
SEC. 1124. DURABLE MEDICAL EQUIPMENT, PROSTHETIC DEVICES, 
ORTHOTICS, .:\ND PROSTHETICS. 

(a) CCVERAGE.- The items and services described in this 
section are-

(1) durable medical equipment; 

r2) prosthetic devices (other than dental devices) 
which replace all or part of the function of an internal body 
organ (including devices that are surgically inserted, devices 
that are physically attached to the body, such as colostomy bags 
and supplies directly related to colostomy care, and external 
devices; 

(3) orthotics (leg, arm, back and neck braces) and 
prosthetics (artificial legs, arms and eyes); and 

(4) (A) accessories and supplies which are used 
directly with equipment or devices described in paragraphs (1)­
(3) to achieve the therapeutic benefits of such equipment or 
devices or t.o assure the proper functioning of such equipment or 
devices, 

(B) replacements of such equipment or devices when 
required in cases of loss, irreparable damage, wear, or because 
of a change in the patient's condition, and 

(C) repair and maintenance of such equipment and 
devices; 

!5) fitting (including adjustments) and training for 
use of the items described in paragraphs (1) through (4). 

(b) LIMITATION.-An item or service described in this section 
is covered only if it improves functional ability or prevents or 
minimizes deterioration in function. 

(c) DURABLE MEDICAL EQUIPMENT.- For purposes of this 
subtitle, t.he term "durable medical equipment" has the meaning 
given such term in section 186l(n) of the Social Security Act. 



SEC. 1124. DURABLE MEDICAL EQUIPMENT, PROSTHETIC DEVICES, 
ORTHOTICS, AND PROSTHETICS. 

(a) COVERAGE.- The items and services described in this 
section are-

(1) durable medical equipment; 

(2) prosthetic devices (other than dental devices) 
which replace all or part of the function of an internal body 

rgan (including devices that are surgically inserted, devices 
that are physically attached to the body, such as colostomy bags 
and supplies directly related to colostomy care,· and external 
devices; 

(leg, arm, back and neck braces) and 
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directly with equipment or devices described in paragraphs (1)­
(3) to achieve the therapeutic benefits of such equipment or 
devices or to assure the proper functioning of such equipment or 
devices, 

(B) replacements of such equipment or devices when 
required in cases of loss, irreparable damage, wear, or because 
of a change in the patient's condition, and 

(C) repair and maintenance of such equipment and 
devices; 

(5) fitting (including adjustments) and training for 
use of the items described in paragraphs (1) through (4). 

(b) LIMITATION.-An item or service described in this section 
is covered only if it improves functional ability or prevents or 
minimizes deterioration in function. 

(c) DURABLE MEDICAL EQUIPMENT.- For purposes of this 
subtitle, the term "durable medical equipment" has the meaning 
given such term in section 186l(n) of the Social Security Act. 



EXPLANATION OF THE PROPOSED CHANGES 

1. DURABLE MEDICAL EQUIPMENT 

The bill includes "accessories and supplies necessary for 
repair, function, and maintenance" of DME; it is silent on 
"replacement." Replacement of DME is clearly covered under 
current Medicare policy. Under the proposed amendment, coverage 
for all of these services is moved to separate paragraphs (see 
below) . 

2. PROSTHETIC DEVICES 

The bill specifies that prosthetic devices (other than 
dental devices) are covered if they "replace all or part of the 
function of an internal body organ." This is a "functional" test 
i.e., does the device replace all or part of the function of an 
internal body organ. The bill is not limited to replacing all or 
part of the body organ. No change to this language is proposed. 
However, clarifications to other aspects of this section of the 
bill are proposed. 

First, the proposal simply clarifies the meaning of the 
phrase "prosthetic devices (other than dental devices) which 
replace all or part of the function of an internal body organ." 
One generally accepted category of ''prosthetic devices" includes 
devices that are "physically attached to the body". The bill does 
not reference this general category; instead, it includes one 
specific application of this general category ("including 
colostomy bags and supplies directly related to colostomy care"). 
This is confusing because a specific application of a general 
category is set out in the statute in lieu of the general 
category and other generally accepted categories are not 
referenced, i.e., devices that are surgically inserted and 
external devices. 

The proposed amendment explicitly recognizes all three 
categories. The proposal recognizes that prosthetic devices 
include devices that are surgically inserted. An example of such 
a device would be a pacemaker. The proposal also recognizes that 
prosthetic devices include devices that are physically attached 
to the body, such as colostomy bags and supplies directly related 
to colostomy care. 

In addition, the proposal recognizes that prosthetic devices 
include external devices such as augmentative communication 
devices. Augmentative communication devices replace a mal- or 
nonfunctioning element of the body's oral motor mechanisms 
consisting of the speech center of the brain as well as the 
nerves, muscles, and organs that together control the production 
of speech and improve the functions of speaking for individuals 
whose oral motor mechanisms do not work. Obviously, "improving 
functional ability" includes improving the ability to speak; 
otherwise, Medicare and private insurance policies would not pay 



for an artificial larynx. 

Clearly, such external devices are subject to the general 
policy that all devices pr8vided under the comprehensive benefits 
package must be prescribed by a qualified health care 
professional within the sc8pe of the professional's practice and 
must be medically necessary or appropriate under the 
comprehensive benefit package. 

As explained above, t~e first change to the bill clarifies 
the scope of the term "prosthetic device." Second, the bill is 
silent with respect to "repair, function, and maintenance." It 
does not appear that the bill intended to preclude payment for 
repair, function, and mair.tenance. (See current policy under 
Medicare, for example, under which rules governing prosthetic 
devices incorporate by reference policies regarding repair, 
function, and maintenance ·.inder DME. The proposal covers these 
functions (see below). 

Third, the bill covers accessories and supplies which are 
used directly with a prost~etic device. The proposal moves this 
provision to a separate pa=agraph, which is then made applicable 
to all categories of devices. 

3. ORTHOTICS AND PROSTHETI:S 

The bill includes two lists of covered equipment. The 
proposal simply includes a term to describe each of these lists-­
" orthotics" to describe leg, arm, back and neck braces; and 
"prosthetics" to describe a.rtificial legs, arms, and eyes. Thus, 
no intent to change policy in bill. 

The bill includes "replacement if required because of a 
change in the patient's physical condition" with respect to 
artificial legs, arms, and eyes; but is silent with respect to 
leg, arm, back and neck braces. This provision is modeled on 
Medicare policy, which not only covers replacement for both 
categories of equipment but also provides coverage for repair, 
function, and maintenance. 

The proposal makes "replacement ... " applicable to both 
orthotics and prosthetics" and includes "repair, function, and 
maintenance" under a new separate paragraph (see below). 

4. ACCESSORIES AND SUPPLIES. 

The bill covers accessories and supplies necessary for 
repair, function, and maintenance of DME. The bill also covers 
accessories and supplies which are used directly with a 
prosthetic device to achieve the therapeutic benefits of the 
prosthesis or to assure the proper functioning of the device. 

It is unclear why such "accessories and supplies" only apply 
to prosthetic devices and durable medical equipment and not to 



orthotics, and prosthetics as well. The proposed amendment makes 
this section applicable to all equipment and devices covered by 
this section. 

This proposed change is consistent with current policy and 
therefcre should not add any additional costs. 

5. REPLACEMENT, REPAIR, FUNCTION AND MAINTENANCE. 

c~rrent policy under Medicare developed by HCFA covers 
payment for replacement, repair, and maintenance for all of the 
equipment and devices included in the bill. The bill 
unintentionally treats these functions in a disparate fashion. 

The proposal codifies current policy under Medicare Nith 
respec~ to replacement, repair, and maintenance of the 
categories of devices and equipment covered under the bill. In 
other ~ords, this new paragraph does not change current policy. 

6. FIT':'ING 

The bill covers "fitting." The proposed amendment clarifies 
that "fitting" includes "adjustments." Adjustments are covered 
under current Medicare rules. Thus, by codifying current policy, 
this proposal does not add any costs. 

7. LIMITATIONS. 

The bill specifies that an item or service is covered only 
if it 'improves functional ability or prevents further 
deterioration in function." The proposal inserts "or minimizes". 
after ·prevents." This change is consistent with overall purposes 
of the devices and equipment made available and conforms the 
provision to the language in the section of the bill pertaining 
to outpatient rehabilitation therapies. 
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MEMORANDUM 

TO: J'UDY FEDER 
FROM: DAVID NEXON AND MARY BETH FISKE (SENATOR KENNEDY) AND BOB 

SILVERSTEIN (SENATOR HARKIN) 
SUBJECT: AMENDMENT TO DME, PROSTHETIC AND ORTHOTIC DEVICES 

SECTION OF THE HEALTH SECURITY ACT. 
DATE: FEBRUARY 1, 1994 
************************************************************* 

Attached is a staff discussion draft amendment to the DME, 
prosthetic and orthotic devices section of the Health Security 
Act. 

It is our belief that the proposal includes technical and 
conforming modifications to the policy in the Health Security 
Act. Therefore, we believe it is not necessary to "cost" out 
these changes. 

Based on meetings with a broad representation of the 
disability and provider community, we believe that we can get 
them to "sign-off" on this approach. 

If you have any questions, please call Bob Silverstein (224-
6265) or Mary Beth Fiske (224-7675). 
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durable medi°'1l equipment.: 

~~21 p.rosthGti~ devices (other than ~"':.:t.l device!i:) 
~.l~ ~~~cc_ a) 1 or part of tho :fun.ct.ion of an 1ntcrna l body 
~.....:: (l:oclm1uaq dcvic&o 'that are i:>argically Inserted., devices 

t are ~iaally at~ached to t;hQ body, dUrh as colostomy bag~ 
and suppl-~s dirscLly relatod to colostumy carP, and oxt.ernal 
devices; 

(3) ort.hot.i~s (leg, arm, back anrl nee~ bracGs) and 
prosth~tics (artlficial legs, arms anu eye~); ~nd 

(4) (A) ac~essoriPs and Dupplie~ which are used 
directly with equipment or devices dcsc:ri..bed i.n paragraphs (1)­
(3) t.o achi9ve the: therapeutic banefits uf such equipment or 
devices or to a~surc th9 proper tunctloning nf such equipmt!nt. or 
devir.es, 

(B) rcplacem~nts ot such ~qulpmen~ or device~ when 
rcqlll'C'cd in ca.Sf!s of loss, irreparab].a d.dmage, wear, or because 
ot a chanCJl! in t.he patient's concti tion, and. 

(C) :i:epaii: and .llla"lntenance of sucl'I equipment and 
devices; 

( 5) f1t.tin<J (including AdjustTDcn:ts) and 't'r~ining ror 
~of the itP.m:l descrlbP.d in pard9raphs (1) th~ough (1). 

(b} LIMITATION.-An ittmt or se"t"Vice des~ribcd 1~ thls soction 
.::: ~rP.d on) y if t t improv~s fum:tJona.l i\bili ty 01: prevents or 
Wlrlzes dett!r:i.oration in functjon. 

(c) DURABLE M~n!CAL ~QUIPMENT.- For purposes of this _ 
'":.le, the t:.e:::%:. ·durable medicRl equ i..pment" has the . me~ml.nq 

,lch term iJ'I fleC'tion 1861(n) of the Social. Securl.ty A~t. 

' 
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EX.PLANA'l'lUN ut' '!'HE l'RUPOSED CHANGES 

1. DURABLR MEDICAL RQUIPMRNT 

The bill includes "acces3ories and supplies necessai:y for 
repair, function, and maintenance" of DME: it is silent on 
··replacement. " Replacemen't o! DME 1s clearly covered under 
current Medicare policy. Under the proposed ~endment, coverage 
tor all ot these services is movAn to ~ApArAt-P. pArA~rAph~ (~AA 

below). 

2. PROSTHE~lC u~v1C~S 

'T'hi:i hill ~rA~ifies that prosth~tic deivic9s (other than 
den Lal d~vl<.;t:n;) ~r~ t.:uv~r~d if they .. replace all or part of the 
function of an internal body organ." This ie: a "functional" test 
i.e., does ~he device replace all or part ot the tunction ot an 
internal body organ. The bill is not limited to replacin9 all or 
part of the body organ. No change to this languagQ i~ propo~Qd. 
However, cla.r1t1cat1ons to o'ther aspec~s of this section of the 
bill arc propoocd. 

F.i.c;l:;L, tht:t pruptJsa.l simply clarifies the meaninq of the 
phrase ''prosthetic devices (other than dental dcvicco) which 
replace all or part of tne tunction at an i.ntP.rnr:il hody orgr:in." 
One generally accepLed ca.Lego.r::r o! ··p.Lo:sLlu:~Lll..: ul::lvl<.;t::i~·· lm;ludl::l~ 
dQviCQS that ar9 "physically attached to the body". The bill does 
no~ reference this qeneral category; instead, it includes one 
specific application of this general categoJ.-y ("including 
colostomy baqs and supplies directly related to colostomy care"). 
This 1s confusing because a specific application of a general 
category ia aet out in the statute in lieu of the general 
r..;it:Al'J'nry .-inri otht?.r 9e.nerally accl?pted cat1?9orifils are not 
r~f~~~n~~d, i.e., devices tha.t are surgically inserted and 
external devicee. 

The propo~ed amendment explicitly recognizes all th~ee 
categories. The proposal recognizes that prosthetic devices 
include devices that are surqically inserc.ed. An example of such 
o device would be a pacemaker. The proposal also recognizes that 
prni::t:hAt.i.r. riAv.i.c:-:e.~ i.nclm:ie de.vices that ... :r.e physically .:=rtt"lr.hAri 
to the body, such as colostomy baqs and supplies directly related 
to colootomy care. 

Iu ct<.ldl Lluu' Lh!:!! µ.c;upu~d.l H:l<.;Uyul~!:!!~ Lho:t. L }:J.L"Ul;; Lht::i LlL: UtlV .iL:~~ 
include external devices such aa augmentative communication 
devices. Augmentative communication devices replace a mal- or 
nonfunctioning element of the body's oral motor mechanisms 
consisting of the speech center of the brain as wgll as thQ 
nerves, muscles, and orqans that toqe~her control ~he production 
of cpccch and improve the functionc of cpcaking for individuals 
whose oral motor mec:han.i sms do not wo.rk. Obviously, "improving 
functional ability" include:;; improving the ability to :;;peak; 
othe:cwise, Medicare and private insurance policies would not pay 
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for an art::i.ficial larynx. 

Clearly, such external de~l~~~ dr~ 5ubject t.o the general 
policy that ;ill dqvicos providQd under the comprehensive benefiLs 
package mus L lJt:! prescribed by a quali!ied hA;i 1 T.h care 
professional within the scope of the professlunt1.l's pract.lce and 
must be medically nece~~;iry or appropriatQ under the 
eomprehen3ive benefit ~dt:kdy~. 

As ext;:>lained above, the t:f.rRr. r.hang~ to the bill clari£iec; 
the scope of the term "pro:::ithetic d~vice." second, the bill is 
silent with TAR:['IACt to "repair, function, and mo.intenance." It 
does not a.f1pec:u.: that the bill intended to pre~l mi1;1 payment for 
repair, function, and maintenance. (See CULL~HL µol!cy under 
Medicare, for example, unnAr which rules governing procthctic 
deviccci incorporate by reft:u·euc..:~ policies regardino repair, 
function, ~nrl maintenance under DME. The propo5al covers these 
functioHi:; (~~t:l below). 

'!'hird, the hi 11 r.overs accessories and 1mppliea which are 
used directly with a pru::ithetic device. '.1.'he proposal movP.!;t this 
prnvi~ion to a separate paragraph, which is then md<l~ cipplicable 
Lo ~11 ca~egorles of devices. 

3. ORTHO~Tr.S AND PROSTHETICS 

The bill includes two lists of cov~i:~d equipment. The 
proposal simply includes a term to describe each of these list~-­
"orthotics .. Lu d.t:iscribe leg, arm, back and nAr:k h:r:aces; and 
"p;rosthetics" to dcocribe artificial legs, aLm~, c.nd eyes. Thus, 
no inten~ ~o change pnlir.y in bill. 

The hill includes "replacement if required because or ~ 
1.:hc:tnqe in 'the patien't'S physicr.il r.nndition" with rasp9ot to 
artificial legs, arms, and eye8; uuL i~ silen't with respect to 
leg, arm, h~ck and neck bracQs. Thie provioion is modeled on 
HedicaLe µulicv, which not only covers repln~AmPnt for both 
catQgoriee 0£ equipment but also provides coveraqe for repair, 
function, and maintAn~nr.e. 

The proposal makes "rcpl.:i.cement ... " applicable Lo uuLh 
ort.hot1cs and prosthetics" and inr.l.nd~s "repair, function, and 
mainteno.nce" under a new sepaL·.s L~ paragraph (see below) . 

4. ACCESSORIES AND SUP~L!~~. 

The bill ~nvers accessoriQs and supplioe ncccssQry for 
:t"epair, [urn;tion, and maintenance of DME. ThP. hill also covers 
accassories and ~upplies which are used direc:Lly wlth a. 
prosthetic device to achi.AvA thl!' therapeutic bQnefi ts of the 
prosehe.sis or to assure the ~L·uµ~r functioning of the device. 

It is unclear why such "accessoriA!=: ;oind suppliQs" only apply 
to procthctic devices and du:i:able medlt.:al ~u!pmen't and noi:. to 
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orthotics, and prosthetics as well. The proposed amendment makes 
this section applicable to all equipment and devices covered by 
this section. 

This proposed change is consistent with current policy and 
therefore should not add any additional costs. 

S. REPLACEMENT, REPAIR, FUNCTION AND MAINTENANCE. 

Current policy under Medicare developed by HCFA covers 
payment for replacement, repair, and maintenance for all of the 
equipment and devices included in the bill. The bill 
unintentionally treats these functions in a disparate fashion. 

The proposal codifies current policy under Medicare with 
respect to replacement, repair, and maintenance of the 
categories of devices and equipment covered under the bill. In 
other words, this new paragraph does not change current policy. 

6. FITTING 

The bill covers "fitting." The proposed amendment clarifies 
that "fitting" includes "adjustments.'' Adjustments are covered 
under current Medicare rules. Thus, by codifying current policy, 
this proposal does not add any costs. 

7. LIMITATIONS. 

The bill specifies that an item or service is covered only 
if it ''improves functional ability or prevents further 
deterioration in function.'' The proposal inserts "or minimizes". 
after "prevents." This change is consistent with overall purposes 
of the devices and equipment made available and conforms the 
provision to the language in the section of the bill pertaining 
to outpatient rehabilitation therapies. 
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CLINTON LTBRARY PHOTOCOPY 

COMM I 'r'l'EE ON LABOR AND HUM.I-...:~ :.;, ~;~OURC2S 
SUBCOMMJTTEE ON DISABILITY POLICY 
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MEMORJ\NDUM 

TO: PERSONS ATTENDING DEC. 22 MEETING RE DME, O:rtTEOTICS AND 
PROSTHETIC DEVICES 

FROM: BOBBY AND ANDY 
SUBJECT= REVISED DRAFT OF OME FIX 
DATE: JANUARY 27, 1993 

P-02 

******************************************~~·~~i~*******1**** 

Attached is a revised draft of the "f: ix" for OMI-'. c;:t.c. dnd an 
accompanying explanation. 

Please be prepared to discuss thi=:~ dr.'!f~: c.:r;d '-"xr:1anatJ.un at a 
meeting on TUESDAY, FEBRUARY 1, 1994 at~ lfl:!l!: l\M. lN HOOM 531 
HART SENATE OFFXCE BUILDING. 

PLEASE NOTE: THE EXPLANATION rs FOi<. 'l'HE ADMtNTSTHA'rJON AND 
CBO. we are not requesting report languag1~ 0 ::. th i :_; U me:. Such a 
request will b~ made after we reach consensu:; on the h.i.JJ 
language. 

CLINTON LlHRARY PHOTOCOPY 

I I 
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SEC. 1124. DURABLE MEDICAL EQUIPMENT, 
ORTHOTICS, AND PROSTHETICS. 

r· 

(4) (A) accessories and suppli·.:~ wh'.ch. :Ye:::: u:::.i•::.:d 
~"\.\~ directly w~ th equipment or d7vices d~scrib0d in p~i. ·rc:igraphs ( l )-
~ (3) to achieve the therapeutic benefits of such equJ.pmcnt or 
. vi devices or to assure the proper functioninq Pf :_;::C:1 E·quipmen!_. 
"' devices, 

(B) replacements ot such <?quip:i1r~n1~ u.::: devices whe11 
requiz:ed in cases of losa, irreparable da111aqe, wear 6 or becau:.:.e 
of a change in the patient's condition, 3nd 

( c) repair and main ten.'ln·~·-'·' ~-' r suc.:1 c.-qu t pment d nd 
devi.ces; 

( 5) fitting (including adjustment-.s) c.i~;:; •.r<':.J_,•\.i ng tor 
use• of the i terns described in paragraphs :· l) <:hn)1~qh \ ·1) . 

(b) LXMITATION.-An item or service ck~scrj}y;d In thi~:i section 
is covered only if it improves functional ability or prevents or 
min.im.izes deterioration in function. 

(c) DURABLE ME CAL EQUIPMENT.- F 0:i-1~ purpes•:.:"-: ,:; t:1i.s 
subtitle, the te "d able medical equ i.p1nenl" has the meaning 
given such term in sec ion 186l(n) of th0::; ci(:! S .:urity Act 
except that au h term a so includes equip cnl:. t.hdL 1o~s not. 
all of the er teria und r such section w en such e 
least costly;. therapeuti lly effective •'1ltern.;1tivc 
functional! equivalent equipment escribed .in s 
is function lly equivalent to the erv.ices that: the 
otherwise IJould receive in sp.ital setting undc~r 

CLH~ j ur., LJHJ{AJ{ y PHOTOCOPY 
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CLINTON LJBRARY PHOTOCOPY 

EXPLANATION OF THE PFOPG.S'.'.:J \.::J-!P1.NGE~: 

1. DURABLE MEDICAL EQUIPMENT 

The bill includes "repair, function, anc; n:2.intena.nc:e' of: 
DME; it is silent on "replacement." Rc~pl.-=ic<~rnent: n<' DMF. is rlAArly 
covered under current Medic a re po I i. cy - r1;1<1l:· ;-' t IH: pn1r_1o~'·r?d 
amendment, coverage for all of thef;e s~::.r'v i 1:.:-:-; i ~': inuvc:d UJ d 

separate paragraph (see below). 

The bill also incorporates by rcfc·1>=·nr-,· 1-ric dr,d: in i Lion of 
"DME" set out in section 186l(n) of U11:: S<>ci<:tl 0r:·,~1:ri.1:y Act. 
The proposal covers equipment th.:;i t do•0·s 110 t: nic·c~: . \ ·1 1 cf Lh•.~ 
criteria under such sect ion when such (··q u i.pmcn !_ .i ~- l r>1.:.· l.r::>.J ~:; t: 
costly therapeutically effective .:tltern.:.tti,re <1!1<.i i~ either: 
functionally equiv a lent to eguipmen t df-;:::;i-. ,- i h(~d i :l :-~:Jch sect ir)n or 
is functionally equivalent to the serv i<::t:•s t hci 1. tl:c person 
otherwise would receive in a hospi ta J ~->.::·t L .i r~q mid··:i- t.hi~.; rart. 

The proposed amendment addresses ::-.he prub )J;rn <-h<c:. t currently 
Medicare may be required to pay more for a p~rticular piece of 
equipment to meet the "used exclusively to s~Lve il n~di.~al 
purpose" test than is necessary whr~n t.he:r•.: .i :-:-. av,J.'. ! .-ibJ c ct 1e:~s 

costly piece of equipment that is therapt::.ut:icaUy 1.:.'fi0ctiv£· in 
addressing the health care needs of the 0ati.1~·nt. Fnr 1-·x;~mpl<.:, 

This amendment should in no w.:iy br: ,_-:;n.-=;,::nH::'O :=:s 1w>d.ity1n13 
the rule that DME must be prescribed by .-1 qu<lli.t.i<::d he.,:Jt_h can ... 
professional within the scope of the professional'~: JYl'."0Ctlce and 
must be medically necessary or appropriate under the 
comprehensive benefits package. 

This proposal will not add to tJ-:(• ccst oJ Lh2 bi.'. .1. becausP, 
by definition, the exception applies only when the alternative 
piece of equipment is ''the least costly ... " 

2. PROSTHETIC DEVICES 

The bill specifies that prosthetic devices (other Lha11 

dental devices) a.re covered if they "repl.Jcc .:1 U ut part of the 
function of an internal body organ." No r:hanqc :.o t.hi~:~ lanquage 
is proposed. However, changes to other aspects of this s~cL.ion of 
the bill are proposed. 

First, the proposal clarifies the !':cope ·~1f th1::> lcnn 
"prosthetic device. '' One general} y c.tcci::~ptcd co t_c::qo cy of 
"prosthetic devices" includes devices U-1;11 ,fft:' ·• phy::; i.<~a 1 Jy 
attached to the body". The bill docs not n:fc·r-·--:rct' 1.his gc:.>ner<Jl 
category; instead, it: includes one sp•·ci(i.t: ..c1ppl:ic.:'.1ti<)n ot t:h.is 
general category ("including colost.orny f.1<-1 1,;i::.: and ::.:;npp 11 es d_i_rectly 
related to colostomy care"). This js confus:Lr! \~1'c;:1'J';r· d specific 
application of a general category i::;; sc·t 01~1 .. ~1 i·he 3tatutc in 
1 ieu of the general category and ot lh: r q•-'n•=~ ;-.:! 1 : y ii ,_;('.-_•;n.(~~ct 
categories are not referenced, i.e., d(•vi..cc:"; th.1t .-in~ ::_;urqtcally 

- ' I I 
I 

I J 
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inserted and external devices. 

The proposed amendment recognizes 2li ttree cat~gories. The 
proposal recognizes that prosthet.ir dPvirpi:; inrl11rlP :ir--vices that 
are surgically inserted. An example ,-i( :·'::ich <: (~·~·vie.'? would 
be ..... The proposal also recogn.i?.t"'S that pro'.,~th1c:tic ~icvice,~ 

include devices that are physically ;:iLt.c1ched 1 o Lhe body, :->uch as 
colostomy bags and supplies directly l~e)<1teri to colo:-;t.orny care:. 

In addition, the proposal recognize:~, t:i1~· t r1ro:,:;t;1<-:>t ic devices 
include external devices such as augmen1-. .-11.iv•; communication 
de'7ices. Clearly, such external device:.:; <..Ln.:: : uL• jcct t_,) the 
general policy that all devices provid~J t1nd0~ Lh0 comprehensive 
benefits package must be prescribed by a qual i_Li0d he,)lth c<lre 
professional within the scope of th~ pr-c•fE:ssion.:11 '::; nrcH_~tj ce and 
must be medically necessary or appropr"id t c: 1J1:.-JP1- :- he~ 
comprehensive benefit package. 

Augmentative conununication devicPs repl<!CP <~ ff.al - <Jr 
nonfunctioning element of the body's or.i 1 mot.or mech;_1111_:;ms 
consisting of the speech center of the Li1 ;ii:. :1:-; '-••(~.I .t <13 tlHc 
ne:tves, muse lP.s, and organs that togeth<.:·r cu11 trol U1c· production 
of speech and improve the functions of s1x·dkinq fen individuals 
whose oral motor mechanisms do not work. Cbv ion!; 1 y, U1c a b:i l i ty 
to speak is not a convenience; otherwise, Medir~re wo11ld not pay 
for an artificial larynx. 

As explained above, the first chanc_1i=-~ 1_c) dv~ bi;_: cJar)fies 
the scope of the term "prosthetic device." S• 0:•~,1nd, U1e bill 
includes "replacement of such devic(~:=;." '!'hP prop()sdJ move~; this 
policy to a separate paragraph (see hr• I ov.: I . 

Third, the bill is silent with rc~;pcct .. o "rc~pa.ir, functjon, 
and maintenance." It does not appear that t_hL~ bill intended to 
preclude payment for repair, function, ~1nd !lid int·_.~n.-1nce. (See 
current policy under Medicare, for 8x1Hnple, urnh~r which r·uJes 
governing prosthetic devices incorpordte by r~tcrer1cc polJcies 
regarding repair, function, and maintennnce und~r OME. 
The proposal covers these functions ( :.;c:·c b.:.:l.''"...-). 

Fourth, the bi 11 covers accessori.<7>:-• .ind .'.'U?P' 1.<•:::-; which are 
us~d directly with a prosthetic devic1::=!. The !)Cnpo;~,c1 l moves this 
provision to a sepa ra le paragraph, wh 1 <:h i ~; ~-h01~ 111.:::ide <1ppl icable 
to all categories of devices. 

3. ORTHOTlCS AND PROSTHETICS 

The bill includes two lists ot ~nvP10d ~0ULpmen~. The 
proposal simply includes a term to dcscri~x~ ··>v~h •Jf thc·~-:;e l LsL::>-­

"orthotics'' to describe leg, arm, bc1ck l1r.d 11c,:;.;. !1;:,:;·-:l''s; anc'. 
''p:r.:osthetics'' to describe artificiaJ .lcqs, .~:·n:-~, .in1I ''Y~S. '['hus, 
no intent to change policy in bill. 

The bi 1 l includes "replacement :if rCCJli ~ ·~·'''~ ::i,-..c.=~1!'-;r" of a 
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change in the patient's physical c(;ndlL:1;:: ,•t:::._: ~-·.0.3I_;f2::T tu 
artificial legs, arms, and eyes; but js ~ilent with respect to 
leg, arm, back and neck. braces. 'l'hJ.s pruv i :-, .i.<.111 : :.., :uod2 led on 
Medicare pol icy, which n.ot only cover:=; rt'P l d.Cer:.\CB :: '.:or hot_h 
categories of equipment but c:ilso provi.d•'·~~ .-·r1vc~1-.:1c;•' f•J:· r•''[><1ir, 

function, and maintenance. 

The proposal makes "replac:o?111ent ... " ,_it-:~;,_;,:-_-;;.ic~ ; ,; bol!1 
orthotics and prosthetics.. and incl udr~s ·· r•?p,1; 1 , tune L .1.0n, .:rnd 
maintenance" under a new separate pa r·aqra (;h 1 ::(·< · f"' Jr;w) . 

4. ACCESSORIES ANO SUPPLIES. 

The bill covers accessories and '.·>l•ppli·.::::< ·.,,·':1cL "1 r12 L:~,,1~c 
directly with a prosthetic device to <JCh;evc • 11:· t.t:r,·c.1pe~1tJ..c 

benefits of the prosthesis or to asst;i::-c thi' f'rq:H·1 functieirnng of 
t.hP. dev le:e. 

It ie unclear why such "accessor·ios d"c:. supp.iies" <n1ly apply 
to prosthetic devices and not durable medical e>qu 1pn1cnt, 
orthotir:s, and prosthetics as wel). Th<:· proposed 21mendrnent ma kE~s 
this section applicable to all equipm0r1t .=tnd <icv5 ces cover<~:d y 
t}·! is section. This proposed change i.s cor:si::;\-•'nt with curr · · r 
!°''))icy and therefore should not add an)' .-iddi ~.j_1}1:;J i co·.;~:.c;. 

'l. l<f PT.ACEMf.N'f, REPA!R, FUNCTION AND Ml\ I N'l'C:N.4NCF.. 

Current policy under Medicare dcvi:~ l'•r'~-<~ h/ h~:1•A '"· 
payment for replacement, repair, and maj_11tc·n<1ncc ft~r o.ll i uf 1.h€ 
equipment and devjces included in thr~ rnJl. '!'lit> b10 
unintentionally treats these fun<::Lion:-:. ir. ,~, di:-;p,-:r,1t(·, l'LlshJ.un. 

The proposal codifies current roli• .. ~y un.]er !v;0<J.;_cd.r-(· with 
re-:ipect to replacement, repair, and maintc11a:-1ce <.)f the 
categor ie~ of devices and equipment cove red rnu.ler thf::"! bi .l .l. Jn 
other words, this new paragraph does not cllcHHJP current. policy. 

0. FIT'J'"J NC 

The bill covBrs "fitting " 'T'hP prr:pof;t'"d a:r:E:H .. ir.-.er-.t clarii.ies 
that "fitting'' .includes "adjustment:..;." Ad·ju::-~tnk'n~<::: art.'.: r.ovr-'!n.;d 
under current Medicare rules. Thus, by -::-1.i_!i[ving c1i1·r·=:nt policy, 
this proposal does not add any costs. 

~. L lMI'rATl ONS. 

The bill specifics that an i tern 1>1 ;.:-;.=.,:\; ("•~· : s covcr~d only 
if it ".improves functiona 1 ability o.r. prcvenu; : ~irt h(•r 
deterioration in function." The propot;c:Jl !)1sc:::t~::.; "nr .mj.n)mizes•·. 
after "prevents." This change i_:=; con::o:i"':l.:~"n'.- ·,,.'~ .. :: ···vcr.cll1 purposes 
of the devices and equipment mc:ide ov.r i i .-~ l' ! •, .~ ::c-! ~·•-·!if C1rm:J the 
provision to the language in the sectj(1n ,::/ :~::1,_· •,:::_1 p<'rtaini.ng 
to outpatient. rehabilitation ther.1pt• 0 ·:=:. 



TO: 
FROM: 
DATE: 
RE: 

Ira Magaziner 
Jennifer Klein 
2/23/94 
DME 

Attached please find Invacare's suggested amendments to the 
DME provision of the bill. As I think Marilyn has noted in her 
memo, this is not a controversial amendment and is in keeping 
with our overall philosophy to permit people to purchase services 
beyond the comprehensive benefit package. 

I will sit in on the meeting with Invacare tomorrow at 
Marilyn's request. 
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INVA04RE 
Innovation in Health Care ... 

The President 
The White House 
Wuhington. DC 20'00 

Dear Mr. President: 

September 17, 1993 

91562878:tt 2/ 3 

On behalf of Invacare Corporation and the home care induitry, I want to thank 
you for the oppominities you have provided us to present our views on health care and in 
pani\;uw, the opponuniry to review your comprehensive health care reform proposal. 
Invacare is the world's leadina manufacturer and diJtributor of home medical equipment 
(HME) with over 3,400 employees worldwide and 1993 sales c1':pccted tu top $370 
million. 

I am impreSSld with your level of understanding of the role home ht.&lth care c;an 
pliy in incrwina access to health care while reduci"la:'· It i1 clw you understand 
that home health care is a viable alternative to facilitY cue for both acute and lons­
tenn care. From your record in Arkansu and the emphuia on home care in the proposed 
American Health Security Act, it is clear that you lcnow that 700/e of Americans polled 
state that they would rather recover from an accident or illneu in rheir home. It 11 also 
clear you understand that, in many "5CS. home 'are can yield clini'll outcomes equal to 
or better than facility·bued care. 

1 have reviewed the WOl'ldng group draft or lhc plan and are most appreciative of 
the fact that you have included both tiome health care services and HM£ u covered items 
in the basic benefits p1eka1e which will be the central focus of the American Health 
Security Act of 1993. I believe lou have proposed mcaninaf\I) refonn that is good for 
America and with the inclu&ion o covwage for home care services and HME. your plan 
can meet 1hc twin objecdva of reducins costs while iftlUrins '"'" to health care for 
every American. 

Many arguments will be mounted in opposition to your propolll and I am sure that 
one of them wiU be a projci;ted adverse Impact on emplnyment. Those who would make 
this argument have lost sight of the growth potential for home we. The demand for 
nurses. therapists and aides to provide home health ~- is already hi&h and it will 
incrcuc if your pl111 ii adopted. As home health care ii made available to i'he 3 7 million 
uninsured Americana and home care is extended to o\hcra u a wv~ccl long-tenn care 
option. businesses like Invacare will continue to FOW and creaie job• in the U.S.A 
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INVAC4RE 

Mr. President, I truly believe that the basic benefits package you will prnµosc to 
Congress next week as pan of the American Health Security Act will be good for America. 
and Americans. and I am willing to publicly express my support for this package in 
whatever way you may find appropriate. Toward that end, I would like to exLc:mJ an 
invitation to you and Mrs. Clinton to visit Invacare either at our world headquarters in 
Elyria. Ohio or ac our major manufacturing facility in Sanford. Florida. These would be 
great venues to speak about your support of home tare and the reasons why yuu have 
included it in your basic benefits package. 

I also serve on the Doard of Directors and Executive Conunittee of The Cleveland 
Clinic Foundation, one of the most advanced heath care institutions in the world. One of 
the fastest arowing programs at The Clinic is our home care whsidiary which provides 
c:ost-effectivc and c:hnitally-1ppropriatc $Cl'Yites to people with ~vcre heath conditions • 
including patients awaiting heart transplant surgery! This would be a very Bppropriatc 
venue to discuss the role of home care in meering the needs of patients with acute illness. 

In closing, I want to thank you for your leadership on this imponant issue and 
congratulate your staff and the White House · l"aslc force on Health Care Reform for a job 
well done. As the debate un this important issue heats up. please know rhat I support 
your basic benefits package a.nd sta.nd ready to aniculatc that support upon request. 

,\.\IM:bjh 

c :\_,j$\otw'81iN«l2 
DTW:9• 10.9) 
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POSITION 

Competitive bidding 

Background 
11ie Clinton Administration'Submillcd lo Congress in 

October proposed legislation to reform the nation's health care 
system. Included in the "Health Security Act" is a provision to 
implement competitive bidding for oxygen, oxygen equipment 
and other items nnd services where competitive bidding may 
be detennined by the Department of Health and Human 
Services lO be cost-effective. 

Statua 
The "Health Security Act" includes a provision requiting 

"cornpotitJve bidding" for oxygen, oxygen equipment nod 
"such other items and services as determined by the Secretary 
of Healt11 and Human Services." NAMES has a number of 
specific objections to competitive bidding for the HME 
services industry. However, our major objection can be 
summed up simply: Competitive bidding will not ensure 
quality HME services at reduced payment levels and could 
curtail access of home medical equipment to Americans. 
Such a radical restructuring of how HME is provided virtually 
would ensure that there would be a serious deterioration in the 
quality of HME services. In fact. in instances where 
competitive bidding already has been attempted, some 
suppliers submitted unreasonably low bids to win the contract 
but then could nol cover the costs of providing the services 
and were forced to cut comers - wil.h honiblc results. 

The following points illustrote extremely serious problems 
inherent with compcrJtlvc bidding for home medical 
equipment (HME): 
• IL is very hard to design and administer nny competitive 

bidding process without damagj11g lhc mw-kcl. If a winning 
bid is awarded solely to one provider, within n given 
4'scrvice arC'.a" as proposed by the Clinton Administration, 
Lhis certainly will drive many small companies out of 
business; the sole winner in future years thus would have a 
considerably reduced level of competition. 

• Competitive bidding for certain selected HME items has 
been tried and subsequently abandoned in a number of 
states. There arc cnonnous complexities involved in 
dividing the entire nation into multiple and reasonable 
service areas. Few suppliers provide all possible HME 
services, so il would be ne<:cssary to define diff erenl service 
areas for different kinds of equipment Il currently takes on 

PAPER 

average 90 days for HME suppliers to get paid. M a result, 
it is highly unlikely any company would have the capital 
necessary to cx.pand into new services it1 order to take 011 

large compolltively bid contracts. 
• With any competitive bidding system, the first issue to 

consider must be a determinntion of whal level of service 
provided by HME suppliers the government is willing Lo 
pay. Ot.herwise, the govemment ihould be concerned that 
the service component - SO integral lO assuring patient 
health and safety - may diminish or Wl)lippoiu-. Competi­
l.ivo bhliliug is known lO work poody bolh for the Defense 
Department and the VA, places where it lllready is used on a 
large scale similar lo what Medicare would require. 

• VA hospitals hnve experienced deficiencies documented by 
the Joint Commission on Accreditation of Healthcare 
Organizations (JCAHO) due to the poor quality of home 
c£lre provided by VA contract winners. Medicare would 
have lO expect similar, if not greater, problems in access and 
quality. TI10 VA, once acquiring a signe{1 contmct in certain 
stat.es, has monitored the provjder for provisions of services 
only to find U1ey have no awareness of home oxygen and 
HME Items in the areas of: quality; appropriateness of 
equipment~ various types of Gqulpmem; safety features of 
cquipmenl; and current pricing of equipment. 

Poe It Ion 
NAMES strongly opposes competitive bidding in general 

for the HME services industry. Compctit.ivc bidding will not 
ensure quality HMB services and could cwtail access of HME 
to all Amcch~ans 

Action Plan 
NAMES will continue to work closely with the 

Administration and Congress to advocate the HME services 
industry's position, noted above. NAMES also will urge· 
Congress that, prior to authorizing any competitive bidding 
for HME, Congress closely scrutinize the prior mistakes 
inherent in other competitive bidding projects to date, consult 
closely with the HME services industry, thoroughly 
demooslrnte the concept in select ureas for a minimum of four 
years and have the resulrs evaluated thoroughly by 
independent outside parties before proceeding furl.her with 
consideration of compclitlvc bidding proposals. 

NM1ES, 626 Slaters Lano, Suite 200, Aloxan<lrla, VA 22314-1171 tel: 703-836-6263 tax: 703-836-0730 February, 1994 
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NAMES 
NMio113J Association for 

Mcclicnl Equipment Service~ 

~· Amendment to Section 4118 of S.1757/H.R. 3600 

Propos~<l Amendment 

003 

Section 41I8 is amended by striking paragraphs (1), (2) and (3) of Subsection (c) of proposed 
Section 1847, and Subsection (c) of proposed Section 1847 should read as follows: 

"(c). SERVICES DESCRIBED -· The items and l:i~rvil:Cs to which the provisions of this 
section shall apply are magnetic resonance imaging tests and computerized axial tomography 
scans, including a physician's interpretation of the results of such tests and scans." 

Ex1>lanation of Amendment 

There arc, at tbe present time, no clear and commonly Ml:l:l;ptecl quality standards of care for 
the provision of oxygen and. oxygen equipment. ln addition, the Medicare program has not 
developed quality standards for the home medical equipment (HME) services industry. As a result, 
there is a wide variety in the levels of care provided by oxygen suppliers across the country. Under 
these circumstances, competitive bidding would place Medicare beneficiaries al risk that their oxygen 
suppliers will be selected for them on the sole basis of cost, to the exclusion of quality concerns. 
This would be an unwise policy. Thus, the amendment would delete the application of the 
competitive bidding rCl1uirc1w:11ts to oxygen and oxygen equipment. 

In addition, tl1c amendment would del!.!t~ tl1l; authority granted to the Secretary to use 
competitive bidding for additional items and services whenever t11c Secretary determines that it would 
be "appropriate and cost-effective." This provision would enable the Secrntary tu 1..Tasc payment 
policies that have been developed over a number of years, thus undoing all of the previous efforts 
by Congress in a particular area, .simply because the . Secretary concludes that it would be 
"appropriate and cost-effective" to do so. This would be an enormous grant of authority to the 
Secretary, without any limits or guidelines set by Congress. This would he an unwise policy. 

If Congress wishes for a competitive bidding proc~ss lo bi; applied to a particular area, then 
Congress should strictly specify that area after due consideration, serious discussions with industry, 
careful study and successful demonstration projects, and never abdicate this role to an administrative 
agency. 

()2':i SLlH~rs L:ine •Suit<:" /..00 •Akxandrin, VA 22314-1I71•('70.3)836-6263 F/\X (703) B3(1-67JO 



Proposed Amendment to S. 1757, H.R. 3600 
the Health Security Act 

p. 71, Sec. 1124: DURABLE MEDICAL EQUIPMENT AND PROSTHETIC AND 
ORTHOTIC DEVICES. 

between lines 4-5 add new subsection (c) (2): 

line 4 "· .. Act; and 

(2) For purposes of this subtitle, any individual purchasing or 
renting customized or upgraded durable medical equipment may do 
so by paying the difference between such customized or upgraded 
equipment at the point of sale or rental from a supplier; such 
supplier shall bill and receive the amount egui~alent to such 
covered durable medical equipment as specified in this section." 

Purpose: 

As proposed in the Health Security Act, other industrialized 
Western democracies, ~, France and Germany, cover in their 
health plans standard durable or home medical equipment. These 
countries also allow individuals to purchase or rent customized 
or upgraded equipment by merely paying the difference between 
such customized equipment and their standard equipment to the 
supplier, which, in turn, bills and receives payment directly 
from the health plan for the equivalent amount for the standard 
item. This proposed amendment would allow identical treatment 
for such customized or upgraded equipment for all covered 
individuals in the United States. 

Cost: None. 

Cross References: S. 1775, p. 70, Sec. 1124, between lines 4-5. 

S. 1779, p. 68, Sec. 1124, between lines 4-5. 

S. 1770, p. 89, Sec. 1301(b) (2), after line 
25. or S. 1770, p. 100, add Sec. 
1312 (a} (2) (C), between line 8 & 9. 

S. 3222, p. 110, add Sec. 1302 (a) (3) (C), 
between lines 18 & 19. 

S. 1579, p.62, Sec. 1202(d), after line 25. 
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Proposed Amendment cos. 1157, 
tll• Health Security Act 

202 456 7739:# 2 

p. 71, Sec. 1124: DURABLE MEOICAL EQUIPMENT AND PROSTHiTIC AND 
ORTHOTIC DEVICBS. 

between lines 4-5 add new subsection (c) (2): 

line 4 "···Act; and 

(4) For purposes ot this auhtitla. apy indiyidual purchasing or 
renting customised or u.pgra.ded c1ur@le m@d1cal i@ipment maY do BO 
by paying the dj ffer1nce bqtwecn such customized or upsraded 
eczuipment at the ~pint gt ea.le or rental from a aupplier: such 
su.,plier ehall bill and receiye the nmoypt eqµivalent to such 
covered durable medical eqy,ipment as apecitied in thi1 sectioa. 1 

Purnose: 

As proposed in the Health Security Act, othar industrialized 
Western democracies, Jl.a..SLi., France and Germany, cover 111 their 
health plans standard Qurable or home medical equipment. These 
countrie8 •lso allow individuals to purcnase or rant customized or 
upgraded equipment by merely paying the di!!erence between such 
customized equipment and their standard equipment to the supplier, 
which, in turn, bills and receives payment directly from the health 
plan tor t.ha equivalent amount for tlle sta.ne1ard item. This 
proposed amendment would allow identical treatment for such 
customizad or upgraded equipment tor all covered individuals in the 
United States. 

Cost; None. 

, .. 


