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Kent S, Wilsoﬁ,' MD. ,:.S;eptember 15,2000

Dennis R. Braay, MD,
.. . - . .. Honorable Donna Shalala
e oo oo Secretary of Health and Human Services
Th°"‘f”— L Okner'MD 200 Independence Avenue, S.W.
o oo Room 615F
Barbara M. M“"‘-’“e'M-P»-_-,I Washington, D.C. 20201

'.f" Dear Secretary Shalala:

V _ As a hearing aid specialist, I write with respect to hearing aids. As the AARP
~has confirmed, hearing aids are highly effective but dramatically underutilized

edical devices.

Chnstopherl Tolqn M;D"

InelI C Rosurlo, M D _

I am very concerned with reports that the Food and Drug Administration
FDA) has reportedly sent to you a proposal for revising the current
regulations governing the dispensing of hearing aids in this country that would
_dramatically increase the cost of hearing health care services and restrict
ccess to hearing health care providers. Please stop and carefully consider the
mpact that this proposed rule will have on the nation's hearing impaired and
-on the nation's small business hearing aid specialists. In particular, please

- ensure that any proposed rule meets the obligations of the Small Business

Régulatory Enforcement Faimness Act.

W _sman“c'ox,_ M-_"4

e St. Puul Clinic
Cenfrol Medical Bmng “Suite 6
. 393 North Dunlop Street j-
! Sf “Paul, Mlnneso!o 55104 ’

Hearmg impairment is a major health care concern. Please don't let the FDA
yut forth their proposed rule that would impede access to needed hearing

- Muﬁléwaﬁd Clinic_ )
: h_ealth care services for millions of Americans.

- Suite. 200 - o
1674 Begm Avenue - :

. qu} ewsod; Minnésota 55° 109
Phone: {651) 770-1105
“Fax: (651) 7701226

' V_ery truly yours,

. Eagan Clinic . \ Cu~/0 t u,u-ow\

Town Ceritrg Shoppes -+ i 71\

3424 Déhm“”kiA"e”‘?e" ' Paul Tuveson, BC-HIS
- 'Eagon, Minnesota 55123 :“'Premdent

Phone: {651} 452- 1509 -
Fax: [65]) 452 9282

Woodbury Clinic’
Suite 140" .
8360 City Centre Dive -
“Wosdbury, MN 55125
- Phone: [651) 702 0750, - -
Fax: (65 l} 7020749

Affiliated with .

Mdeest Eye & Ear Instztute Q;ﬂ/ 03 72—

o Y595
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PROFESSIONAL
HEARING AID
SERVICE

CORPORATE OFFICE
851 North West St.
Wichita, KS 67203
(316 942-4992

FAX (316) 942-5089
1-800-235-0352

OKLAHOMA OFFICE
Professional Bidg.
900 East Hartford
Ponca City, OK 74601
(405) 762-5455
1-800-362-5455

Paul Roark
BC-HIS

Dan Roark
BC-HIS
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AMERICA'S VALUE HEARING AID LINE
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September 18, 2000

Honorable Donna Shalala

Secretary of Health and Human Services
200 Independence Avenue, SW Room 615F
Washington, D.C. 20201

Dear Secretary Shalala:

The Food an Drug Administration may shortly propose changes to the way
hearing aids are sold that could put me out of business and impede access to
hearing care services for millions of our nation’s seniors.

I am a board certified, state-licensed hearing instrument specialist. For over
11 years, I have provided hearing health care services to hundreds of our
state’s hearing-impaired. Presently, all three members of the hearing health
care delivery team (hearing aid specialists, audiologists and physicians) are
recognized as qualified entry points into the hearing health care delivery
system. The rule FDA is advocating would allow audiologists — without any
justification — to install themselves as the sole entry point into hearing health
care by allowing states to require tests that only audiologists conduct prior
to purchase of a hearing aid.

Allowing audiologists an exclusive role in the hearing aid delivery system,
without unqualified medical data evidencing that such role is necessary for
public health reasons, would severely undermine public health and safety
and would increase costs to the hearing impaired.

Please write to the Secretary of Health and urge that this FDA proposed
hearing aid rule be withdrawn.

I look forward to your response and would appreciate a copy of any letter
you send on my behalf.

Sincerely yours,

'A’!" " e —— .
- CEF"

,/ ¢ -

Paul W. Roark, BC-HIS
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PROFESSIONAL HEARING AID SERVICE
851 N. West
Wichita, KS 67203
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Honorable Donna Shalala

Secretary of Health and Human Services
200 Independence Avenue, SW Room 615F
Washington, D.C. 20201
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