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FDA Classifies AAC Devices As Prosthetic Devices

21 C.F.R. Part 890: Physical Medicine Devices

Subpart D: Physical Medicine Prosthetic Devices

890.3710: Powered Communication Systems

(a) Identification: A powered communication system is an AC-
or battery-powered device intended for medical purposes that is used to
transmit or receive information. It is used by persons unable to use normal
communication methods because of physical impairment. Examples of
powered communication systems include the following: a specialized
typewriter, a reading machine, and a video picture and word screen.

(b)  Classification: Class I (performance standards).
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§888.5940

of this chapter. The device is also ex-
empt from the current good manufac-
turing practice regulations in part 820
of this chapter, with the exception of
§820.180, regarding general require-
ments concerning records, and §820.198,
regarding complaint files.

[52 FR 33702, Sept. 4, 1987, as amended at 53
FR 52954, Dec. 29, 1588; 59 FR 63014, Dec. T,
1994]

§888.5960 Cast removal instrument.

(a) Identification. A cast removal in-
strument is an AC-powered, hand-held
device intended to remove a cast from
a patient. This generic type of device
includes the electric cast cutter and
cast vacuum.

(b) Classification. Class I. The device
iz exempt from the premarket notifica-
tion procedures in subpart E of pa.rt 807
of this chapter.

[55 FR 48443 Now. 20,
FR 1125, Jan. 16, 1996]]

1990, as amended at 61

§888.5980 Manual cast application and
removal instrument.

(a) Identification. A manual cast ap-
plication and removal instrument is a
nonpowered hand-held device intended
to be used in applying. or removing a
cast. This generic type of device in-
cludes the cast knife, cast spreader,
plaster saw, -plaster dispenser, and
casting stand.

(b) Classification. Class 1. The device
is exempt from the premarket notifica-
tion procedures in subpart E of part 807
of this chapter. The device is exempt
from the current good manufacturing
regulations in part 820 of this chapter,
with the exception of §820.180, regard-
ing general requirements concerning
records, and §820.198, regarding com-
plaint flles.

[52 FR 33702, Sept. 4, 1987, as amended at 53
FR 52954, Dec. 29, 1983]

PART 890—PHYSICAL MEDICINE
DEVICES

Subpart A—General Provisions

Sec.
890.1 Scope.

820.2 Effective dates of requirement for pre-
market approval.

Vet

21 CR Ch. | (4-1-98 Ecﬂﬁoﬁ)

§20.2 Limitations of exemptions from seu::_
tlon 5i{k) of -the Federal Food, Drug- :
and Cosmetic Act (the act). ;

Subpart B—Physical Medicine Diagnostic
Davices

890.1175 Electrode cable.

890.1225 Chronaximetar.

890.1375__Dliagnostic electromyograph.

890.1335 DMagnostic electromyograph needle
electrode.

£90.1450 Fowered reflex hammer.

£90.1575 Force-measuring platform.

£90.1600 Intermittent pressure measursment
system.

890.1615 Miniature pressurs transducer.

£90.1850 DMagnostic muscle stimulator.

B890.1925 Isokinetic testing and evaluation
system.

Subpart C [Reserved]

Subpart D—Physical Medicine Presthetic
Devices

Prosthetic and orthotle accessory.
Cane.

Mechanical chalr,

Electric positioning chair,

Crutch.

Flotation cushion.

External limb orthotic component.
External limb proscthetic compo-
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£90.3025

890.3075

890.3100

£90.3110

§90.3150

#90.3175

890.3410

£90.3420
nent.

£90.3475 Limb orthosis.

890.3490 Truncal orthosis.

890.3500 External assembled
prosthesis.

890.3520 PFlinth.

£§90.3610 Rigld pmeumatic structure orthosis.

850.3640 Arm sling.

£390.3665 Congenital hip dislocation abduc-
tion splint.

£#90.3675 Denis Brown splint.

890.358%0 Powered wheeled stretcher.

890.3700 Noopowered communication
tem.

£§90.3710 Powered communication systemi.

lower limb

aya-

8980.3725 Powered environmental control sys-
tem.

890.3750 Mechanical table.

890.37T60 Powered table.

#90.3790 Cane, crutch, and walker tips and
pads.

Motorized three-wheeled vehicle.
Mechanical walker,
Mechanical wheelchalr.
Powered wheelchalr.
Special grade wheelchalr.
Stalr-climbing wheelchalr.
Standup wheelchalr.
Wheelchalr accessory.
Wheelchalr component.
Wheelchalr elevator.
Wheelchalr platform scale.
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Food and Drug Administration, HHS

of this chapter.’ ‘The device is'also ex-
empt from the current good manufac-
turing practice regulations in part 820
of this chapter, - with the exception of
§820.180, regarding general require-
ments concerning records, and §820.198,
regarding complaint files, ’ ]

[48 FR 53047, Nav. 2‘3 1983, as amended at 54
FR 25052, Jtma 12, 1989]

£890.3710 anered cﬂm.munic.ation

L L el

(a) I:Eent;fmmoﬂ A powered commu-
nleation system 1s an AC- or battery-
powered deviece intended for medical
purposes that is nused to transmit or re-
ceive information. It is used by persons
unable to use normal communication
methods because of physical impalr-
ment. Examples of powered commu-
nication systems include the following:
a speclalized typewriter, a reading ma-
chine, and a wvideo picture and word
screem. '

(b) Classificationn. Class IT (perform-
ance standards). ;

§890.3725 Powered
control system.

(a) Identification. A pawered. envimn—
mental control system iz an AC-- or
battery-powered device intended for
medical purposes that 1s used by a pa-
tlent to operate an environmental con-
trol function. Examples of environ-
mental control functions -include the
following: to -control room tempera-
ture, to answer a doorbell or telephone,
or to sound an alarm for assistance.

(b} Classification. Class IT (perform-
ance standards). :

§890.3750 Mechanical table.

(a) ldentification. A mechanical table
is a device intended for medical pur-
poses that has a flat surface that can
be inclined or adjusted to warious posi-
tions. It is used by patients with cir-
culatory, neurclogical, or musculo-
skeletal conditions to increase toler-
ance to an upright or standing posi-
tion.

{0} Classification. Class I. The device
is exemnpt from the premarket notifica-
tion procedures in subpart B of part 807
of this chapter.

[48 FR 53047, Nowv, 23, 1583, as amended at 39
FR 63014, Dec. T, 1994]

envi.mnment.ﬂ.'i

§890.3825

5390.3160 Puwered tahle.

" (a) Identification. A powered table is a

device intended for medical purposes

that is an electrically operated flat

surface table that can be adjusted to

various positions. It is used by patients"
with circulatory, neurcological, or mus-

culoskeletal conditions to increase tol-

erance to an upright or standing posi-

tlon.

(b) Classification. Class™I. The device
is exempt from the premarket notifica-
tion procedures in subpart E of part 807
of this chapter.

[48 FR 53047, Nov, 23, 1983, ag amended at 61
F'H-1125 Jan. 16, 1996]

§B’90.3’1'90 Cane, crutch, and wa.lker
tips and pads.

(a) [Identification. Cane, crut.ch and
walker tips and pads are rubber (or
rubber substitute) device accessories
intended for medical purposes that are
applied to the ground end of mobility
aids to prevent skidding or that are ap-
plied to the body contact area of the
device for comfort or &s an aid {n using
an ambulatory assist device.

(b} Classification. Class I (general con-
trols). The device is exempt from the
premarket notification procedures in
subpart E of part 807. The device also is
exempt from the current good manu-
facturing practice regulations in part
B20, with the ezceptlon of §820.180, with
respect to general requirements con-
cerning records,’and §820.198, with re-
spect to complaint files.

§890.3800 Motorized three-wheeled ve-
hicle.

(a) Identification. A motorized three-
wheeled wvehicle Is a gasoline-fueled or
battery-powered device Intended for
medical purposes that Is used for out-
side transportation by disabled per-
SONS.

(b) Classification. Class II (perform-
ance standards).

§890.3825 Mechanical walker.

(a) Identification. A mechanical walk-
er is a four-legged device with a metal
frame intended for medical purpases to
provide moderate welght support while
walking. It is used by disabled persons
who lack strength, good balance, or en-
durance,

455




Medicare Coverage of AAC Devices as Prosthetic Devices

1. Congress established prosthetic devices as a distinct Medicare covered benefit
category.

42 U.5.C. § 1395x(n).
2 HCFA has established distinct Medicare regulations defining prosthetic devices.
42 C.F.R. § 410.36; 414.202

3. Medicare "national coverage decisions” for prosthetic devices are distinct from those
for durable medical equipment

DME = § 60
Prosthetic devices = § 65

4, No Medicare guidance states that national coverage decisions for one benefit category
are to be applied to consideration of items or services under another benefit category.

A The Medicare national coverage decision for "AAC devices" is found in the durable
medical equipment section of listing of coverage decisions; it references only the Medicare
Act definition of durable medical equipment; no reference is made to the definition of
prosthetic devices, or to any element of the definition of prosthetic devices

"Augmentative Communication Devices"

Augmentative Communication Device see Communicator

Communicator Deny -- convenience item, not
primarily medical in nature

(§ 1861(n) of the Act).

Medicare National Coverage Decision 60-9, reprinted in CCH Medicare &
Medicaid Guide, § 27,221 at p. 29,803 (Oct. 1992)(DME Reference List).

5. There is no national coverage decision for AAC devices under the Medicare prosthetic
device benefit category.

In the absence of national coverage guidance directed specifically to the item being
sought, the DMERCs are authorized to use their discretion, and to consider coverage
decisions for similar items. Medicare Carriers Manual.

EXHIBIT
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6. Within Medicare prosthetic device benefit category, 2 national coverage decisions
exist for AAC devices: electronic speech aids (artificial larynx) and tracheostomy speaking
valves, and both support coverage

"Artificial Larynx" or "Electronic Speech Aids"

The artificial larynx is described by Medicare guidance as an "electronic
speech aid:”

Electronic speech aids are covered under Part B as prosthetic devices when the
patient has had a laryngectomy or his larynx is permanently inoperative.

There are two types of speech aids. One operates by placing a vibrating head
against the throat; the other amplifies sound waves through a tube which is
inserted into the user’s mouth. A patient who has had radical neck surgery
and/or extensive radiation to the anterior (front) part of the neck would
generally be able to use only the "oral tube" model or one of the more
sensitive and more expensive "throat contact” devices.

National Coverage Decision 65-5, Medicare Coverage Issues Manual.
"Tracheostomy Speaking Valves"

A trachea tube has been determined to satisfy the definition of a prosthetic
device and the tracheostomy speaking valve is an "add on" to the trachea tube
which may be considered a medically necessary accessory that enhances the
function of the tube. In other words, it makes the system a better prosthesis.
As such a tracheostomy speaking valve is covered as an element of the trachea
tube which makes it more effective,

National Coverage Decision 65-16, reprinted in CCH Medicare & Medicaid
Guide, § 27, 201, at p. 29,284 (October 1996).

7. AAC devices, such as the Dynavox and Dynamyte meet all the criteria in the

Medicare definitions of prosthetic devices, and are comparable in function to the artificial
larynx.

Prosthetic devices are devices "which replace all or part of an internal body

organ (including colostomy bags and supplies and supplies directly related to
colostomy care . . ."

42 C.F.R. § 410.36; 414.202.

Prosthetic devices are devices "which replace all or part of the function of the
permanently inoperative or malfunctioning internal body organ."

Medicare Carriers Manual, § 2130.



AAC devices replace the function of impaired portions of the brain, nerve pathways,
and/or organs and body structures that control speech. When all of these parts of the body
function properly and in precise coordination, intelligible speech is the result. When they do
not, intelligible speech is precluded.

The artificial larynx replaces the function of one of these body structures: the vocal
folds, but is useless if either of the other body parts necessary to produce intelligible speech
are impaired. By contrast, an AAC device such as the Dynavox or Dynamyte will be of use
when these other body structures are mal- or non-functioning.

8. Other major health-benefits funding programs -- federally administered; state-
administered; and privately administered -- all recognize and classify AAC devices as
prosthetic devices.

Department of Veterans Affairs
Medicaid
Health Insurance

9. Medicare administrative law judges are not obligated to apply the durable medical
equipment national coverage decision for AAC devices. They also have full discretion to
consider AAC devices under the prosthetic device benefit. Since 1993, every ALJ who has
considered an AAC device has approved its coverage and funding either as a prosthetic
device, durable medical equipment, or under both benefits categories.

10.  One reason why administrative law judges have not applied the AAC national
coverage decision is that HCFA acknowledges it has no records that explain its basis.
Another reason is that the conclusion stated in the coverage decision is internally inconsistent
with other Medicare guidance: first, "speech” as a functional ability, is not a "convenience”
to the Medicare program. Medicare covers and provides speech-language pathology
services; AAC intervention has long been recognized as a speech-language pathology
treatment methodology and within the scope of practice of speech-language pathologists; the
range of functional speech-language pathology goals for which Medicare will provide
reimbursement are identical to those for which AAC devices are provided.

Second, speech-related devices are not a "convenience" within the Medicare program,
based on its coverage of the artificial larynx and tracheostomy speaking valves



Medicare Guidance Related To AAC Devices

Prosthetic Devices
"Artificial Larynx" or "Electronic Speech Aids”
The artificial larynx is described by Medicare guidance as an "electronic speech aid:"

Electronic speech aids are covered under Part B as prosthetic devices when the
patient has had a laryngectomy or his larynx is permanently inoperative.
There are two types of speech aids. One operates by placing a vibrating head
against the throat; the other amplifies sound waves through a tube which is
inserted into the user’s mouth. A patient who has had radical neck surgery
and/or extensive radiation to the anterior (front) part of the neck would
generally be able to use only the "oral tube" model or one of the more
sensitive and more expensive "throat contact” devices.

National Coverage Decision 65-5, Medicare Coverage Issues Manual.



Medicare Guidance Related To AAC Devices
Prosthetic Devices

"Tracheostomy Speaking Valves"

A trachea tube has been determined to satisfy the definition of a
prosthetic device and the tracheostomy speaking valve is an "add on"
to the trachea tube which may be considered a medically necessary
accessory that enhances the function of the tube. In other words, it
makes the system a better prosthesis. As such a tracheostomy
speaking valve is covered as an element of the trachea tube which

makes it more effective.

National Coverage Decision 65-16, reprinted in CCH Medicare & Medicaid
Guide, § 27, 201, at p. 29,284 (October 1996).



Medicare Guidance Related To AAC Devices

Durable Medical Equipment

"Augmentative Communication Devices”
Augmentative Communication Device ; see Communicator
Communicator Deny — convenience item,
not primarily medical in nature
(§ 1861(n) of the Act)

National Coverage Determination 60-9, Medicare Coverage Manual, CCH Medicare &
Medicaid Guide, § 27,221 at p. 29,803 (Oct. 1992) (DME Reference List).
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DECIBION

IN THE CASE OF CLALM YOR

Health Insurance Benafits
Enlyn Jasess ' (Medicare Part B)
(Claimant)

260-09-198B3
(Wage Earner) (Social Security Number)

This matter is before the undersigned pursuant to a timely
Raquest for Hearing filed by the claimant on August 13, 1992,
after an initial denial and denial at a carrier hearing.
Following due notice, a hearing was held on June 10, 19953, in
Sacramento, California. The claimant appeared but was unable to
testify. However, his representative, Mr. Gary Smith, attorney
at law, did testify on his behalf.

L1BEURS

The issue is whether payment should be made under Part B of Title
XVIII of the Social Security Act for the computer and supplies
that the beneficiary purchased on December 27, 1990 and

January 12, 1991, ;

The undersigned has determined after carefully considering the
documentary evidence of record and the testimony received at the
hearing from the claimant's representative, that the claimant's
computer and supplies are deemed to be a prosthetic device, but
not durable medical equipment. Thus, Medicare is obligated to
reimburse the claimant for his computer and supplies.

RATIONALE FOR DECIZION

The claimant was in good health until May 5, 1988, when he
suffered a severe cerebrovascular accident (stroke) which causad

-~
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Enlyn Jumeme
160-09-1983

conaiderable damage to hils brain. He became paralyzed on tha
right side of hls body and resultant damage to his brain caused
him to become mute, severely arffecting his ability to verbally
communicate. While the clalmant's ability to think remains
unaffected, he is incapable of transmitting his thoughts into
long hand or to speak. This condition left the claimant
essentially nonfunctional. Iliowever, in September 1950, the
claimant, with help from a friend, enrolled in a computer class
designed for disabled individuals. By learning to use thae
computer, the claimant has become more functional. As a result,
his treating physician, Dr. Stephan H. Foater, wrote a
prescription for a computer and computer programs to allow the
claimant to communicatae (Exhibit 1, p. 7). The claimant ordered
his computer and supplies in December -1990, and January 1991
(Exhibit 1, pp. 6, 8). The claimant then recuestad Medicare
reimbursement for his computer and supplies in August 1921
(Exhibit 1, pp. 1-4).

By notice of September 6, 159), the claimant's request for
reimbursement from Medicare was denied (Exhibit 2). An appeal of
the denial was filed on hls bhehalf by Ms. Lupita Ochoa, Staff
Asgistant to Congressman Vic Fazio (Exhibit 3). By notica from
Blue Shield of California of October 23, 1991, the claimant was
informed that a computer was not a benefit of Medicare and
payment was disallowed (Exhibit 4). A request for a carrier
hearing was subsequently submitted on the claimant's behalf by
Ms. Ochca on January 14, 1992 (Exhibit 5). By decision of

June 19, 1991, the claimant's regquest for reimbursement of the
computer/supplies was denied because it did not meet the Medicare
criteria for durable medical equipment. The decision
specifically indicated that "durable medical equipment as defined
by Medicare is equipment which (1) can withstand repeated usa;

(2) is primarily and customarily used to sarve a medical purposse;
(3) is generally not useful in the absence of illness or injury:
and (4) is appropriate for use in the home." The decision
further indicated that the equipment must be reasonable and
necessary for the diagnosis or treatment of an illness or injury
(Exhibit 6). As a result of the carrier denial, a request for
hearing was fliled on the claimant's behalf by Ms. Ochoa on

August 12, 1992, contending that his computer assists the
claimant in communicating much more easily and clearly

(Exhibit 7).

Dr. Foster, by letter of June 3, 1993, indicated the claimant had
a marked disability with essentially no use of the right side of
his body and had a savere spasch problem. The doctor explained
that the computer was aiding the claimant in independent living
and was of major benefit (Exhibit 11). In a declaration by the
claimant of June 10, 1993, he outlined the difficulties that he
was encountering in attempting teo communlicate and conduct his
life prior to his acquisition of the computer. He explained how
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the computer had opened up his life to express himself and that
he had regained up to 95 percent of his pre-stroke vocabulary.
He specifically stated, "My computer has opened up my life again
by allowing ma to expreas my thoughts coherently to myself anpd
others. Through the computer, my doctors and I estimate that 95
parcant of my pre-stroke vocabulary has returned. Although the
typing process is slow and laborious for me, the joy of
expraession and communication is unsurpassed... My computer
functions for me like an electronic speach device, or like a
Braille kayboard for a blind person. It is prosthetic which
replaces the injured part of my body (my brain spasech
trangmission/communication centers)."™ (Exhibit 12).

His attorney testified at the hearing that the computer is a
prosthetic device and that the computer guickly facilitated
communication with the claimant as opposed to handwritten notes
from the claimant.

In a brief submitted subsequent to the hearing by the claimant's
attorney, he argued that the claimant's computer should be
considered a prosthetlc device. Specifically, he indicated "Part
B of Title VIII of the, Social Security Act, 42 U.S5.C., Section
1355(y) (a) (1) (A), indicates that Medicare reimbursement should be
allowed for ‘items and services which are reasonable and
necessary for the diagnosis or treatment or illness or injury, cr
to improve the functioning of a malformed body member.' 42
U.S.C. Section 1395x(s)(A) specifically provides coverage for
'prosthetic devices... which replace all or part of an intexnal
body organ.' The Medicare Carriers Manual, at Section 2130,
explains that 'prosthetic devices ... which replace all or part
of the function of the permanently inoperative or malfuncticning
internal body organ are covered when furnished on a physician's
order,' as are 'accsessories and/or supplies which are used
directly' with such a device to 'achlieve the therapeutic benefit
of the prosthetic or to assure the proper functioning of the
device.'" Claimant's counsel went on to indicata that
computerized assistive devices are not expressly referenced in
the list of examples for prosthetic devices in the Medicare
coverage lssues manual appendix, but did list "electronic spesach
aids" as an example of a prosthetic device for a person with an
inoperative larynx. He further argued that the computer and
supplies which were prescribed for the claimant by his treating
physician are intended to replace that malfunctioning intarnal
body organ of the claimant which is the "damaged communications-
related portion ¢of Mr. Jemmme' brain." He then indicated “This
'device' 1is directly analogous ~o an electronic speech device,
which is eligible for prosthet:: coverage because i1t replaces the
functioning of a damaged larynx... Mr. JEEE' 'device' helps
replace the functlioning of hls damaged cerebral
speech/communication nenter. Indeed, the assessment from the
Assistive Device Center and the Wall Street Journal article in
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evidaence clearly demonstrate that 'computars help repair damaged
prains:' eignificantly, the Wall Street Journal refers to the
Institute for Cognitive Progthetics, which customizes 'computaer-
based aida' for brain-injured patients." It was his contantion
that the Medicare statute ltself recognizes covarage provided for
items which are deaigned "to improve the functioning of a
malformed body membar" which counsel argued was the case with
regards to the clalmant's computer and computer supplies
(Exhibit 13).

Section 1834 (h) (4) (B) and (C) regarding payment for proathetic
devicaes and orthetice and prosthetics indicatas:

"(B) The term 'prosthetic devices' has the meaning given
such term in Section 1861(s)(B), except that such term does
not include parentaral and internal nutrition, nutrients,
supplies and eguipment; and

(C) the term 'orthotics and prosthetics' has the meaning
given such term in Section 1861(s) (9), but does not include
intraccular lensas or medical supplles (including cathetars,
catheter supplles, ostomy bags, and supplles related to
ostomy care) furhished by home health agency under Sactiocn
1861(a) (5)." ;

Section 1861(s) (8) and (9) indicates:

"(8) prosthetic devices, other than dental (which replace
all or part of an internal body organ) including colostomy
bags and supplies directly rslated to colostomy care,
including replacement of such devices, and including one
pair of conventional eye glasses or contact lensas ars
furnished subsequent to each cataract surgery with insertion
of an intraoccular lenses:

(9) leg, arm, back, and neck braces, and artificial legs,
arms, and eyas, including replacements 1f required because
cf a change in the patient's phyaical condition:"

The undersigned determines that the arquments by claimant's
counsel that the computer/supplies constitutes a prosthetic
device are persuasive and credible. The aevidance clearly
demonstrates that the claimant, now age 70, suffered a savere
gtroke rendering the right side of his body nonfunctienal and
significantly damaged the communication/transmission part of his
brain to the aextent that he is muta. His introduction to the
computer and subsequent learning of the davice has resurrected to
a great measure his ability to communicate and become much more
functional to the extent he can maintain greatar independent
living. It has essentially replaced, as argued by counsel, the
malfunctioning part of his bedy (brain) that caused significant
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communication limitations. There is nc guestion, given the
evidence, that the computer has restored and improved his life.
The claimant's computer and its supplies, certainly dces meet the
criteria that Medicare recognizes to improve the functioning of a
malformed body member. The Act does not preclude a computar from
being a prosthetic device. 1In fact, dua to the paculiar facts of
this casa as well as the unusual medical and related facts
invelved, it clearly satisfies the statutory definition of a
prosthetic device as it replaces part of the function of an
impairad body organ, Mr. JeEEER' brain. Without this device, a=s
the evidence points out, the claimant's life would continue to be
severely restricted and his ability to enjoy the fruits of life
would not be available. In today's changing and evolving world
with regards to computers and how thay are applied with regards
to disabled pecple means that the way in which prosthetic davices
are viewed and defined is ever evolving. This case is a clear
indication of how a computer can replace a damaged brain as a
result of a stroke in a way that was not anticipated in the past.
As a result, the undersigned determines that reimbursement for
the claimant's cowmputer/supplies is warrantad.

However, the undersigned affirms the pricr determination frem
Medicare that the computer/supplies does not qualify as durable
medical equipment. While the equipment does meet the
requirements to withstand repeated use and is appropriate for use
in the homa and would be useful from a medical standpoint, it
cannot be covered because it is also generally useful to
individuals in the absence of illness or injury and use of
computers in the national economy ls for purposes other than
medical. Given these. facts, it is determined that the assets are
not allowable as durable medical equipment.

ZINDINGS

After careful consideration of the entire record, the undersigned
makes the following findings:

1. The claimant's computer/supplies is deemed to be a
prosthetic device.

i Reimbursemaent for the computer/equipment that the
claimant purchased in Decembar 1990 and January 1991,
is warranted.

3. The computer/supplies are not found to be durable
medical egqulpment.
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DECISION

It is tha dacision of the undersigned that Madicare must
reimburse the claimant for the purchase of his computer/suppllies
as a covared prosthetic device. However, it is determined that
the computer/supplias are not durable madlical eguipmant.

Tt /“ﬁ:é

Nicholas G. Stucky
Administrative Law Jud

Augusac 18, 1993

Date



Health Conditions Associated With AAC Device Needs
Factors Associated with AAC Device Needs:

»» EXistence of a severe expressive communication disability; and
»» No other form of speech-language pathology treatment will enable the
person to meet his/her daily communication needs using their natural speech or

writing.

Health Conditions Associated with AAC Device Needs:
»»  Dysarthria
»»  Anarthria
»»  Dyspraxia
»»  Apraxia of Speech

»»  Aphasia

EXHIBIT
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MEDICAID PROGRAM COVERAGE OF AAC DEVICES
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Speaking Up in Court

“Recent federal court

decisions pave the-

way for Medicaid funding of AAC devices. "

j By Lewis Golinker

ajor decisions issued by federal courts in Texas and
Florida in mid-1996 and by a federal court in Mississippi
in mid-1995 significantly strengthen the foundation of
Medicaid coverage and funding for augmentative and alternative
communication devices.

The court system has rarely been
involved in deciding Medicaid coverage
for AAC devices and related funding
questions. Although there have been
thousands, perhaps tens of thousands,
of Medicaid claims for AAC devices
during the past 17 years, only 11 made

AT
Texas attempted to

draw a dividing line

between children,

who could get AAC
devices, and adults,

who could not.

their way to court. At
press time, only three
Medicaid AAC-related
court cases were pend-
ing anywhere in the
United States. This is
mostly because at least
45 of the 50 state
Medicaid programs
decided voluntanly o
cover and provide
funding for augmenta-
tive communication
devices or AAC

devices, and almost half of those do so
with specific AAC funding criteria (see

Tables 1 and 2).

In most of these states. issues related
to coverage and funding overwhelming-
ly have been resolved through statewide
policy changes and the advocacy effons
of speech-language pathologists on
behalf of individual claimants.

Although a historic exception, the
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court decisions in Texas, Florida and
Mississippi address issues that go to the
heart of Medicaid’s duty to cover and
provide AAC devices: Are AAC
devices “covered™ by Medicaid” Are
AAC devices “medically necessary™?
And is Medicaid the “payer of last
resort™?

In the Florida and Texas cases,
known as Hunter and Fred C., respec-
tively, the issue was coverage: Florida
refused to cover AAC deviees for any
Medicaid recipients, and Texas claimed
it could provide AAC devices to some
but not all Medicaid populations.
Essentially, the state amempted 1o drow
a dividing line betwesn children, who
could get AAC devices, and adults, who
could not.

In Mississippi, in 2 case known as
Mpyers, the issue was medical necessi-
ty—specifically, whether a state-
employed physician, who admittedly
knew nothing about AAC intervention,
could issue a statewide declaration that
AAC devices were never medically
necessary.

The Florida case also raised a “payer
of last resont”™ issue. Florida Medicaid
that claimed AAC funding for children
was never appropriate because other
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funding programs, such as special edu-
cation, were required to provide the
devices.

The federal courts rejected the
states” positions on all of these issues,
creating a much swonger foundation for
Medicaid funding for AAC devices—
and other assistive devices.

One part of that foundation is a
straightforward “test,” stated for the
first time in Myers and then adopted by
Fred C. It requires three distinct ques-
tions be asked by therapists and advo-
cates, as well as courts, to analyze
Medicaid’'s duty to cover and fund
AAC devices and any form of treat-
ment.

+ Is the person who is seeking the
treatment a Medicaid recipient?

* [s the reatment being sought cov-
ered: Is it within the scope of at least
one of Medicaid"s covered services?

= [s the treatment being sought med-
ically necessagy?

Addressing Coverage

The courts divided the coverage ques-
tion into two pars. Do AAC devices
fall within the scope of at least one cov-
ered Medicaid service and, if they do,
can a state nonetheless refuse to provide



that treatment? The first question was
answered “yes" by all three courts. They con-
cluded that AAC devices fall within the scope
of “durable medical equipment,” which is a
required part of the Medicaid home health
care service (42 C.F.R., section 440.70).

The Fred C. court went further and also
addressed whether AAC devices fit within the
definition of the Medicaid “prosthetic device™

service. which also is covered by Texas
Medicaid. The court said “yes™ to this ques-
tiom as well. Currently, prosthetic devices,
although an optional Medicaid service, are
covered for both children and adults in every
state bur two (Alabama and North Carolina),
and they are the second most common
Medicaid service for AAC device classifica-
o

Another benefit of these decisions is that #
they tie AAC devices—which are equip-
ment—to the two Medicaid services thar
focus on equipment. Previously. the only
court decision reviewing “coverage™ of AAC
devices concluded they were “equipment,™
but within the Medicaid “speech-language
pathology™ service (Meyers v. Reagen. 1985).
This opticnal service is covered for adults by

only 40 states, and only rwo

- . states, California and

Minnesota, classify AAC

. e

= State Medicaid Programs with ACD Fundmg Cntena

| OMS-91-1-8, Arkansas Department of Human Services (September 4, 1991);

OM5-92-1-2, Arkansas Department of Human Services (February 27, 1992)
Medi-Cal Policy Statement 96-4: AAC Devices (July 5, 1996)

- Ilinois Department of Public Aid, Informational Notice, Re:
| - Communication Devices (November 1, 1995)

470 Indiana Administrative Code, section 5-8-12 (1992}
Medical Equipment and Supply Dealer Manual, Chapter E, page 12,

Medical Assistance Manual, section 60, Appendix #3, section X1 (A)

MSA-34-11, Michigan Department of Sodal Services (October 31, 1994)
Minnesota Department of Human Services, Medicaid Provider Manual,

. Memorandum dated July 9, 1993, Missouri Department of Social Services

Montana Medicaid, Certificate of Medical Need, section Z (Augmentative
Communication Device), Medical Supplies & Equipment Supplier Manual

Nebraska Department of Social Services Manual, 471 NAC, section 7-012

MNew Hampshire Medicaid ACD Funding Criteria (1993)

New York State Department of Health, Guidelines: Augmentative
Communication Systems (November 1991), replacing memorandum dated
April 18, 1980, to Mr. Williams, Bureau of Ambulatory Care Services, from
Mr. Baehm, director, Bureau of Medicaid Standards, New ‘r‘urrt State

Burable Medical Equipment Guidelines, section 5b (May 1989)
Ohio Administrative Code, section 5101: 3-1-49 (1993; amended

Position paper on augmentative communication devices, undated
Oregon Department of Human Resources, OMAP, section 410-129-220

Annatated Rules of South Dakota, ARSD, section 67:02:05
Bureau of TennCare, Chapter 1200-13-12-.01(23) (1924)

Medicaid ACD Funding Guidelines, February 1, 1993, attached to Letter
dated August 7, 1995, to parents of B.S. from L Stuart, RLN., Public Health
Program Manager, Bureau of Coverage & Reimbursement Policy

Department of Health and Human Services, Medicaid Program Instruction,

State . Policy Reference
Arkansas
California
inois
hdlgna
lowa
I paragraph D (October 1, 1988)

Maine

{December 31, 1991)
Michigan
Minnesota

section 660321
Mi i
Montana

{March 1992}
Nebraska

{lanuary 26, 1990)
New Hampshire
New York

Department of Health
North Dakota
Ohio

January 1996)
Oklahoma
Oregon

(1992)
South Dakota
Tennessee
Utah
West Virginia

MA-95-47 (November 15, 1995)
Wisconsin

Augmentative Communication System Evaluation; Prior Authorization
Guidelines Manual, DME (January 1, 1988)

For a copy of any of these state policies, contact the author.

TEAMUBEEH®HAZR REPORT z 1

Thus, Fred C. and Hunrer
provide a more direct con-
nection between AAC
devices and Medicaid-cov-
ered equipment, and they
bring AAC devices within
the definition of Medicaid
services that are more wide-
ly available throughout the
United States.

The second part of the
coverage inguiry arises
because Medicaid programs
are not required to provide
every conceivable medical
treatment or procedure that
might fit within a covered
service's definition. States
have discretion to set the
“amount, duration and
scope”™ of the Medicaid ser-
vices they provide [42
C.ER., section 440.230{(b)],
but both Fred C. and
Hunter clearly state that
Medicaid cannot exclude
AAC devices.

Both courts rejected
Medicaid’s claim that it had
the discreton o limir AAC
device access on the basis
of recipient age. Both
described expressive com-
munication as “vital™ and,
thus, treatment for this
functional ability cannot
simply be ignored.
Moreover, neither Medicaid
program presented anything
to show that children had a
greater ability to benefit
from AAC intervention than
adults.

These decisions clearly
reject the idea that state dis-
cretion or choice will sup-



port age-hased distinctions, when there
is mo accompanying objective medical
“ basis for the exclusion of the reatment
i question. This is particularly impor-
tant for AAC devices, for which per-
haps as many as 10 states still atempt
to distinguish coverage for childeen
from: coverage for adults. On the other
hand;, the policy reform trend is in the
other direction. Since 1994, California,

objective scientific evidence, not merely
the opinions of state Medicaid staff or
consultants (Dauberr v. Merrell Dow
Pharm., 1992). More than a dozen affi-
davits from natonally respected AAC
professionals and AAC professionals
from Mississippi described the body of
professional literature and current policy
and practice related to AAC interven-

tion. and explained that the Medicaid

e . - Georgia, Kenmcky and New Hamp- - physician’s opinion was wholly subjec-

fdfle, llE L

~ AAC Devices Are

. shire, by their own volition; Louisiana,
' by administrative hearing decision; and _ wrong. The court then concluded:
~ Texas and Florida, by court order, have  Although it was the Mississippi

expanded their programs to eliminate
hild-adalt distincti

“Medically Necessary”

In Myers, Mississippi Medicaid con-
ceded that AAC devices are covered as
durable medical equipment. But it
refused o approve funding for any
AAC devices because its review-physi-
cian's opinion was that medical need
for AAC devices exists only when the
message to be produced
by the device is “med-
ical,” e.g., if the device

Since 1988, the
Medicaid Act has
specifically
prohibited
Medicaid programs
from asserting
payer-of-last-resort
rules in regard to

is “used solely (100
percent of the time) to
express ‘pain, hunger or
medical symptoms.™™
Under that interpreta-
tion of medical need,
AAC devices never are
medically necessary, as
no person will use an
AAC device “100 per-
cent of the time" to

special education.

convey only medical
information.

The Myers court
rejected this interpretation of medical
need and it provided an extremely
broad legal definition of AAC devices:
“AAC devices are electronic and non-
electronic devices that allow individu-
als to overcome, to the maximum
extent possible. communication limita-
ions that interfere with [their users’]
daily activities.™

Mext. the court reviewed the basis
for the Medicaid interpretation of med-
ical need and found it grossly lacking.

At a minimum, Medicaid programs
must operate consistently with accepted
principles of medical policy. practice
and procedure, as demonstrated by

tive, uninformed and scientifically

Medicaid physician™s opimion and it was
that doctor's job to make medical need
decisions, the decision wasn't cormect.
And for that reason, it could not be used.

The court threw out the across-the-
board exclusion of AAC devices and
required Medicaid to make individual-
ized decisions consistent with accepted
practice standards and to use a knowl-
edgeable decision-maker.

Payer-of-Last-Resort

The Medicaid program requires that
whenever possible, recipients first use
other funding sources to obtain needed
care. Only if no other sources exist or
after benefits from those sources have
been exhausted will Medicaid provide
its services. This is known as the
“payer-of-last-resort” prnciple.

In Hunter, Florida claimed the
payer-of-last-resort provisions autho-
rized Medicaid to refuse to provide
AAC devices to children on the basis
that other funding programs, such as
special education and vocational reha-
bilitation, were required to provide
them. The court summarily rejected
this argument because, since 1988, the
Medicaid Act has specifically prohibit-
ed Medicaid programs from asserting
payer-of-last-resort rules in regard to
special education [42 U.S.C., section
1396h(c)].

The court also stated that while
Medicaid can require a recipient to
apply first for coverage of a needed

treatment from a vocational rehabilita- -

tion program, insurance policy or other
funding source, if those programs have
said “no” or they have not issued any
decision at the time the Medicaid claim
is filed. Medicaid must pay in full and
the payer-of-last-resort rule does not
apply [42 C.F.R., section 433.139(c)].
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[n other words, Medicaid cannot delay o
its decision-making until the other pro-
gram decides, and it cannot force a
recipient (o pursue any appeals or due-
process remedies that might be avail-
able under those other programs or
funding sources.

Conclusion

Viewed rogether, these decisions rein-
force the long-standing assertion that no
basis exists for Medicaid recipients
needing AAC devices ever to accept
“no™ as a final answer to their funding
requests. There simply is no legal princi-
ple that will support Medicaid's refusal
to cover and provide AAC devices to
any Medicaid recipient when those
devices have been recommended by a
speech-language pathologist following a
careful, comprehensive evaluation.
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COM[MERCIAL HEALTH INSURANCE PROVIDERS, THE VA,
AND OTHER FUNDING PROGRAMS ALL COVER AND
PROVIDE AAC DEVICES

INSURANCE

Commercial health insurance coverage and payment for AAC devices began
in the late-1970's and currently is widespread.'

In 1995, a federal judge noted that hundreds of health insurance providers
covered and paid for AAC devices.”

Among the insurers that cover and provide AAC devices are:

Aetma Met Life
Blue Cross/Blue Shield Prudential
CIGNA The Travelers

DEPARTMENT OF VETERANS AFFAIRS

The Veterans Administration, now the Department of Veterans Affairs,
classifies and provides AAC devices as prosthetic devices.

Veterans Administration coverage and payment for AAC devices began in the
mid-1970's. ]

OTHER FUNDING PROGRAMS

CHAMPUS, covers and provides payment for AAC devices..

' D. Beukelman, K. Yorkston, & K. Smith, “Third-Party Payer Response to Requests for

Purchase of Communication Augmentation Systems: A Study of Washington State,” 1 4AC S
(1985)

* Myers v. State of Mississippi (U.S Dist. Court, S.D.Miss. 1995).
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Augmentative and Alternative Communication: An

Historic Perspective

Carole Zangari, Lyle L. Lloyd, and Beverly Vicker
Special Educalion Pragram and Department of Avdiology and Speech Sciences, Purdue University, West Lafayette, Ingiana, USA (C.2. and L.L.L.) and
institute for the Study of Developmental Disabilities, Indiana University, Bloomington, Indiana, USA [8.V.)

During the past 3 decades, the field of augmentative and alternative communication (AAC)
has emerged as a major development for the benefit of individuals with little or no functional
speech. This paper attempts to document the social and historic events that led to the
emergence of the discipline of AAC and to identify some major milestones in its development.
The paper outlines the trends and transitions that have occurred in the areas of alded and
unaided communication, intervention, service delivery, consumer issues, and professional
development. Although abundant information was only available about the course of develop-
ment in a few countries, the authors have attempted to use available resources to present the
major international events and developments that influenced the evolution of AAC from a North

American perspective.

KEY WORDS: chronology, historic perspective, trends

John Gardner observed that *History never looks
the same when you're living through it" (1968, p. 86).
As members of the field of augmentative and alterna-
tive communication {(AAC) prepare to meet the chal-
lenges of a new century from the standpaint of theo-
retical and research needs, clinical management
issues, service delivery models, technology applica-
tion, and socio-palitical advaocacy, it is perhaps time
to reflect upon past accomplishments. Although his-
tory is being made every day, these accomplishments
can only be remembered and evaluated if written
documentation is available (Beukelman, 1985). By
many standards, the field of AAC is still very young.
Although much has been accomplished during its
short history of several decades, many people are
unaware of how the field has evolved. Two factors
seem to contribute to this limited awareness of the
past. First, much information about the field's devel-
cpment is undocumented; that is, the information
resides within the memories of specific individuals
who could function as living history books. Second,
because significant quantities of other information are
recorded within diverse and sometimes minimally cir-
culated print media, the field's existence is unknown
or is inaccessible to the many persons with an interest
in AAC,

It would be tempting to dismiss this situation of
limited historic information as insignificant and focus
energies on the present. However, the present has a
way of becoming the past. In order for the people

27

involved in AAC to prepare to meet the challenges of
a new century, they may wish to reflect upon the ideas
and accomplishments of the past before designing
new interventions, service delivery models, plans,
theories, and so forth. The opportunity to reflect and
evaluate, however, presupposas a means for review-
ing the history of AAC. This paper represents an
attempt to make comprehensive information about
the development of AAC accessible to all interested
individuals and to provide a benchmark for future
documentation.

This paper is not the first attempt at documentation
of the field of AAC. Several authors have previously
described some aspects of the emergence and devel-
opment of this new field (Galyas, Fant, & Hunnicutt,
1993; Lloyd, 1980, 1986; Lloyd & Karlan, 1984;
McNaughton, 1990; Vanderheiden & Yoder, 1986).
These synopses, however, usually recounted events
in on& particular country or a given continent, or were
limited by space constraints that did not permit in-
depth documentation with extensive referencing. Al-
though this is true to some degree in the present
paper, the present coverage is decidedly mare inter-
national and the topics more diverse.

Early Years Surrounding AAC Development
Essentially, the field of AAC emerged in the late

1950s and early 1960s as a response to the needs of
individuals who, despite years of exposure to what
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Consultant, Medicare AAC Device Coverage
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Lewis Golinker has 17 years experience with coverage policy reform

regarding Augn:l;a.l.i;é..i.:.ive & ﬁ.."I-ternaﬁ:_i‘l;e-, Comr.l:l.ﬁnicatiur}.liﬁﬁ{j devices and se:nfic;es;”
and other .assist.i.ve devices. His exr]j»erienm includes research, writing, and public
speaking about cuﬁerage and funding for these devices as well as the provision of
technical assistance u:.} semces I-}I'l'().\.’id.ﬁés, a&mcates and funding program staff.

He has worked to establish AAC device coverage policy with health

insurance providers, public education and vocational rehabilitation programs, and

with 30 of the 47 state Medicaid programs that cover and provide AAC devices.

Lewis Golinker also has worked on assistive device policy reform issues with 31 of
the state Assistive Technology Projects and with the providers of assistive
technology national technical assistance (UCPA, NAPAS, and RESNA), both of
which are funded by the federal Technology Related Assistance for Individuals with
Disabilities Act. He has been a consultant to the United Cerebral Palsy Associations
on public policy issues related to assistive technology for the past 8 years.

Lewis Golinker participated in writing the AAC Intervention Consensus
Statement (NIDRR 1991), and has written more than 3 dozen other articles, book
chapters and technical assistance manuals that offer consumers, services providers
and advocates comprehensive analyses of Medicaid, public education, vocational
rehabilitation, health insurance and Medicare coverage and funding obligations for

AAC and other assistive devices.
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