by-night individuals have harmed Alaskan consumers as
documented by complaints on file with Coffsuiter Protection in the Department of Law,
Prepared by: .Jennifer Strirkler. Managemf It-AnaIy&t Phone: 465-2144

Division: Occupational T.inonaing Dale: _

Approved by Commissioner: Date:

Agency: Commerce and Economic Development JL

Distribution (by Agency preparing fiscal note):
Legislative Finance
Legislative Sponsor
Requestor
Office of Management and Dudget J Of 2
Impacted Agency(ies) page
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3/17/86
CS FOR HB 430 (LABOR & COMMERCE)
SECTIONAL ANALYSIS
Section 1 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 1in the amended centralized
licensing chapter that are not covered by a board or

co: mission.

Section 0 adds audiologists to the professional designation
reqguirements.

Section 7 adds the following sections to the chapter:

08.11.010 provides for qualifications for
licensing of professional ciudiologists.

08.11.020 addresses temporary license to
practice audiology.

c8.11.03C provides for duration and renewal of
licenses.

08.11.040 provides for display of current
license.

03.11.050 empowers the department to set fees
for licensing.

08.11.060 requires malpractice insurance for

audiologists.

08.11.070 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.

08.11.110 makes violations of prohibited acts
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 is the definition section for this
chapter.

Section 8 adds a nev; chapter to AS 03, 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.
03.55.050 lequires 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
inscrrctional brochure; the dealer's registration number,
specifications, make, model and serial number of the
hearing aid; a clear statement of the .cull 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 wused or reconditioned hearing aid be

clearly labeled as such, and what guarantee may be offered.
08.55.060 requires a medical evaluation prior

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? 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 heuring aid.

08.55.070 provides method of mailing hearing
aids to consumer.

a

to
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, STATE OF ALASKA 1986 LEGISLATIVE SESSION
FISCAL NOTE

Revision Date:
REQUEST Paece 1 of 2 FISCAL DETAIL

Bill/Resolution No.: CSHB 430 fL&O Agency Affected: Commerce & Econ. Dev.
Title: Reeulatinc Audiologists. hearin2 BRU: Occupational Licensing

aid dealers and dispensing of hearing

aids

Sponsor: ..House Labor & Commerce Components:

Requesten

Date of Request:

EXPENDITURES | REVENUES : (Thousands of Dollars)

OPERATING FY 86 FY 87 FY 88 FY 89 FY 90 FY 91
PERSONAL SERVICES -0- -0- -0- -0- -0-
TRAVEL -0- -0- -0- -0- -0-
CONTRXTUAL -0- -0- -0- -0- -0-
SUPPLIES -0- -0- -0- -0- -0-
EQUIPMENT -0- -0- -0- -0- -0-

LAND & STRUCTURES
GRANTS. CLAIMS
MISCELLANEOUS

TOTAL OPERATING -0- -0- -0- -0- -0-
CAPITAL
REVENUE Fkx

FUNDING: (Thousands of doi.ars)

GENERAL FUND -0-
FEDERAL FUNDS

OTHER

TOTAL -0-

POSITIONS:

FULL-TIME D n I n I n n
F " rTIME | |
icMPORARY

ANALYSIS: Attach a separate page if necessary.
The bill charges the department with the responsibility of licensing audiologists

and hearing aid dealers. Information received indicates that the number of prac-—
titioners affected by the bill are few- 12 audiologists and 6-10 ligitimate hearing
aid dealers. Apparently fly-by-night individuals have harmed Alaskan consumers as
documented by complaints on file with Gorfsumer Protection in the Department of Law,
Prepared by: Jennifer Stricklcr. Manapem nalvst Phone: 465-21 i.
Division: ___ -Occupational Tdcensing Date: ~\5 *

Approved by Commissioner: /7J Date:

Agency: Commerce and Economic Developmeit

Distribution (by Agency preparing fiscal note):
Legislative Finance
Legislative Sponsor
Requestor

Office of Management and Budget
Impacted Agency(ies) page Of_2 m



CONTINUATION of FISCAL NOTE ANALYSIS

For Bill/Resolution No. _CSHB 430 qé&c) Page 2 of 2

and the Department of Health and Social Services,

Section. Licensing of Audiologists and hearing
licensure out-weighs the small

the Office of the Ombudsman,
Communicable Disease Control
aid dealers may be one instance where the need for

number of practitioners. .

license 22 people would be minimal. Licensing fees

***(Operating costs to
licensing function.

would also be established to cover the costs of the



3/17/86
CS FOR HB 430 (LABOR & COMMERCE)
SECTIONAL ANALYSIS
Section 1 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 aids 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 for duration and renewal of
licenses.

08.11.040 providej for display of current
license.

08.11.050 empowers the department to set fees
for licensing.

08.11.060 requires malpractice insurance for

audiologists.

08.11.070 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.

08.11.110 makes violations of prohibited acts
class B misdemeanor (actual penalties defined elsev/here)

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 is 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 renewalof
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, when
entering a contract with a consumer for the purchase or
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 right 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
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; 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.

08.55.070 provides method of mailing hearing
aids to consumer.

to



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 infor.in consumer
of consumer's right to cancel purchase or lease of hearing
aid; lists wvalid 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 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
specify, 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 impore.

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 is 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 wunlawful acts and practices section of
Trade & Commerce.

Section 13 adds "dealing in hearing aids" and "hearing aid"
to the AS 45.50.561, the definitions section of Trade and
Commerce.

Section 14 adds "audiologists and audiologist aides"™ and
"hearing aid dealers"” to AS 47.17.090(9) as "practitioners
of the healing arts”



JUaska "atc legislature

REPRESENTATIVE HOM%AE[;)C%))E%I%SS
MIKE NAVARRE KENAI. ALASKA 99611
DISTRICT 5A (907) 203-7813

CHAIR, LABOR &COMMERCE WHILE N RF5SION
VICE-CHAIR, STATE AFFAIRS JUNEAU. ALASKA 99811
(907) 465-389
[louse of Jfeprescntatttics
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. Alyce 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 offeree, 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. A fter this bill passed from
the Labor & Commerce Committee, it came to my attention that
Section 08.55.060 (page 17) is 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,
| feel the language should be tightened up to conform with the
Federal regulations (pertinent pages of the Federal Register

attached).

The other amendments are mainly housekeeping measures.

Thanks for your assistance in this matter.



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

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

Page 17:

Line-6, Section title: delete "HEARING", insert "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, delete "or the audiologist".

Line 25, delete "is not a physician or anaudiologist".
Line 29, delete "hearing", insert "medical" between "c" and

"evaluation

Page 18:
Lines 2 & 3, delete "or a licensed audiologist"
Line 8, delete "or the audiologist"
Line 9, insert "waiver"” before "statement"
Page 22:
Line 10, deleLe "10", replace with "20".

Line 28, delete subsection (e) and reword as follows:

(e) The purchaser or lessee may retain ordispose of the
hearing aid if within 20 days of receipt of the noticeof
cancellation, the hearing aid dealer fails

(1) to collect the hearing aid from the consumer or

(2) to provide the consumer with instructions for
returning the hearing aid by mail.

more...



Page 23:
Revise Sec. 08.55.120 as follows:

TESTING OF HEARING. (a) A hearing aid dealer
may take threshold measurements to determine the need for
hearing aid wuse [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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[Docket NO. 7SP-G222]

Medical Devices; Applications for
Eremption From Federal Preemption
of state and Local Hearing Aid
Reqmrements

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

summary: Massacuuseis Sr.d Rhode
Isiur.d have applied to the Food and
orug Administration for exemptions
from Federal preemption 0f their State
hearing aid requirements. [N this rule the
agency Is responding to these
applications.

effective date: November 10,19S0.
FOR FURTHER INFORMATION CONTACT:
Joseph M. Sheehan. Bureau of Medical
Devices (i-TFX-rCj. Food and Drug
AdminlsLmtion, 3757 Georgia Ave.,
Silver Spring. 2.1D 20310, 301-427-7114.
SUPPLEIVENTARY INFORMATION: In lhe
reder.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 commen™ on the proposal. A
public hearing on the proposal was he'd
on October 10.1979, and interested
persons were given until November 15,
1979, to submit written comments on
matters raised at the hearing.

Elsewhere in this issue of the Federal
Register the agency is publishing a final
rule responding to applications from 1
otiier States and the District of
Columbia for exemption from
preemption for their hearing aid
requirements. Some of the issues raised f
in th2tproceeding arc similar to the /
issues raised Lnthe comments received
on this rule. Because the issues are
discussed in greater detail in that v
regulation, the agency refers interested
persons to the preamble to that final
rule.

1. One comment objected that the
hearing held on the proposed regulation
did not comply with the requirements
for “informal hearing" specified in
section 201(y) cf tha'ac*. (21 u.S.C.
32l{y)). especially section 291(yJ(I}

t- Of]

which requires that the presiding officer
bo someone who hns not pa. licipatcd in
any action which is the subject of lhe
hearing and who is not directly
responsible io anyone who has
participated in any such action. The
comment further objected that the
hearing officer did r.ot conduct the
hearing in an impartial manner.

Section ZGI(y) of the act, which sets
forth the definition of "imformal
hearing.” does not apply to a hearing
conducted under section 521 of the act
(21 'J.S.C. 3G0K). 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 than an
“informal hearing.” The agency believes
that the record shows that the hearing
was conducted fairly and that all parties
had an adequate opportunity to present
their views.

2. Se,-oral comments objected to
FDA’s ..reposal to deny exemption torn
preemption for the Massachusetts
provision permitting waiver of the
requirement of medical evaluation only
if the purchaser’s religious beliefs
preclude consultation with a physician.
Comments also objected to the agency's
proposal io deny exemption from
preemption for the Rhode Island law,
which does not permit a waiver of Lhe
requirement of medical evaluation under
any ctmrastanKTTTfie FDA regulation’
(2 'CFR 391.420) allows an informed
adu.l 13 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 be permitted to waive
the medical evaluation. Opposing
comments agreed with FDA 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 a~pKysician is necessary to ensure
that the organic causes of nearing loss
are'diagnosed and treated property. The

Informed aduh who objects to nedicml
evaluation for fsllgtous OFJJtrsogal’
reasgns should bepfe! tallied thtvaive
the requirement

3. Other comments opposing FDA's
proposal lo deny exemption from
preemption for these waiver provisions
argued that hearing aid dealers ere
abusing the FDA waiver provision.
Some of these comments suggested that
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prospective hearing aid purchasers
waive the medical evaluation
requirement in SOto 35 percent of the
sales of hearing aids, Ifie

Massachusetts blearing Aid Society
surveyed its members and found that Ea-
percent of the sales of IEcsTTresponding
were made to parsons who had obtained
a prior medical evaluation. The Rhode
Island Hearing Aid Society also
surveyed its members and found that 62
percent of the sales of those responding
were made to persons who had obtained
a prior medical evaluation.

FDA has not been presented with any
convincing evidence that the waiver
provision is being widely abused by
hearing aid dealers, i.Te cgency
conducted a survey of State officials to
determine whether they were
experiencing any problems with
compliance with the FDA hearing aid
regulation. Of the 39 States that
responded to the survey, only
Massachusetts stated that it had
encountered major problems with regard
to compliance. However. Massachusetts
did not document its assertion.
Therefore, FDA is denying exemption
from preemption for the-Massachusetts
and Rhode Island waiver provisions.

4. Several comments objected to
FDA's proposal to deny exemption from
preemption for the Massachusetts
provision requiring ahcaringlest
evaluation before the sale of a hearing
aid. The Massachusetts hw requires
that the hearing test be conducted by an
otolaryngologist, a physician, or en
audiologist. Some comments argued that
hearing aid dealers are r.ot 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
eudiometric testing is done as part o! the
diagnostic process.

There is no evidence that only
physicians or audiologists are
competent to measure hearing loss.
Therefore, the agency does not believe
thaTitfs'aporopriate to require c hearjr.g
test evaluation by a physician or an
audiologist before even' calc of p
hearing met. Problems regarding the
competehCj of hearing aid dealers to
measure hearing loss will be adequately!
addressed by strong Slate and local
licensing provisions.

5. Several comments objecting to
FDA's proposal to deny exemption from
preemption for the Massachusetts
provision requiring that a hearing test
evaluation be conducted by a:i
audiologist or a physician argued that
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hearing aid dealers are primarily
interested in selling hearing 2ids and.

therefore, cannot be expected la perionn

unbiased testing. Opposing comments
disputed the implication that many
hearing aid dealers sell hearing aids
when the testing shows that an aid is
not 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.
Although the agency is aware that

there are some abuses in the hearing aid

industry, it has not been shown that
these abuses are so widespread as to
justify requiring a hearing test .
evaluation by a physician of an
audiologist before every sale of a
hearing aid. The agency believes that
the Federal requirements along witn
strihcant Slate andJocallicensing laws
will adequately aariress.abuses.in.tne
hearjr.g-aiH industry!

6. One comment suggested that FDA
should grant Massachusetts an
exemption from preemption for its
hearing test evaluation requirement as
applies to children under the age of 18.

of Feed and Drugs (21 CFR 5.1). Part eQQ
is amer.dad in Subpart C by adding new
58 CC3-T1 and 3C3.09 to read as follows:

. §C03.71 . Ltassasftusetts.

(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 Ltws,

/Chapter S3. Section 72, to Lhe extent that

/

]

it

This comment said that granting such an
exemption would be consistent with the-

agency’s decisions concerning similar
povisions of other State statutes.

FDA agrees with this comment. In the

final rule responding to applications
from 18 other Slates and the District of
Columbia, published elsewhere in thi3

issue of the Federal Register, the agency

is exempting from preemption

requirements of audiological evaluation.

for children under.theage of ILL,
'Audiologists are specially qualified to
assist in the language development and

social and educational growth of a child

with a hearing loss. Consequently,

mandatory audiolop.ical evaluation of a

minor will serve an important public
healin purpose. Therefoie, the final
regulation has been revised to exempt
from preemption die Massachusetts
hearing test evaluation provision to the
extent that it applies to children under
the age of 18.

7. FDA is granting an exemption frorn
preemption for Chapter 93. Section 74 of
the Massachusetts General Laws, which

requires the disclosureof certain
infofmation~tqg,hearingaid purchasers®
oh Lhe condition that in enforcingThis
provision. Massachusetts apply the
definition of "used.heas3ﬂg.aid;’
contained in the FDA regulation. There
were no comments on this provision.

Therefore, under the Federal Food,
Drug, and Cosmetic Act (secs. 521,701.
£2 slat 1055-1053 as amended. 90 Stal
574 (-1 U.S.C. 360.371)) and under

\

authority delegated \b the Commissioner

it resuiras a hearing test.evaluation /otm
chiid under the age of 13. ~ -

(2) Massachusetts General Laws,
Chapter 93. Section 74, except as
provided in paragraph (6) of the Section,
on the condition that, in enforcing this
requirement Massachusetts eppiy the
definition of "used hearing aid" io
§ EOL423(aj(5) of this chapter.

(b) The following Massachusetts’
medical derice requirements are
preempted by section 521(a) of the &ct,
and the Feed and Drug Administration
has denied iherd exemptions from
preemption under section 521(b) of Ihe
act

(1) M assachusetts General Laws,
Chapter 23. Section 72, except as
provided in paragraph (a) of this section.

(2) Massachusetts General Laws.
Chapter 93, Section 74, to the extent that
It requires that the sales receipt contain
a statement that Stale law requfres a
medical examination and a hearing test
evaluation before the sale of a hearing
aid.

8803.£9 Rhode Island.

The following Rhode Island medical
derice requirements are preempted by
section 521(a) of the act r.nd the Food
and Dreg Administration has denied
them an exemption from preemption
under section 521(b) of the act: Rhode
Island General Laws, Section 5-53-2.1,
and Section 2-2, to the extent that
Sec:«on Z2. requires hearing aid
dispensers to keep copies of Lhe
certificates of need.

Effective dale. This regulation is
effective November 10,1930.

(Secs. 571, 701 52 Slat. 1085-1056 as
amended. SOStaL 574 (21 U.S.C. 36a 371))

Dated- October 5.198a
Jere E. Goyan,

Corrvdssloner ofFood and Drugs.
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21 CFR Pnrt'308
[Docket N0.77N-0333]

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

AGENCY: Food and Drug Admimsratior
action: FLnal rule.

SUMMARY: Various States have applied
to the Food and Drug Administration f:
exemptions from Federal preemption 0
their State hearing aid requirements. Ir
this rule the agency grants exemptions
for some Stale hearing aid regefrement
and denies exemptions for others.

EFFECTIVE DATS November 10,1930.

FOR FURTHER INFORMATICS COtCACTt
Joseph M. Sheehan, Bureau of Medical
Devices (HFK-70J. Food and Drug
Administration. 6757 Georgia Ave.,
Silver Spring. MD 209-13. 301-527-7114.
SUPPLEMENTARY INFORMATION:The
proposal upon which this final
regulation is based was published in t!
Federal Register of july 28,1973 (43 FF
33180). Interested persons were initial
given until September 25.1973 to
comment on the proposal. In the Fede:
Register of October 20,197B (43 FR
49015), the comment period was
extended to December 19, ISTo. fri Lhe
Federal Register of October 22,1978 [
FR 49014), the agency also published f
proposed regulation addressing a Nev
Jersey requirement that it hac not
addressed in the July 28 proposal
Interested persons were given until
December 19.13/8 o comment on Lhii
proposal. FDA he.’j a public tearing ¢
these proposed regulations or. Octobe
31 and November 1.1978.

A proposed regulation responding t
applications from Massachusetts and
Rhode Island for exemption from
preemption for their State hearing aid
requirements was published in the
Federal Register of April 13.1579 (44 j
22119). Interested persons were given
until June 12.1979 to comment on the
proposed regulation. This final rule d
not include the agency's response to '
applications from these two States
which is set forth in a final rcle
published elsewhere in this issue of t
Federal Register..

Although FDAJs denying exemptic
from preemption for many”S'.aYe
requirements, it'encouragss tnelstate
reroauTacSiveTn regulating’the neari'r
aicfl™Mustry717/C pariiculagy™”
encouragesriBe States to adept strict
Licensing'laws lo*e3 1a KTTsJTand*rmafir
rfmim imTcOm"\mtcricyTrcuireme ntT.
persons' wTio T esf tor he.ericg los™aqi
select andTft hearing Jids. fDAalsq
encourages fsta*e"ar.d local govemmi
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adapting to a hearing aid and that they
do r.ot repair hearing aids well. Finally,
the comment said the FTC record shows
that hearing aid dealers abuse home
visits. The comment recommended that
independent audiolcgical evaluation
should be required to remedy these
abuses. . u

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
FDA regulation became effective on
August 25.1977. FDA believes that its
regulation has already reduced some
abuses in the industry and that adoption
of the |~TC rule would reduce these
abuses even further. FDA also believes
that stringent State and local licensing
laws will ensure that hearing aid dealers
are competent to test hearing ard to
select and fit hearing aids. The agency
believes that the Federal-requirements.e
along with strong State and local
licensing laws, will adequately address
the abuses in the hearing aid industry
described in the FTC staff report.

frfucale.eoasuaiers about the value of
radical evaluation prjcr.to the purchase

9jThcarFn” sit! 3nd terem
tr'-h'thcinforrhatioajhey.nced lor
oriftcr hearing heajth.care. Statesjnay
uTsisl 'in‘enforcing the FDA hearing”™T
. ~FTiTons by adopting requlrgmexu;
mC TTTcaTTolhe FDA requirements.

frfadclinon to tKe'teslinionjraFtho
P-blic hearing, the agency received
mere than 390 comments on the
proposed regulation. Most of these
comments addressed the issue of
mandatory 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 response to them.

The FTC Rule

1. The Federal Trade Commission
(FTC) also had been studying the
hearing aid health care delivery system
to determine what steps should be taken
lo protect consumers from unfair or
deceptive acts or practices in the sale of
hearing aids. In the Federal Register of
June 24,1975 (40 FR 25546). the FTC
published an "initial notice' of a
proposed L-ode regulation rule for the
hearing aid industry. Public hearings on
the proposed rule were held in various
cities from April to August of 1976. The
presiding officer at these hearings
reported his findings and conclusions on
August 1,1977. The staff then analysed
the record and made its report and
icccmmendation to the FTC on
September 25,1973. Interested persons
were given 60 days to comment on the
staff report. The rule is now awaiting
Final action by the FTC.

* The Legality and Constitutionality of the
Proposed Rule

2. One person combined comments on
the proposal with a petition to amend
the FDA hearing aid regulation.

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

3. One common! argued that the
regulation is illegal and unconstitutional
in several respects. First, the comment
argued that the FDA regulation does not
preempt State requirements for
audiological evaluation because the

The most important provision of the constitutional requirements for
proposed rule is a requirement that the Bree ption set forth in Nines v,
purchaser of a hearing aid be given the avidov. 'tz (312 u.s. 52 (19-51)) are not
right to cancel the purchase for any satisifed—specifically, that a Slate
reason at any time within 30 days of requirement is preempted only ii it
deliver)’, and receive a refund of most of ~ obstructs the "accomplishment and
the purchase price (in effect, a execution of the full purposes end
mandatory tri\i rental period). Other objectives of an act of Congress,” The
important fejtures of the rule are that it ~ comment reasoned that the requirement
would prohibit certain misleading of audiological evaluation before the
claims and rales practices with respect sale of a hearing aid does not relaie to
to hearing aids and would require the the safety or effectiveness of hearing
hearing aid dealer to obtain prior aids and. consequently, does not
express written consent to a sales visit interfere with the Federal re(fulation.
in the buyer's home or office. In section 521 of the act U.S.C.

One comment on the FDA proposal 369K) Congress expressed its purposes
said the FTC record Is replete with -and objectives with respect io the
cvider.ee that hearing aid dealers preemption of State and local medical
receive little training and so are often device requirements. That section
incompetent to test hearing and io select  reflects Congress' intent that the Food,
and Tit hearing aids. The comment also Drug, and Cosmetic Act preempt any
said the FTC record shows that hearing State or local requirement applicable to
aid dealers do not counsal hearing- a medical device that is different from or
impaired persons adequately in In addition to a requirement for the

S7327

device under the acL The State
requirement of audiological evaluation
relates lo the safety or effectiveness of
hearing aids because it h intended to . -
ensure that the purchaser is fitted
properly with a hearing aid that v.ill
benefit his or her hearing ability. This
requirement is in addition,to the Federal
requirements applicable to hearing aids
and would interefere with the execution
and accomplishment of the objectives of
FDA’s hearing aid regulation. Tl.erfcre,
the State requirement of audiologiccl™
evaluation Is preempted in accordance
with'both Hines v. Dayidovritz ar.
section 521 of tho acL

4. The comment further argued that
the Tenth amendment, which reserves to
the States those powers not specifically
granted to the Federal govercent. limits
the power of Congress to regulate
interstate commerce in areas
traditionally regulated by the States,
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 States to enforce the
Federal regulator)' scheme by charging
their State laws io prohibit audiological
evaluations, contrary to the holdings in

Broi\77 v. Environmental protection

Agency. 521 F-2d. 827 (9th Cir. 1975) and

District of Columbia v. Train, 521 F.2d.
97 (D.C. Cir. 1975).

Congress enacted the Medical Device
Amendments of 1976 (rub. L 94-2=3)
pursuant to its authority to rcgilr.te
interstate commerce under Article 1,
Section 8 of the United States
Constitution. Tne purpose of the
amendments is lo ensure that medical
devices are safe and effective. When
Congress determines that it is necessary
to regulate a particular area of interstate
commerce, it m2y also regulate any
incidental aspects of that area that it
believes may affect interstate
commerce. eart of Atlcnta Mete! v.
United States. 379 u.s. 241 (1954):;
Kctzenbach v. McClung, 3P uss. 204
(1976); United States v Darky. 312 us.
ICO (1941). In enacting section 520(e) of
the acb Congress determined that the
safety and effectiveness of certain
medical devices may be ensured only by
restricting their sale, distribution, or use.
Section 520te] of the act, therefore, is a
valid exercise of congressional authority
under the commerce clause. In
restricting the sale o' hearing aids, FDA
acteu in accordance with the authority
granted it under section 520(e).
Therefore. Neither FDA's restrictions on
the labeling and conditions for sale of
hearing aids nor Us decision tor\.ty
exemptions from p-ecmption for State



requirements of amendatory
eudiclcgica! evaluation is in violation of
the Tenth amendment.

FDA’s action is not contrary to the
holdings in Brown v. EPA and District of
Columbia v. Trcin. FDA is not requiring
the States to enforce a Federal
regulatory scheme, nor is it requiring
them to prohibit audiological evaluation.
The effect of FDA’s denting an
exemption from preemption for the
requirement of audiological evaluation
is to make such evaluations optional for
the patient By denying exemption for
this requirement the agency is
recognizing Congress’ intent that FDA
regulations applicable to devices, such
as hearing aids, preempt State and local
requirements that are .afferent from or
in addition to the FDA requirements.

5. The comment also noted that tinder

section 320(e) of the actlFDA may
restrict the use of a device to persons
v.ith specific training, skill, education, ox
experience only if it determines that
such a restriction is necessary to ensure
the safe and eifc. rtive use of the device.
The comment argued that FDA has
made no such hading with respect to the
use of hearing is by audiologists.
FDA is not excluding audiologists
from the use of hearing aids. Because
the FDA hearing aid regulation preempts
Slate laws requiring audiological
evaluation, the States may not require,
as a condition to the purchase of a
hearing aid, that the prospective
purchaser receive an .'udiological
evaluation However, eudiologists 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 603 (21 CFR Part
803). pursuant to v/hich 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
execration are not in accord with the
constitutional standard forpreemptian.
The comment stated that the correct
standard for the agency to apply is first m
to determine whether there is a
congressional intent to occupy he Held,
and then to determine whether the Slate
policy obstructs the full purpose and
objectives of the act orwhether Federal
and Stale policies seek the same
objectives and can coexist. The
comment also stated that in denying an
exemption FDA must show that a
conflict between Federal and State »
regulation would necessarily result if the
exemption were granted. Finally, the
comment stated that FDA has no
authority to consider factors such as
cost and availability of services in

determining whether 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 the test of
implied Federal preemption, the test
applicable where Congress has not
exercised its power trader the
Commerce clause tc expressly declare
Federal law paramount to Stale law. See
Jones v. Rath Peeking Co* 430 US. 519
(1977): Florida Lime &Avocado
Growere, Inc:v. Paul, 373 U.S. 132
(1953); Hines v. Davidowitz, 312 U.S. 52,
56 (1940). In section 521(a) of Lhe act,
however. Congress has expressly
declared that the Federal Food. Dreg,
and Cosmetic Act preempts any State or
heal requirement with respect to Lhe
sa.’ety or effectiveness of a medical
device that is dinerent from or in
addition to a requirement under the act
applicable to tbe device. The test of
implied Federal preemption, therefore,
does not apply. Adoption of the
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 che
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 derice under the acL

The comment's contention that, in
denying an exemption, FDA must show
that a conflict between Federal and
State regulation would necessarily result
if an exemption were granted confuses
the test of preemption with the standard
FDA must apply in deciding whether to
exempt Stale and local requirements
from preemption. As stated above,
section 521(a) of the act specifies Lhe
type or 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 is cot
required to show that a conflict between
Federal and State law would necessarily
result if a Slate requirement were
sexempted from preemption.

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

requiremants £re“ preemption is
discretionary. Congress did not specify
the criteria that FDA. must employ ir.
exercising that cbscretien. In light ci ths
purpose of the act ar.d the Medical
Device Amendment-, however, FDA
believes that in deciding whether lo
exempt a Slate requirement from
preemption it is appropriate lo consider
the effect that granting Lhe exemption e
would have on the public health. The
cost cf medical devices and the
availability of medical services are
relevant factors in assessing the effect
that an exemption would have on the.
public health. Therefore, FDA will
consider these factors in determining
whether to exempt a particular State
requirement from preemption.

7. The comment also stated that m

—proposed § 803ri(d)(5) (21 CFR

803.1(d)(5:;, which prorides that section
021(a) of the act does cot preempt
criteria for payment cf State criocal
obligations under Medicaid and similar
health care programs, is unlawful
beo-.-se section 521(e) of the act
preempts all Stata 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 the*,
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 reist
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- trird-nariy payment
programs, typically establish standards
for the screening and diagnosis of
individual whb5a will receive hearing
aids through publidy funded programs.
These requirements are designed tc
ensure the proper usa of public funds. ¢
Rules and requirements for the
expenditure of cublir' Funds for hearing
alas are~pavmsr.t'criteria~es;ablisriarib

~tKe ~)iayer or purchaser and are not ~r
“requirements vrilh rescecKo a device
within the meaning of section 521?5Tg:
the act. Consequently, these
requirements are net preempted und”™r
section 521(a). It should be noted,
however, thai regardless of the criteria
for paymenL the hearing aid dispenser
required to comply with the FDA
regulation.

0. The same comment also argued th
the proposal to exempt from prsemplic
Stale laws requiring that e hearing aid
purchaser be examined by an
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. .Mrvrcolctfst violated section 520(c)
act. Section 520(c)(1) of the act

.-a- des t™al no restriction placed on a
I::...icc under section 523(c)(1)(B) may
exclude a person from using a device
. .Vly because the person docs not have
:~C training or experience to be eligible
fxr certification by a certifying board
recognised by the American Board of
Medical Specialities or has not been
certified by such, a board.

Section 520(e) of ihe act limits Lhe
restrictions that FDA may place on the
sale, distribution, or use of a device.
That section does not limit FDA’s
authority to exempt State or local
requirements from preemption, nor dots
it provide Lhat FDA cay exempt from
preemption only requirements that )’ bas
the authority to impose. In any event,
although FDA believes that it has the
authority to exempt from preemption the
requirement of examination by an

otolaryngologist, it is denying exemption *

for this requirement because it may be a
barrier to the receipt cf a hearing aid in
areas where ctclaryngolcgists are not
readily available.

Finally, the same comment objected

that the hearing held on the proposed
regulation did not comply with the
requirements of an *informal hearing”
specified ia section 2Dl(y) cf the act (21
D.S.C. 321(yj), especially section

201 (y)(m). which requires that the
presiding officer prepare a written
report cf the hearing to which he or she
shall attach ell written material
presented at the hearing.

An "informal hearing,” as defmedin
section 201(y) of the act, is required only
where the term “informal hearing™ is
specifically usad in the act. For example,
art "'informal hearing” is required under
suctions 333(0). 515, and 516. An
informal hearing is often referred to as a
regulatory hearing 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 for
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 Part 15) of the agency’s
administrative regulations. Indeed, 21
CFR 15.1(b) expressly stales that Part 15
governs any hearing relating ter
exemptions from preemption of
requirements for device.

Audiological Evaluation

Almost ell the comments on the
proposed regulation addressed FDA’s
proposal to deny exemption from
preemption for State laws requiring

nudiologicai evaluation bcfcre the sale
cf a hearing aid to an 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 audiological
evaluation objected' to FDA's conclusion
that eudiolcgical evaluation would not
provide conclusive assurance that Lhe
patient would benefit from
amplification. Seme argued that FDA
should not require that such conclusive
assurance be shown. Many comments
stated that them is widespread
misevaiuation of hearing loss by hearing
aid dealers. The comments also argued
that audiologists are better qualified
than are hearing aid dealers to test
hearing and Lh-\because nudiologists
do not sell hearing aids, ‘hiir
evaluations are unbiased and, hence,
more reliable.

Comments supporting FDA's proposal
to deny exemption to these requirements
stated that mandatory 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
misevaiuction of hearing loss by hearing
aid dealers. Several comments pointed
out that not all audiologists are
unbiased testers because some
audiologists sell hearing aids and, if
audiological evaluation were
mandatory, probably more audiologists
would begin selling them.

After reviewing the conflicting
information in Lhe public record
regarding the predictive value of
audiological testing in determining
whether a patient would benefit from a
hearing aid. FDA bas concluded that
audiological evaluation is not necessary
lo provide reasonable assurance of the
safety or effectiveness of hearing aids.
There is r.o evidence that audiological
evaluation reduces or eliminates any
risk to health presented by a hearing
aid. The primary-r*sk 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-impared patient of the benefit of
appropriate diagnosis and care and
resulting in a detriment to health.
Medical evaluation by a licensed
physician will ensure that all medically
treatable conditions are accuretely
identified and properly freated before a
hearing aid is bought. Potential
problcr..s involving misevaiuation of

orrij

hearing loss or misf.t'Jog cf hearing aids
will be adequately addressed by strong
State and local licensing lavvs for
hearing aid dispensers ar.d by lhe trial
rental period required by the draf: final
FTC regulation. Moreover, there is no
evidence that only audiologists are
competent to measure hearing loss and
to fit hearing aids. Fatally, IDA did r.ot
require that conclusive evidence be
shown that the patient would benefit
from amplification. Rather, Lhe agency
concluded that the requirement of
mandatory audiological evaluation
would increase the cost of obtaining a
hearing aid without providing any
conclusive assurance Lhat Lhe patient
would benefit from amplification.

11. Many comments challenged FDA’s
conclusion that mandatory audiological
evaluation would :ncresse Lhe cost of a
hearing aid. These comments reasoned
that if an audiological evaluation were
done, Lhe hearing aid dc-aler would not
have to perform further testing. Other
comments the low cost of hearing
aids in certain public dispensing
programs that require audiological
evaluation, such as Lhe Veteran's
Administration. Many comments argued
that mandatory audiological evaluation
would result in a net savings to Lhe
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 lo deny exemption from
preemption for State laws requiring
mandatory audiological evaluation.
Many hearing aid dealers stated that
they do not reduce the cost of a hearing
aid by the cost of an cudiological
evaluation if such an evaluation has
already been made because they cannot *
rely on testing done by an audiologist
with whom they are not 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 they would r.ot.
Many of the comments that purported to
show that audiological evrluation would
reduce the cost of a hearing aid actually
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described governmental or clinical
programs where any savings were
attributable to the fact that the program
was nonprofit and not to the fact that an
audiological 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 cases. It is not dear what the
predominant effect cf such a
requirement woulcNse. FDA believes
that the amount of unnecessary costs
that may be incurred as a result of
misevaiuation of misfitting would De
reduced more effidendy by stricter
Sta’e licensing law's and a trial rental
period as required in the draft final FTC
regulation than by mandatory
audiological evaluation.

12. Many comments agreed with
FDA’s condusicn that audiologists are
not readily available in certain areas of
the counby. 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 lo 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 audiologist3 may
be readily available in and around large
cities, 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 one.

After considering all the factors
discussed above. FDA has’decided to
deny exemption from preemption for
State and local laws requiring
audiological evaluation before the sale
of a hearing eid to an adult. It has not
been shown 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 Bn
additional barrier to the receipt of a
hearing aid in those areas of the country
where audiological services are scarce.

The agency would like lo set aside a
few apparent misconceptions. Neither
lhe FDA regulation on hearing aids nor

lhe agency’s decision in this regulation
to ceny exemption from preemption for
state laws requiring mandatory
audiological evaluation. Audiologists
may continue to test hearing before the
sale of a hearing aid. FDA does net
guestion the competency of audiologists.
Indeed, FDA recGgnizas that the
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 to refer patients
to an audiologist when necessary.
Likewise. FDA's decision to deny
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 i3
not necessary to require that this testing
be dene by an audiologist to provide
reasonable assurance of the safety and
effectiveness of hearing aids.

13. Comments from physicians,
audiologists. and hearing aid dealers
supported FDA's proposal to exempt
from preemption State requirements of
audiriogicai evaluation for children.

FD A agrees with these comments and,
therefore, is granting exemption from
preemption to State laws requiring
audiological evsulation before the sale
of a hearing aid to a minor. Audiologists
are specially qualified to assist in the
language development and educational
and :ocial growth of a child with
hearing loss. Consequently,” mandator/
audiological evaulatscn of a minor will
serve an important public health
purpose.

Waiver

14. Many comments addressed the
issue of waiver of medical evaluation.
The FDA regulation permits any
informed adult 18 years or older lo
waive the medical evaluetion
requirement Some State laws do net
permit a waiver 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 frcm preemption for those
Stale and local requirements that either
do not permit awaiver of a medical
evaluation requirement or permit a
waiver for religious reasons only.

Some comments favoring exemption
from preemption for State laws limiting
or prohibiting waiver of medical
evaluation argued that medical
evaluation is absolutely necessary’ ar.d,
therefore, that a waiver should not be
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permitted. Other comments suggest:
that only pcrocr.s with religious
objections should be permitted ta w
the medical examination. Several
comments stated that it ia easy for
hearing aid dealers, eager to maka a
sale, to induce the purchaser to war
medical evaluation without violation
FDA regulation by actively encoura:
the waiver. Other comments said
hearing aid dealers are widely abus
the waiver provision. For instance, i
Attorney General of Massachusetts
asserted that prospective bearing si;
purchasers waive the medical
evaluation requirementin £5 percsm
the sales of hearing aids in
Massachusetts.

The comments supporting FDA’s
proposal to deny exemption from
preemption for Slate requirements
limiting or prohibiting waiver of met
evaluation generally agreed with FD
Lhat informed adults should r.ava tii
freedom to waive medical evaluaclc
One religious group argued that fail;
to allow waiver of medical evaluate
would violate the rights of its memb
Many comments disputed Lhe cone:
that Lhe waiver provision is being
widely abused. One comment pcir.ti
out that most of the waivers ideciifi
a recent New York study were exert
by persons who already owned a
hearing aid, and that only ) percent
the persons purchasing a hearing ai:
Lhe first time waive medical evalust
This was confirmed by a limited r e
in Massachusetts, which showed Lhe
only 8 percent of first-time users cfi
hearing aid waived the requirement
medical evaluation.

FDA believes that, before purcc.es
a hearing aid, all pr scective hesrir.
users should obtain a medical
evaluation cf hearing loss to determ
whether any conditions exist that cc
be corrected by medical treatment ¢
surgery. FDA recognizes, however, t
the risk to health posed by hearing i
arises from the failure lo obtain
beneficial medical treatment rathe:
from wearing a hearing aid. FDA
believes that any informed adult w>
objects to medical evaluation for
religious or personal reasons sfrc-elc
permitted to waive the medical
evaluation requirement.

FDA has not been presented with
convincing evidence that the waive
provision is being widely abused bv
hearing aid dealers. Tne Atlcrr.cy
General of Massachusetts provided
evidence to support its daim that tf
waiver privilege is beir.g exercised
percent of ihe sales cf hearing aids
that Commonwealth. FDA undertoc
survey of Attorneys General and
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j thaler licencing boards to
whether they were

M -'—cine anv problems w;th
'-tvur.ee with the FDA regulation. Or
1. Jnstates that responded to thss

«tmcr.ly 19 provided FDA with

-->ricr. pertaining to dealer
iar.ee with the regulation. Twenty-
these 31 States indicated that
b,y h:d net received complaints or
t information regarding dealer
c.rr.pliutme with Lhe regulation, although
fj\v of thasa 35 States related
u'-.substantiated rumors of
r.ur.corr.pliance. Six cf the 31 States
r.-spending to the survey indicated that
mjjry had encountered problems
involving ccmplianca with FDA
fi ga’ution but cf thmse six. only
Massachusetts stated that compliance
problems were more common than
isolated incidents. Therefore, FDA Is
denying exemption from preemption for
Stutc 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 an individual would
have great difficulty obtaining a medical
evaluation because cf the lack of a
physician in the area.

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 from
preemption for these State requirements.
FDA believes that an informed adult
should be permitted lo waive a medical
evaluation even if one of these
conditions is present. Tne existence of
such a condition does net necessarily
mean that the individual could not
safely benefit from using a hearing aid.
Moreover, the FDA hearing aid
regulation requires that the User
Instructional Brochure contain a
statement warning bearing 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. IDA expects lhat
hearing aid dispensers will be
conscientious in impressing the
importance of a medical examination
upon prospective users exhibiting any of
these symptoms. .

16. Many Stales, while not requiring
that the purchaser be examined by a
physician, require hearing aid
dispensers to advise in writing a
propr.eelive purchaser who has one or
more of certain listed medical

conditions to consult with 2 physician.
Seme Stale: else require that the
hearing aid dispenser furnish the
prospective purchase: with the r.arr.es
end addresses c: physicians cr
otolaryngologist; in the ares. FDA has
prepared to deny exemption from
preemptions fcr these requirements.
These requirements are more stringent
than the FDA regulation because they
require the dispenser to advise the
prospective purchaser in writing. This
requirement places only a slight
additional burden cn the dispenser and
does not conflict with the FDA
requirement Therefore, the agency is
exempting these requirements from
preemption. FDA’s requirements with
respect to medical evaluation and
waiver still apply in these Stales.

Disclosure Requirements

17. Many State regulations require
that the bearing aid dispenser provide
the purchaser with certain information
at the time of sale. Most States require
that this information be included in a
sales receipt while some States require
cnal the Information be included on the
package. Much of the required
information relates to the terms of sale
and r.ot to the safety cr Effectiveness of
hearing aids. Tc this extent, these
eprovisions arc not preempted and.
consequently, are not candidates for
exemption. Many cf thesa provisions,
however, do relate to the safety cr
effectiveness cf hearing aids and, -
therefore, are preempted. These
preempted provisions generally require
that the receipt state whether the
hearing aid is new. used, cr
reconditioned. Many States 3Iso roquirr
that the receipt or packaging include a
statement lhat a bearing aid will r.ot
prevent or improve crgamc causes of
hearing less.

Several comments objected to FDA's
proposal togrant exemptions to the
preempted State requirements described
above. The comments a’rgued that the
User Instructional Brochure required by
the FDA regulation contains all of tne
information the consumer needs and,
consequently, that it is unnecessary to
require that the information be included
on the sales receipt and cn the
packaging as well. Manufacturers of
hearing aids also objected that
permitting certain States to require that

- specific statements be placed on the
packaging of a hearing aid would create
an unreasonable burden because they
do not always know the ultimate
destination of every hearing aid
package.

These requirements are more stringent
than the Federal requirements. FDA
believes that the additional information

"TBd

required by these Slale previsions may
be useful to the consumer ar.d will r.ot
impose a significant burden Dr. the
hearing aid dispenser cr manufacturer.
Although some of the information
required to be included cn the receipt Ls
also contained in the User Instructional
Brochure. FDA believes that inclusion of
the information in both places wll
Increase the likelihood that it is brought
to the attention of the consumer.
Moreover. Lhe additional information
required to be included on the packaging
can be added at the time of sale.
Therefore. FDA is granting exemption
fronrprecmption fcr these requirements.

.To ensure uniformity, the agency is

requiring that the States apply the
Federal definition of "used hearing aid"
{21 CFR 801.420(a)(5)) in enforcing their
disclosure requirements.

Arizona

18. As proposed, FDA is denying
exemption from preemption for Arizona
Revised Statutes (A.R.S.), Chapter 17.
Section 35-1901.7(s) and its
implementing regulation. Arizona Cede
of Revised Regulations (A.C.R.R.). Tide
9. Article 3, R-9-16-303. 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 or the child to waive
the medical evaluation requirement.

Several comments opposed FDA's
proposal to grant exemption lron
preemption for A.R.S. Chapter 17.
Section 36-1501.7(1) and its
implementing regulation. A.C.F..R. Title
9. Article 3. R-9-1G-304. These
provisions require that a prospective
hearing aid user with a significant air
bone gap or apparent unilateral
sensorineural hearing loss receive an
audiological evaluation, although they
permit a waiver of Lhis requirement. Tha
comments argued that this Stale
requirement placer, audiological
evaluation on a par with medical
evaluation and that this is inconsistent
with the position of FDA that
audiological evaluation is r.ot 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 audiological evaluation is
as important as medical evaluation.

FDA agrees with those comments sr.a
therefore, is denying exemption from
preemption for these provisions.

California

19. Section 2&4G3fm) of the California
Health and Safety Code provides that it
is unlawful to advertise ar.y drug or
device represented to have an effect on



<IDAREGULATIONS FOR HEARING AIDS

tjHOl.420 Hearing aid devices; profrs'ionil and patient
i»beling. . A .

(a) Definitions for the purpose:, ol the* section and
CMI1.-121. (1) "Hearing aid" mrans any wearable
instrument or device designed fur. cifferiif lor the purpose
of. or represented as 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 special train-
ing to diagnose and treat hearing loss. Such physicians are
also known as otolaryngologists, otologists, and otorhino-
laryngologists.

(3) “Dispenser” means any person, partnership, corpor-
ation. or association engaged in the sale, lease, or rental of
hearing aids lo any member of the consuming public or any
employee, agent, sales person, and/or representative of
such a person, partnership, corporation, 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-
ments for licensure.

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

(G) “Used hearing aid" means any hearing aid lhat has
been worn for any period of time by a user. However, a
hearing aid shall not be considered "used" merely because
it has btyjp 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 a hearing aid health profes-
sional selected by the dispenser to assist the buyer in
making such a determination.

(b) Label requirements for hearing aids. Hearing aids
shall be clearly and permanently marked with:

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

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

(c) labeling requirements for hearing aids — (1)
General. AIll labeling information required by this
paragraph shall be included in a User Instructional
Brochure that shall be developed by the manufacturer or
disl :bulor, shall accompany the hearing aid. and shall be
proviu® J to the prospective user by the dispenser of the
hpnring aid in acmrdnn.-e with 8xn2.-t:M (r). The User
Instructional Brochure accompanying each hearing aid
shall contain the following information and instructions for
use, to the extent applicable lo the particular requirements
arid characteristics of the hearing aid:

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

(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:

(a) Use of the bearing aid.

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

r*| bring tubing on those hearing aids l.ut use tubing, and
ip .storing the hearing aid when it will not be used for an
extended period of lime.

er) lleplacmg or recharging thr batteries., including a
g- nerir designation ol replacement batteries.

tv) Information on how and where lo obtain repair
servire. inrlutling at least one specific address wKenTITie
users can go. or send the Ticaring aTJ to. to ohlain surh
r-gmir servire.

lvi) A description of rnmiminly occurring avoidable
renditions that could adversely affect or damage the
hearing aid. such as dropping, immersing, or exposing the
hearing aid to excessive heal.

(vii) ldentification of any known side effects associated
with the use of a hearing aid Ihat may warrant consulta-
tion with a physician, e.g.. skin irritation and accelerated
accumulation of cerumen (car wax).

lviii) A statement lhat a hearing aid will not.restore.
nnrm.ilhgaciqg.and will not prevent or improve a hearing
impairnienLrLsufiing from orgaoic .cufldiUuc.s-

liT) A statement that in most cases inbrerjucnt_usg_pf @
hearing .aidjlvrs notumika_W cr to attaigJuUJaeaefit
from it.

(x) A statement that the use ofa hearing aid is onlyjtarl
of hearing habilitating and may need to be supplemented
by auditory training and instruction in lipreading.

(xi) The warning statement required by paragraph jc)
12) of this section.

txii) The notice for prospective hearing p id 5££]
required by paragraph Ic) l3)’oTtIiiT'soction.

Ixiii) The technical data required by paragraph (cl (4) of
this section, unless muii data is provided in separate
labeling accompanying lhe device.

12) 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 consult promptly with a licensed

.physician (preferably an car specialist) before dispensing a

hearing aid if the hearing aid dispenser determines
through inquiry, actual observation, or review of any other
available information concerning the prospective user, that
the prospective user has any of the following conditions:

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

(iil History of active drainage from the ear within the
previous 1)0 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 90 days.

(vi) 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-
tion or a foreign body in the ear canal.

iviii) Pain or discomfort in th» ear

Special care should be exercised in selecting and lilting a
hearing aid whose maximum sound pressure level exceeds
132 decibels because there may be risk of impairing the

‘remaining hearing of the hearing aid user. tThis provision

is required only for those hearing aids with a maximum
sound pressure capability greater than 132 decibels (dR).

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

IMPORTANT NOTICE FOR
PROSPECTIVE HEARING AID USERS
Good health practice requires that a person with a
hearing loss have a medical evaluation by a licensed
phyr.n ian (preferably a physician who specializes in
diseases of the ear) before purchasing a hearing aid.
Licensed physicians who specialize in diseases of the car



ot --hitmlaryngologiMs. The purp"M' "I medical evaluation.

i< in a\>ure lhal nil int'dirnllv treatable mntliliuti* that
“may affect henriii): are identified anil trealeil before lhe
hearing aid is purchased.

Following the nieilical evaluation. the ptiysirian will give
y.in 3 writ ten statement Dial slates that ynur hearing Inis
has liern liieilieally evalualcil and Ihal yim may lie
considered a ramliilale fura hearing aid. The physician will
refer you In an audiologist or a hearing aid dispenser, as
appropriate, for a hearing aid evaluation.

The audiilngist or hearing aid dispenser will conduct a
hearing aid evaltialion to assess ynur ability tu hear with
and without a hearing aid. The hearing aid evaluation will
enable the audiolngi.st nr dispenser lo select and fit a
hearing aid to your individual needs.

If you have reservations about your ability to adapt to
amplification, you should inquire about the availability of a
trial-rental or purt-hase-oplion program. Many hearing aid
dispensers now offer programs lhat permit you lo 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 of hearing aids to lluse
individuals who have obtained a medical evaluation fro a
licensed physician. Federal law permits a fully informed
adult to sign a waiver statement declining the medical
evaluation for religious or personal beliefs Ihal preclude
consultation with n physician. The exercise of such a
waiver is not in your best health interest and its use is
strongly discouraged.

Children with Hearing Loss

In addition lo seeing a physician for a medical evalua-
tion, a child w-ith a hearing loss should be directed to an
audiologist'l-iP ft .ili::i; lor, ano ren.miluation since hearing
loss may cause problems in lanvnavi- rt'-velop.mnnt and the
eiliic.ilional anil snrj.il growth a child. An audiologist is
qualtiied by training and cxp'-rn-mv to assist in the
evaluation and rehabilitation of a rluld with a hearing loss.

(4) Technical data. Technical data useful in selecting,
fitting, and checking the performance of a hearing aid shall
be provided in the User Instructional Brochure or in
separate labeling that accompanies the device. The
determination of technical data values for the hearing aid
Libeling shall be conducted in accordance with the lost
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 libeling shall include the
appropriate valurs or information for the following
technical data elements as these elements are defined or
used in such standard:

lil Saturation output curve (SSI'L 90 curve).

(iil Frequency response curve.

(iii) Average saturation output IMF-Average SSPL 90)

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

(v) Reference test gain.

(vi) Frequency range.

(vii) Total harmonic distortion.

(viii) Equivalent input noise.

(ix) Battery current drain.

(x) Induction coil sensitivity (telephone coil aids only).

(xi) Input-oulpul curve (ACG aids only;.

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

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

(6) Statement!, in User Instructional Brochure other
*him lhose required. A User Inslruc'.-’onal Brochure may
contain statements or illustrations in addition to those
required by paragraph (c) of this section if the additional
statements:

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

(ii) Are not prohibit’ ihis chapter or by regulations
of the Federal Trade inn.

Id) Submission = loreach type of hearing
aid. Any mamifn aring .lid described in
paragraph (a) of | | submit to the Food and
Drug Adminislrat of Medical Devices and

P757 tlrorgi.i Ave.. Silver Spring, MU2091U, a copy of the
fsi-r Inslrurlimi.il Brochure described in paragraph <) of
:liis section and all other Lih-jmr f-1  -L ITr~Til™irinj’
aid un or hefnreA jo f1977.

-mMI1.4111 H/Kring aid devices; conditions lor *»le.

Lil McNiml evaluation requirement» — HI Ueneral.
K'trtjn as provided iii |kiragraph la) (2) of this sortion, a
lo-Ving aid dispenser shall not sell a hearing aid unless the
prospective user has presented to the hearing aid
el/spenser n written statement signed by a licensed
ijiysician that states that the patient's hearing loss has
liven medically evaluated anil the patient may be
cobsidered a candidate fur a hearing aid. The medira
cvallhvimn must have taken place wiLhin the precylxfg6
months.

(2) Waiver toTfrr medical ov loBtnflITTequirfinenU. If
the prospective hearing aid user is 18 years of age or older,
the hearing aid dispenser may afford the prospective user
an opportunity lo waive the medical evaluation
requirement of paragraph (a) (!) of this section provided
lhat the hearing aid dispenser

(1) Informs the prospective user lhat the exercise of the
waiver is not in the user's best health interest;

(ii) Does not inany way actively encourage (.he prospec-
tive user lo waive such a medical evaluation: and

(iii) Affords the prospec.ive user the opportunity to sign
the following statement:

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

that (he Fond and Drug Administration has
determined lhal my best health interest would
be served if | 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. |1 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 hearing aid to a
prospective user, the hearing aid dispenser shall:

I1) Provide the prospective user a copy of the User
Instructional Brochure for a hearing aid that has been, or
may be 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 prospective user an opportunity to read
the User Instructional Brochure. Te

(c) Availability ol User Instructional Brochure — (1)
Upon request by an individual who is considering purchase
of a hearing aid, a riispcnsrr 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 that a User Instructional
Brochure accompanies each hearing aid, a mani facturec or
distributor shall w-ith respect to any hearing .aid lhal he
manufactures or distributes:

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

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

Id) Recordkeeping. The dispenser shall retain for 3
years after the dispensing u[ a hearing aid i itopy of any
written statement from a physician rcqu red under
paragraph (a) ID of this section or any written'stalement
waiving medical evaluation required under paragraph (a)
(2) (iii) or this section.

(e) Exemption for group auditory trainers. Croup
auditory trainers, defined as a group amplification system
purchased by i qualified school or institution fur the
purpose of communicating with and educating individuals
with hearing impairments, arc exempt from the
requirements uf this section.
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BLLSHHED GOHERNR

DEPARTMENT OF ADMINISTRATION POUCH C. M.5. 0209

JUNEAU. ALASKA 998(1
PHONE: (907) 465-3250

OLDER ALASKANS COMMISSION

February 12, 1986

Representative Navarre
Alaska State Legislature
Pouch V

Juneau, Alaska 99811

Dear Representative Navarre:

The Older Alaskans Commission appreciates your sponsorship of House Bill No. 430
to regulate audiologists, hearing aid dealers and the dispensing of hearing
aids. The Commission endorsed protective legislation for consumers of these
products and professions last fall. This action was taken due to our personal
knowledge of significant problems iIn this area.

We will inform older Alaskans of the importance of supporting the effort now
represented by this bill. Do not hesitate to contact our executive director,

Jon Wolfe for any assistance we may provide.

Sincerely,

Peggy Burgin Chair
Older Alaskans Cormiission

cc: Older Alaskans Commission
Jon Wolfe



Rebecca J. Goodman , _
Associate editor, Senior Voice
P.0. Box 211604

Auke Bay, Alaska 99821

Pat Malone

Legislative aide

ouse of Representatives
Alaska State Le Islature
Pouch V X

Juneau, Iaska 0811

Dear Mr. Malone:

| wish Older Persons Action Group could tell you exactly
how many older consumers have been victimized by unscrupulous
hear|n% ald dealers in Alaska, Unfortunately, no one knows for
certaiil the extent f the problem. “Not many “victims" find it
easy .to admit that ¢ X e been "taken" and not many are willing
to admit that they hav a hearing problem.

However, what we do know about the problem is this: Nearly
a dozen older consumers have contacted Older Persons Action Group
offices in Anchorage over the past two 8ears to complain that the
lost nmne* (in amounts ran%mg from $80 0002 to hearing a
salespeople Eboth establis bustnesses ang doot—to-door sales-
men) for worthless aids or non-delivery o S.

T

Che older woman told us she'd lost more than $1,800 to
hear|n% ald dealer Louis DeLeg e of Anchorag g sk| ped town
with her mone¥ and failed to deliver the pufchase DeLeg?
was responsible for a majority of complaints DPAG recmved la
year reqard|ng hearing aid fraud, but Delegge is by no means the
on h prit involved in, these scams. [t's fmportapt to note that
without consumer protections in place in Alaska, these abuses could
easily happen again and a ain to consumers For this reason, Older
Persons Action roug rs Reg Mike Navarre’s efforts to bring
about strong legis] t|ve measure to regulate hearing aid sales
practices | th state.

Sincerely,

tfoicer
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DEPARTMENT OF LAW " NATOM 1 CINTE ¢
suite
*al«Eah»-s_Alaska Q)QBZ

OFFICE OF ATTORNEY GENERAL p*0*»E 1927 4i>6-eset

CONSUMER PROTECTION SECTION ii puller Bloc
df* I h ARRiS SUITE <1*

September 23, 1985 - POUCH)

» 99e"
PO 16071065 256
ETOATSJEOQOéJ?f[)TnOL/SE ROOM
Department of Hgalth VALDIZ ALASKA 07466
and Social Services RNQHi ™ (9071636-2462

Communicative Disorders Program
1231 Gambell Street
Anchorage, AK 99501-4627

Attention: Dr. David Canterbury

RE: Hearing and Consumer Complaints

Pear Sir:

Enclosed please find copies of consumer complaints
received by our office during fiscal year "85 that involve hearing
aids. All of these complaints (except the Wrangell Publishing,
Inc,, complaint) have been either resolved, or closed/unresolved
due to our inability to Jlocate the respondent or elicit his
cooperation.

We noticed your article 1in the August edition of the
"Senior Voice", andbelieve these complaints may support you and
your efforts withrespect to HB-430. For vyour information, a
major problem 1is that the businesses are often closed and the
owner somewhere out-of-state by the time the complaint reaches our

office. Needless to say, this situation interferes with, and
sometimes precludes any efforts on our part to resolve these
matters. IT the complaint involves defective merchandise, we are

sometimes able to obtain restitution through the manufacturer.
However, if the problem is with a distributer who has accented
partial or full payment for merchandise not delivered, there 1is
little this office can do.

We hope this information 1is helpful to you. If you
have any questions, please feel free to call.

~ 1" Sincerely,

HAROLD M  BROWN
ATTORNEY GENERAL

Duane L. Sipary
Paralegal Assistant

DLS/np



XOepartSBDj ct Law

ApricF-A CONSUMER rnupt aint
flg S 1 JULASM
. ATTORNEY f FNFRAT. \L LosStt’
Office ol the Attcroey G ® s*I
ANCHORAGE r/rrnw Pn3t*2fflaJmOWS JUNEAU VALDEZ
Machenge, AleiQ —
1031 V. 4th 1st National Cet.ter S.S. fuller Sldg. P. 0. 3o0ox 671
Suite 110 100 Cuehocn, Ste.400 4th 4 Harris.Ste.214 Valdez, AK
Anchorage, AK Fairbanks, AK Pouch K 99686
99501 99701 Juneau. AK 99811 835-2462
279-0428 456-8588 465-36092
1WISH.TO FILE A CONSUMER COMPLAINT AGAINST THE PERSON OR COMFANY NAMED IN 7 BELOW. 1REALIZE THAT A COPY OF THIS COM-
PLAINT WILL BE SENT TO THE PERSON OR BUSINESS THAVE COMPLAINED OF. IPLSA™E TYPE OR PRINT)
t.name  HINES LLOYD W, A TODAY'S DATE A AN
Lmi Fiat Ml
3.MAILING ADDRESS Ity STATE ZIP CODE
4100 BRYN MAUR CT. ANCHORAGE ALASKA ohSna
A HOME ADDRESS Il dlttwtntl cITy STATE ZIP CC"t
6. HOME TELEPHONE NO. 6. BUSINESS TELEPHONE NO.
333-7632 333-9411
2. NAME OF THE PERSON o - COMPANY complained about. NAME 0> SALESPERSON:
COSTOM HEARING AID CENTER THOMAS S. GARCIA
B.COMPANY'S AOORESS. Ity STATE ZIP CODE
3136 NEW SEWARD HIGHWAY ANCHORAGE ALASKA Q9503
. COMPANY'S TELEPHONE NO. 10. DATE OF TRANSACTION
274-7330 September 6. 1963
11 WERE YOU ATTRACTED TO THE SERVICE OR PRGDUCT BY AN ADVERTISEMENT? IYES  fcfoo
12, IF YES. WHEN AND WHERE DID YOU SEE THE ADVERTISEMENT?
13.WAS A WRITTEN CONIRACT SIGNED? G YES o NO
14 HAVE YOU COMPLAINED TO THE INDIVIDUAL OR COMPANY7 15. IF YES. NAME OF PERSON TO WHOM YOU COMPLAINED.
CIYES QOno
16. HAVE YOU CONTACTED A PRIVATE ATTORNEY: 17, IF YES. NAME OF ATTORNEY.
CIYES QOne
18. ISTHERE A COURT OR ADMINISTRATIVE PROCEEDING IS. IF YES, NAME COURT OR AGENCY.
PENOING?
o YES G no
AUTOMOBILE REPAIR ONLY
20.Di»-xauREauEST a signed coreof repairsto be maoe? OVYEL Cno
010 YOU REQUeST'-AIATHTTEN PRICE estimate? OYES  Ohno
DIO COSTS EXCEED WRITTENISTIMITE? OYES  Cino
WERE YOU NOTIFIED OF AOOITIONAL COSTStBFGHE WORK ,
DONE? _OjLHT" otur
DID YOU REQUEST THAT REPLACED PARTS BE RETURNED mQyes  Clno
Please state thg”yeafTmake, model name and
V.IN. éyfnmrle Identification No.) of your
autor*tCheck your registration papers. Year 7707

1 hereby certify that 1 nave read the inTormation contained 1In %his complaint and that all of

the information” | have given Is true and complete to the best Ol
and belief. | further authorize the Attorney General to use this

necessary and proper.
J h P
T SImature

On the reverse sloe of this font
Summarize your complaint. Be brief,
But complete.

m?/ knowledge, information
nformation as he deems

f



,  HOtVTO WRITE YOUR COMPLAINT:

Sesit thebegming Desmbed! teaeminthe atk they hgpenead
Rt coan the remes of eny Winesses
m ane?eqfe%yépnmsmhmagdanoramywmmert induoing the canelled cheds, agies

; HAE A HEARING LOSS AD | 'm HEARNG HFAPINE AIDS, put & hay* SFAPHHT,

RP SIJ\/EH-II\GBEITER THMS S GIROA VKD CALS HKSHC "CUSTOM HFARNG MD
(EANTER' STATED HS HEARNG PIFS VERE QOVAUTERS AFTER \AVIVEE THRH QUT, | FOINh.
THM 10 B VERY INFRCR TO VAT | HOD BEN USNG. DB TO THE FACT THEY DD NOY
ALTER QU BAKEROND NOSE | ANALLY RETURNED THEE HEARNG ADS TO HIM.__

AR AL CALS K TO HIK, HE GAUD NOT TAK HE INTO' CONTINUUM WTH
THM 0 H ANALLY ARED 70 FREPARE ANOTHR PAR. | INCRVED HM | WS GONG
SUH P A FBV MONTHS AD HE ARED TO SBD THE NIWQNE) OME TNARR
RECAVED THE HEARING AIDS AD RN RETLRN TO ANCHORIGE. APPROXIMITELY HY 1, 19S-
R GROA OFHCE & AL VR G AD H LEFT NO FORAARONG ADCRESS

| AG.7ID TO PAY HK HS PRCE @ §300.00. 501 DOW CGHX Ho. 662 DATED
IPBRER 6, 1983 KR S650.00.

| A NOW DESROUS (F RECOERING THE ABOE PAYVENT, SNCE | HAE TOTALLY

y £ LOBT CONHDENCE IN HS PROFESSONAL ABILITY AS LEL AS HS HONESTY,

(Piewe use additional sftwts if necessary)



RECE|VED CONSUMER COMPLAINT

of I'jw
ATTORNEY GENERAJ. <lEcg& -F?5-A-" % O
AUG2 2 m ,
anchgra®.,, o Fairbanks JUNEAL VALPET.
Ao % &% Attorney Ctom i
1031 U. EYntreALSe~L-Li°rial Center S.S. Fuller Bldg. P. 0. Box 671
Suite 110 mia°k*»ge, AfiiJbCuEnnen, Ste.400 4th 4 H«rrls, Ste.214 Valde: , AK
Anchorage, AK Fairbanks, AK Pouch K 99686
99501 99701 Juneau, AK 99811 835-2462
279-0428 456-8588 465-3692
[ WISHTO FILE A CONSUMER COMPLAINT AGAINST THE PERSON or COMPANY NAMED IN 7 BELOW. | REALIZE THAT A COPY-OETHI5 COM-
PLAINT WILL BE SENT TO THE PERSON OR BUSINESS | HAVE COMPLAINED OF. IPLEASE TYPE OR PRINTI '
2. TODAY'S DATE O )
1911y
3 MAILING ADDRESS > o STATE ZIP CODE
vox/ mkttp ili a a
4. HOME ADOHESS Il dit*r*m) . - CITy STATE ZIP CODE
i HOME TSLEPHONE HO. . 6. BUSINESS TELEPHONE NO.
$0* YJL#3-
7. ILAME OF THE PERSON OH COMPANY COMPLAINED ABOUT. . NAME OF-SALESPERSON:
dom «lY1 -1£ Hrtme
8. COMPANY'S ADDRESS. 1 do» ZIP CODE
313 C AJNi? Sri&aid Mm. SEaA - "M -ggggal.
PANE'S TELEPHONE NO. TO.DATE OP TRANSACTION
a -27- N3l
irvteRE yi?attracted to the service orproductby an advertisement? ffyts 0 ho
12. IF YES, WHEN AND WHERE DID "'OU SEE THE ADVERTISEMENT?
Aid/ 7)E *><P/rppp*
1J.WAS AWRITTEN CONTRACT SIGNED)  fI"YGS onNo
14. HAVE YOU COMPLAINED TOTHE INDIVIDUAL OR COMPANY? 1%, IF YES. NAME OF FERSON TO WHOM YOU COMPLAINED.
B vES m])
16. HAVE YOU CONTACTED A PRIVATE ATTORNEY? 17.IF YES. NAME OF ATTORNEY.
O YES
18. ISTHERE A COURT OR ADMINISTRATIVE PROCEEDING 19. IF YEC. NAME COURT OR A-cNCY.
PENDING?
CIYES
& N
AUTOMOBILE REPAIR ONLY
20.DI0O YOU REQUEST A SIGNED COPY OF REPAIRS TO EJE MADE? O YES Cino  DID YOU RECEIVE IT? Clyes Cino
DID YOU REQUEST A WRITTEN PRICE ESIYMATE? CIYES, Ohno DID YOU RECEIVE IT? Clyes Ono
DID COSTS EXCEED WRITTEN E # W tE?| CIYES Cino
WERE YOU NOTIFIED OF AOO ORF WORf
DONE? CIYES owr
DIO YOU REQUEST THAT REPLACED PARTS BE/RETURNED TO OYES CIno  RECEIVED/OR ALLOWED
TO INSF'CT PARTS? Oyes Ono
DID YOU RECEIVE IT7 CIYES Oino

Please state the year, make, model name and
V.I.N. (Vehicle Identification No.) of your
auto. (Check your registration papers.? Year

1 hereby certify that 1 have read the information containeo in this complaint and that all of
the information” | have given Is true and complete to the best of my knowledge, information
and belief. | further authorize the Attorney General to use this informalion as he deems
necessary and proper. ; 0 * /

v L

Signature

Or. ths reverse sloe of this fore
Sunrnarize your complaint. Be brief,
But complete.
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Dep*rt»«oi of L

-5/ 11ftf
TEB- 019  CONSUHCR COMPLAINT
jEEioe of the Attorney Cener*l ATTORNEY GENERAL
Cocraner Pnxzodm Section
ANCHORAGE rAw=* A fl KX5 JUNEAU VALDEZ
1031 V. ith lac National Center S.S, Fuller Bldg. P. 0. Box 67
Suite 110 100 Cushean, Ste.400 4th 4 Harris,Ste.214 Valdez, AK
Anchorage, AK Fairbanks, AK Touch K 99686
99501 99701 Juneau, AK 99811 835-2462
279-04 28 456-8588 465-3692
tWISH_TO PILE A CONSUMER COMPLAINT /.GAINSTTHE PERSON OR COMPANY NAMED IN 7 BELOvr. | REALIZE THAT A COPT OP THIS COM-
PLAINT WILL BE SENT TO THE PERSON OR BUSINESS IHAVE COMPLAINED OP. (PLEASE TYPE OR PRINT!
YNMEy g k fiS tff Aj-i CliX Yo 2.TODAY'S DATE .
v J MJ. Fa,irt
3 .MAILING ADDRESS CITY / STATE ZIP CODE .
22%1/ iASI 3fil ASSS: ak? N m&A
4. HOME AOORESS (H tfiNprant) CITY STATE ZIP CODE
S.HOME TELEPHONE NQ./ 6. BUSINESS TELEPHONE NO.
333-LzL?
7.NAME OP THE PERSON OR COMPANY COMPLAINE6 ABOUT. NAME OF SALESPEBSONI
M /¥ a(ll e- £ Mo OArk' A.
8. COMPANY'S AODRESS CITY TE ZIP CODE
9Afe, 2 97.rc3
8. COMPANY'StELEPHONE NO. 10. DATE OF m ANg 'TION __
767 )& z-anr 113 1. 7t&
11. WERE YOU ATTRACTEDTO THE SERVICE OR PRODUCT BY AN ADVERTISEMENT? I YES N0

IP YES. WHEN AND WHERE 010 YOU SEE THE ADVERTISEMENT?
~yT0\£2

12.

)

s/teys prpe.fi.
.WAS AWRITTEN CONTRACT SIGNED?

1 JATES COHO

w

14. HAVE YOU COMPLAINED TOTHE INDIVIDUAL OR COMPANY? IS. [P YES. NAME OF PERSON TO WHOM YOU COMPLAINED.
TjCS Aon2- SI>V

AYES ONO

16. HAVE YOU CONTACTED A PRIVATE ATTORNEY? 17. 1P YES, NAME OP ATTORNEY.
0 yes NMno

IB. ISTHERE. A COURT OR ADMINISTRATIVE PROCEEDING IB. IF YES. NAME COURT OR AGENCY.

PENOING?

OYES aliNo

AUTOMOBILE REPAIR ONLY

20.DIO YOU REQUEST A SIGNED COPY OP REPAIRS TO BE MADET Oyes 0ID YOURECEVE IT?  Ciyes  &NO
DID YOU REQUEST A WRITTEN PRICE ESTIMATE? $YES  Dno OIOYOURECEWEIT? A yes  Cino
DIO COSTS EXCEED WRITTEN ESTIMATE? Oyes  [#NO
WERE YOU NOTIFIED OF ADDITIONAL COSTS BEFORE WORK WAS
CONE? Cyes $HO
Oyes  Cino  RECEIVED/DR ALLOWED
TO INSPECT PARTS? CIno
010 YOURECEWE IT?  CIYJs  Clno
Please state the year, make, model name and
V.ILN. (Vehicle Identification Tvo) of your VIN
auto. (Check your registration papers. ear Make Model LN,

i nereDy certify that | have read the information contained in this complairt and that all
the infoimation” | have given s true and complete to the best of my knowledge, information
and belief. 1 further authorize the Attorney General to use this information as he deems

necessary and proper.
) eSiEgr?a%uzpeZ///_

tne reverse side of this form
Be brief,

A0n
Simrarize your complaint.
But complete.
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