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Offi of 

U.S. EQUAL EMPLOYMENT OPPORTUNITY COMMISSION 
Washington, DC 20507 

the O\alrwoman July 9, 1999 

Mni. Mary Elizabeth O re 
The, White House 
1600 Pennsylvania Avenue, N.W, 
Washington, D.C. 20 01 

Dear Mrs. Gore: 

A few weeks ago, you chaired the first-ever White House Conference on Meot.al 
Health, sw.:ccssfuUy focusing public attention on the need to end stigma and discriniination 
c1&ainst jnc.Jividuals with mental illness . Conference pa.rticipanl,; b.enrd about th reluctance of 
many pc ,plc to set,k trcatimmt, despite recent and well-publici:.,.ed medical advances, simply 
because of the tigma that they might experience a,; a consequence. 

T write to you today to express my deep concern about the recent Supreme Court 
decision in Sutton v. Untted Air Line.,;, U.S. No. 97-1943 (June 22 1999), which may 
have the unfortunate effect of reinforcing this reluctance to seek treatment for mental illoesscs. 
In Sullon and its two companion cases,' the Supreme Court announced that "individual who take 
medicine to lessen Lh symptoms of an irnpairmenl11 can only be considcn:<l ''individuals with 
disabilities" for purposes oflhc Americans with Disabilities Act (ADA i'fthey "nevertheless 
remah1 subst:anlially limited" even after considering all of'lhc positive (and nc~ativc) effect: of 
their medication. Sutton, - ~ U.S._, No. 97-1943, sHp op. at 15. As a resull ot'this d~isiuu, 
the employment discrimination protections or the ADA may no longer extend lo individuals who 
we mcdicalion to trc.:al conditiuns such as depression or bipolar <lisordcr with ii reasonable degree 
of succc.ss. These individuuls, however, remain highly vulnerahlc to employment discrimination 
and other coo~ucnces of stigma when current or prospet.-tivc employers !cam that they have 
mental illnesses. This stigma, coupled with the loiis of ADA employment discrimination 
prnlcction, may combine to reinforce tho reluclancc of many people to seek treatment for mental 
illnesses. 

Murphy v. United Parcel Service, Inc., _ _ U.S. _, No. 97-1992 (June 22, 
1999); Albertson.Ii, inc. v. Kirkingburx, _ U.S. _ , No. 98-591 (June 22. 1999). 
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I run profoundly ~ mcerncd that Sutton has the potential to turn the clock back nn 
~ decRde of' progress for in<li viduaJs with mental illne."lses. AB the Administration develops a 
response;: to these Supreme Court cases, I look forward to being of assislan~ to you. 

I 
Sinccrel)l 1 ,- \ 

l ; 

Chairwoman 

cc: Marsha Scott 
Dtiputy Assistant to the President 
Deputy Director of Presidential Pcrsonnd 

Jona.th.an Young 
A sociatc Director Office of Public Liaison 



NUSGART CONSULTING, LLC 
5225 POOKS HILL ROAD SUITE 1626 NORTH 

BETHESDA, MARYLAND 20814 

July 20, 1999 

Mrs. Tipper Gore 
Office Of The Vice President 
Room 200 
Old Executive Office Building 
Washington, DC 2050 I 

Attention: Audrey Haynes 

TELEPHONE: (301) 530-7846 
FAX: (301) 530-7946 

E-MAIL: nusgart@erols.com 

Re: Medicare Coveraee Of AAC Devices/Dynavox 

Dear Mrs. Gore: 

I enjoyed our conversation at the Women For Gore luncheon at Debbie Seibert's in Annapolis 
several weeks ago, including the discussion with Susan Brown, the impressive woman who has 
ALS (Lou Gehrig's disease). We spoke about augmentative communication devices ("AAC 
Devices"). including the Dynavox, which give a person with severe expressive communication 
disabilities (inabi lity to speak, use sign language, or write because of cerebral palsy, stroke. ALS, 
or muscular dystrophy etc.) the invaluable ability to speak/communicate. In turn, these people 
lead more productive, safer and enjoyable lives. Susan Brown is such a person, and she now 
needs an AAC Device. 

These AAC Devices are funded by every contiguous State's Medicaid program, hundreds of 
commercial health insurance providers, and at the Federal level by the VA, TRJCARE (formerly 
CHAM PUS). Despite this. Medicare rloe"- n()t cover ACC D~vices. 

Over a decade ago. HCF A issued a National Coverage Determination that AAC Devices would 
not be covered by Medicare since they were classified as "communicators" and were deemed to 
be a convenience that was not primarily medical in nature. Since this determination (HCF A has 
no relevant records on this determination and cannot even say which device they evaluated) there 
have been significant new technology developments and changes in AAC Devices (e.g. the 
Dynavox was not introduced until 1991 ). Moreover, as indicated, Medicaid. health insurance 
providers, VA, TRI CARE do provide coverage. So HCF A's position on Medicare coverage is 
now outdated and inappropriate. 
All of the leading disabi lity organizations support Medicare coverage for AAC Devices, 
including the ALS Association. HCF A's current position of no Medicare coverage hurts 
individuals who need AAC Devices. 
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. BY BCFA TO SWITCH NPPV VENTILATORS FROM THE FREQUENT 
AND SUBSTARTIAL SERVICIIIG PAYIIEMT CATEGORY TO THE CAPPED RENTAL CATEGORY 

•BCFA's Newly .Amlounced Proposed Policy Position Is That Noninvasive Positive Pressure 
Ventilaton ("RPPV") A:ie Excluded From The Devices Reqa.iring Frequent And Substantial 
Servicing Under Section 18~a)(3)(A) Of The Social Security Act. 

•This Position By BCFA Is Contrary To Long Standing Legal, Clinical And Factual Precedents. 

•.NPPVVentilators Provide Needed Relief Through Frequent And Substantial Medical Treatment 
To The Sickest Of The Sick Respiratory Patients In Their Homes. These Patients Suffer From 
Neurom11SC111ar Disorders (Post Polio, ALS, Etc.), Or Chronic Obstructive Pulmonary Diseases 
(Emphysema Etc.) Or Severe Sleep Disorders (Nocturnal Bypoventilation). Less Sick Patients 
Like Those Suffering From Sleep Apnea, Who Do Not Beed Frequent And Substantial Servicing, 
Are Reimbursed Under The Capped Rental Category. 

•In 1992 BCFA Coded RPPV Ventilators ID The Frequent And Substantial Servicing Category, 
And For The Seven Years Slace Tb.en BCFA Bas Reimbursed !IPPVVenWators In This Category. 

•In.1993 Congr~ C.ocUft~d BCFA's 1992 CocliDg OfRPPVVen.tllators ha The Frequent And 
Substantial SentciDg Payment Category Through Ameudmen.ts To The Social Security Act, 
Which ha Section 1834 (a)(3)(A) Specifically Retained KPPV'VentDators In This Category. 

•Further, The FDA's 1995 Gaidan.ce For·ven.tilators Determhled That 1'PPV Ventilators ~long 
In A Separate And Distinct Category From Devices FaJHng In The Capped Rental c.ategory. 

•Also, The Clinical Crite~ Agreed Upou In The 1998 Consensus COafeft.Jlce For Ventilators 
Rein.forced And Sllbstantlated The Long Stan.dmg Clinical Practice Of Provfdblg Frequent And 
Substantial Serridng For BPPV Ventilator Users. 

•lloreover, Daring The Entire Period From 1992 Until Two II.oaths Ago, All OfBCFA's Actions 
Agreed With And Backed. The Payment Of RPPV Ven.t:llaton In The J'requent And Substantial 
Serriclng Category. 

•In Late lluch 1999, For The J'lnt Tblle, BCFA UDVeiled A Claim That They Bad Miscoded 
1'PPV Ventilators Seven Years Ago, E9eD Though BCFA Remaln~d Silent Ou This Pohlt During 
Congress' Actions In. 1993, The FDA'a In 1995, During The 1998 Consensus Conference, And 
Dllring The Countless Reimbursements Duriag This Time Period Of lfPPV Ventilators In The 
Frequent and Substantial SefflcfDg Category. 

•/my Attempt At Thia Late Date For BCFA To Claim tt Miseod"'!d NPPV Ventilators rues ID The 
Face Of Contrary Positions By~ The FDA. And Long Established Clinical Gv.iddines And 
Practice. 

•BCFA Is Gettln.g Public Commeuts And wm Bold A Town Ball Meeting Oil This lllscodmg lsaue 

In Late June. 

•hy Attempt By BCl"A Followiq Tbla llleetlac To --!IPPV v ... t:llaton - The Frequ1 
And SahetaDtial Sentcing Category To The Capped Rental Category cannot Be Flnali~d 
Without Specific Approval By Coq:ress. 

•Targeted.Comm:allicatfons By Key Memben Of Congress To Appropriate BCFA And BBS 
OfficiaJs Are Needed Le. Congressioaal Approval For A'Ay Such Attempted Change In 
Reimbunanent Category By BCFA ?feeds Cougressional Approval. 

OCIJU16'S2'.01~ 
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Congr~ Must Ensure that the DMERC Medical Policy on NPPV 
Ventilators is ~onsistent with the Recommendations of the NPPV 

Consensus Conference 

Clinical Concerns: The new DMERC Medical Policy governing the use of NPPV 
ventilators contains recently added criteria that are significantly different from the 
consensus recommendations of the clinical community. 

PACE 3/20 

• One important change appearing for the first time in the final DMERC draft would 
require physicians to Mite an "off-label" prescription for a prerequisite trial of two or 
three months using a different device before the doctor can prescribe an NPPV 
ventilator. 

• The DMERCs' prerequisite trial requirement is inconsistent with the FDA's 
classification system and labeling determinations, as well as the consensus 
recommendations of the clinical community, the weight of the medical literature and 
HCF A's own requirements arising under the Medicare Ca:niers Manual. 

• Another change removes coverage for those patients with carbon dioxide levels 
below 55. in conflict with the clinical community's recomendations. 

• Additional concerns arise from a number of burdensome documentation requirements 
(e.g., physicians must sign-off on patient's compliance). 

Procedural Concerns: 

• The DMERCs did not include these important changes in the initial draft policy 
distributed to the public. and many of these changes will limit or eliminate coverage 
of medically necessary NPPV ventilators for Medicare patients. 

• The new DMERC prerequisite requirement is invalid under HCFA's own guidelines, 
which require evidence that a particular alternative is safer, more effective, or more 
appropriate for a given condition and that such prerequisites are based on medical 
appropriateness, not on cost effectiveness. 

Needed Action: 

• HCF A and the DMERCs should reconcile their policies to conform in full, without 
exception, to the recommendations of the expert clinicians in the area of NPPV. The 
DMERC coverage policy should be revised to conform with the criteria developed 
during the ~PV Consensus Conference on February 4-5, 1998, as memorialized in 
the conferee's subsequent report and the comments the DMERCs received from the 
conference sponsor, the National Association for Medical Direction of Respiratory 
Care ("NAMDRC''). 

: :ODMA \PCDOCS\ WSH\ 130442\ 1 
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Respiratory Assist Devices - New Polley 

A new policy 9n Rcspiralory Assist Devices (RAD) is inciudt.d in the accompanying 
Supplier Manual Update. It is effective for dates of service on ur after October 1, 1999. 

The Health Care Fmancing Administration (HO:A) bas proposed that the policy on 
Respiratory Assut Devices be effective October l, 1999. Bcfurc irnplemencing this 
policy, however, tb.ctc will be an open~ in the near future at HCFA ill Baltimore 
to cilscu.~ the appropriate DME payment catego.ry for respiratozy assist devices with bi­
level pressure QP&bility and with the backup .rate fearure. P1case watch for the Federal 
Registci- notice of the meeting. HCF A hopes tlllt all inteccsted panies including the 
pbysjclan community1 the supplier community and beneficiaries will be in amnd.ance and 
chac theze will be a full discussion of the lssu.e of the as.signrnem of these devices into the 
capped reural payment category. It is HCF A~s view that these devices are excluded from. 
the class for item.~ requiring frcqucm an4 substantial scrviciog in ac:c.ordaDcc with section 
I 834(a)(3) of tbe Social Security AD.. HCF A will be accepting written cnmnv:nts on the 
appropriatcoc.u of the DME piymcat car.cgory for respiratory wist ~ with bi-level 
pressure capability and with the baclwp rate feamre that an: received DO larer than 5 p.m. 
on June 15, 1999. C.Omments should be mailed to the fol.lowing address: 

Health Care Financing Administration 
Oivisiot1 of O,mmnnit:y Post-Acute Care 
Ann: Joel Kaiser 
CS-06-27 · 
7500 Security BouJevard 
Baltiimrc. MD 21244-1850 

Comments may abo be submitted electronically to the following e-mail address: 

jbiscr@hcfa.gov 

E-mail commenu aw:st ilxlnde the full name, address, and affiliation {if applicable) of 
the scoder, and must be submitted to the referenced address in order to be Q>midered. 
All coIIDDeIIts IDDSt bt incotpOrated in the e-mail message bec:anse we may noc be able to 
access attachmentS. 

A special DMER.C bulletin will be issUed some time after the public .meeang and prior to 
Ocr.obcr I, 1999, and will conwn the determination of the payment caregory for each 
codt and all applicable billing instxuctioas. 

PAGE 4 /20 
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Respiratory Assist Devices - New Codes 

Several new cQ(fcs have been established related to the new policy on Respirarocy Assist 
Devices (RAD). Codes KOS32 and K0533 are listed and defined in the policy which is 
included in the accompanying Supplier Manual Update. In addition, a related code has 
been established: 

KOS34 • Respiratory assist device, bi-lcvcl pr~ssure capability, with badup rate 
feature, used with invasive interlace, e.g .. tracheostomy tube (intmniltent 
a.wst device with continuous positive airway pressute device) 

This code is effective for dates of~ on or after October 1, 1999. 

KOS34 describes a bi-le\'Cl pressure device with backup rate feature when it is used with 
an inr.mve interface. (Code .K0533 describes the same ~ce when it is used with a 
noninftSite interface- e.g., a nasal or facial mask.) K0534 may be used mi1Y if the 
respiratory assist device is used with an in.Y»iYe iaterface. 

Accessories used wi1h lhe K0534 will have the same utilizatmn parameters as arc 
described in the RAD policy for accessory codes K0187 - K0189. 

Accegories Used with CPAP Derias 

The new policy on Respirata:y Assist Devices which .is included in the accompanying 
Supplier Manual Update describes asual maximal ~WJIS of accessories (K0183-
K0189) which are expected to be medically necessary within a specified period of time 
when chey are used with -cespiratoxy asffll ~ K0532 and K0533. S.incc these ~ the 
same accessories used with CPAP devices (f.0601), for dates of service on or atce:r 
Ocr.obcr l,L999. the published amouncs for these accessories will apply co lbcir use with 
CP AP devices as well. 

Hated Humidifier- New Code 

A DCW code has been established for a bcat.ed bnmidifier that is used with a CP AP device 
(E0601) or a respiratory mist device (K053~ K0533, ex K0534): 

KOS3 l - Hnmidifier, heated, used with positive airway pr~ device 

This code is effective for dates of service ou or after October I. 1999. Code K053 l is in 
the tnexpe:nsive or Routinely Porchased (IRP) DME payment ategOIY. 

Published clinical-evidence bas DOC dem>nsttated tbal a heated lmmidifier provides a 
signifacant bcDdit compared to a noabeated bornictifier lbcrcfore, if a KOS3 l hnmidifier 
i.s provided for use with a covaed Q) AP device or a oovered .respiratory w:ist device. 
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payment will be based on the allowance for the least costly medically appropriate 
ahemafrve, K0268 (nonhcated humidifier). 1bis is a continuation of cum:nt DMERC 
policy. 

PAGE 6 / 20 
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Medical Policy 199 

Respiratory Asmt Devices 

HCPCS CODF.S: 

The appearance of a code in chis section does oot ~-arily indK:ate ooverage. 

Equipment: 

KOS32-

K0533-

K0183-
K0184-
K018S ­
K0186-
K0187-
K0188-
.K0189-
KO'l68-
K053J -

RespiraI0ly assist device., bi-level pttsSUre capabui[y. witoout bacbrp raze feature, used 
"'ith no.ainvasM: inta:face. e.g.. nasal or f:adal mask (intrrnrittNJt assist deVice with 
c.om:iD110US positive airway pressure device) 
Respnrory ~ ~ ti-leVPl pressure c:apalili[y. wiih backup rate feature. used 
wih nooiDvasive irlretfJa, e.g., nasal or &cial mw: (imermiir.ent ~ deVi:e wiih 
contiDaom positive airway prcsswe dcvx:e) 

Nm! appJic:a1ion device. used wlh posi:ivc airway~ devx:c 
Nasal pillow/~ tcplar.emcm for nasal appi:ama device. pair 
Headgear, used 't1lirh positive ai,ny ~ device 
Olinsuap, usr.d with positive airway pasmc dcvx:c 
Tubing, used wim positive airway ixessarc devi,e 
Fw:r ~hl. used with sitiYe . ..a-.:-• ......,..,_._... po airway prcssare \&,YM:, 

Fm. II)~ med wih posiiYe mwa}'JBSSUIC devr.c 
ftumcfic:r, rim-h:aEed. used widlposiive airway~~ 
}Jumidificr. bcatcd. used with positive airway pressure dcYi:c 

HCPCS MODIFIER: 

ZX: Spr.cific IeqUiremms 1bmJ. in~ I)ncumo:mm,n ~n of tlr .mcdi;alpoJicy ba~ 
been m!l and f!Videoce of dm is avai1ablc in th: supptir.r's records. 

BENDTr CATEGORY: Dwable Medi:alEqU4)1IlCDl 

REFERENCE; Cowngc woes Manual~9 

DEFINITl()lg: 

As ldaco::cd in cm policy.~ pomve ~~ ms1a«e CNPPRA> is the 
adn::il:mtrali. of posirite air pressore, usmg a oasa1 aadfor on1 mask idaface which acatcs a~ 
avoiding the we of more iavui'JC airway access (e.g., ~). It may SOID.'dmes he applied to 
asss ios11ffli rm~ etrons in~ ttatnrnt of cnodn>os rtm mr, involve slct.p-a.uociatcd 
hypoWDhlation.. le is to be~ from the~ vcuilalim adrni:ristacd via a sccmely 
iDtubatcd airway, in a paliem .lbr whom ~or failure ofwmlatmy suppmt VIOOld lead to 
immiteat denme of the patm. 

Region B DMERC Sut,plier Manual Rff.18-Jme 1999 
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A rcspir3tmy mi.u dcvn: {RAD) without bacbp rare (K0532) ddM:rs adju.szabk. variabJe Jcvc1s 
(within a siDp: teSplat.Ory C)de) of positive air prt:SSOre by way of rubing and a noninv~ interface 
(such as a nasal or on1 flc:ial IDIIK) to mist spomoeom respiratory ctrons am supp=u tbc 
vo.Ju.m: of iuspirtd air into the btg, (i.e., NPPRA). 

A rcspimory ~ device (RAD) with backup we (KOS33) delivm adjumb)c, variable leveis (witbm 
a siogle respir.ltoty cycle) of posiiYe air presmr£ by way of mang am a .ao.aiavasive intaface (such as 
a na.w or oral facial nu) ro assm spoorancous rcspntmy efforts md St,pplcmcDt me --.:>mm: of 
inspimi air into tbc hmgs (i.e., NPPRA). In addition. it ~ a timed backup feature to deliver um air 
pressure whenever mft:rimt sp0IUDl!OUS iospirar.oty efforts fail to ocaJr. 

Acccssorics that are used tQ dctivcr air~ to the paiitm's mse aa:J/or moom. aud wba do not 
invo~ an mas1Ye ddiwJ)' rtdmique such as rnrhrmr.omy, ate~ byoodes K0183, 1'0184, 
K0185, K0186, K0187, K0188. K0189, ~ aod KOS31. While these codes bve ,epestmed 
~ usai with cominuous positiYC airway~ de\'i:cs (CPAP), tbc same ~rics arc 
am used in Ebe~ of other fonns of NPPRA lheray/. 

Polysoomgrapby is the cominuoas and sirmltaom1is moitnring and IeCOiding of various 
pbysiobgal and ~1op:al parameun of sleep iJr 6 or rrme boon we phys.:ianievx:w. 
imaplaatioD. andxepolt. Ir nJJSt n:mdeskq>staging wbmis ddlne(1 ro incmdc a 1-4 bid 
e~(EEG). and dctao«:ubg[am(EOO), aada sobmmalelectromyognm 
(EMO). It mJSt ~ include al least rbe following additional pnmetcrs of skep: aidJow, respnto.ry 
dfort. and oxygen samramo by oxim:try. 

F102 is the fraaDlll 00t).i:UblDOn of oxygen deliw.mi to the patm fix .ilspiration. For the .P,llPOSC 
of dis poicy. the patm~ usual H02 Rias to tb: oxypn ~ the paszs ixrmaDy Mathes 
when mt WJle%going cesung ro ~ for coverase ofNPPRA therapy. Thal is. iftbe paaem docs mt 
mnnaDy use ~~oxygen. their usua1r102 is ttm i>la1 inl1)01Jla. 

COVERAGE AND PA)'l,DM' RULES-: 

For 'llt'J a.an to be covam by Mcdi:aic, il mzst 1) be eligible for a defined Medicare bed c.alegoty. 
2) be ~ a oca:sary for the diagnosis or trtatmcm '>f ~ or injury or to hqJrove the 
fiJ!ICtiooiag of amalfomm body memhrz, ml3) DI!! all ocm- appbble Medicare sunnory and 
regwa&ory reqummms. Far •ams addcmed iD this repmatmcdal ~ policy. "reasonable 
a.ad~ is de6u:d by the i>Dowma coverage aod paynat IWCS. 

General: 

The "treating ~ysi::im'" mJSt be~ who is qualified by vinJJe of ~a aDl2 txaiaiog in DOD­

invasiYe respirat'?(yas.sistanc£.. to arm and IIDliior the oseof~assist de'rices. Physiciam 
woo am patiras ':>r oda' mcctical condioons aay or cmy not be so qualified. Diif mt. tb,ugb they 
may be the trcatq pbysici,l, of mr t,,w,4;.myfbr other coiwtitic,m, they ae not considam the 
.. • pb:] •. ML...&... I • • • of~ ... pt...-, tre:ltllg ~ WI u..; MIIMdJabJn ~"ll'""C~ Wliil&--r1· 

Region. B DMERC Sapplia' Manual Rn.II- Jane 1999 
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For tbe pmposc of this poky, po~~~ be pcafou11ed in a sit.q, srudy 
laboraloly, and aot in th: iK>me or in a mobile faciliy. It mist conpy Mb all app&:able Slate 

rcguJalory~ 

PAGE 9/20 

For the purposeaf tm poa:y. mmal bk>od gas. sleepoximmy aod po~ stadies rmy 
not be peifixmed by a DME supplier. A DME Sltppliet is not comidr.red a qua1i&d Jl'Ovidcr or 
supplier of mese rem mr purposes of um polr:ys covenge aod paymcat gnidemrs Tim probiitioo 
docs not cxtCD1 r.o tbe resuln of studi=s cord,ea.ed by lupir.als certified t0 do such tests. 

If tbrze is~ of usage of a .K.0532 or KOS33 device at my tim:, the supplier is apcc:ed to 
asc:ei:tain ~ aod StOp biUiQg tbr the equipm:ul mi rc1arcd acx:essories ml supplies. 

lmtill QMnge Criteria for Kim and KOS13 Dmces lFint 'lbteeMnptln): 

Or a respir:auKy assist device to be cowrcd, tbc aeadDg ph)'sician IIIJSt fully document in tbe patieot's 
medalrccmd syiq,toms c:bu..::tt1btic of~~ such~ da)'timc 
hypasonmm:e. e,ca:ssive fque. mmiag headache, cogniti-.c dys61~ dysJm. de. 

A~ assist device (KOS32. KDS33) used to acmntc;aer NPPRA dl:rapy is covmd for those 
pa6ocs mclmal.cmordcr' groofl'dma..taiz,ed as {I) re.sux:mie do:acic disotdels (i.e.. progrcmye 
Del1IODIJSCUlar diseases or ~ thoracic cage alu::wwaJira), (D) m c:bros obstruc:t.M: 
plhnonary dist.a.SC (COPD). (lD) ce:ntral slcqJ apoea (CSA), or (IV) obstnlcfi9e slt.ep ,pa (OSA) 

(1©532 only) am• a1so tmet me toDowing rttaia: 

l) ~ JJmci; Disorders: 

A) 11ac is dron1i:lta'i,n in tbe ,patiem.~ mt.dical ffJ00ld of a pogressive neuromuscular 
di.ase (for o:aq,le, amyotropbx: latml~) or a.SC"Yae thoracic cage 
atommity (for c:nzrc,~ posr-tbcncoplmy b- TB). ml 

8) 1) An arterial blood gas PaC02. doae wbilc awake and bcamiDg the patient's usual 
R02. ii~ 4S mnHg. QI 

2) SWf oximctry dctwuauao:s oxygai saturaliln < 88~ ix at~ fi\'C 
cxm:izmom mimtes, dooe wt.le bmdiDg tbe pati=t\ usml fl02. aid 

C) Cllonc ~ pulm>aary diase does rd cxmtmJte signiftraatJyto the paticlls 
pnlmaa,y Jioc•i 11L 

If aD above aitaia are mr:t. dbcr a KOS32 or KOS33 dew:e (bw:d upoo tbr jvfgmeot of tbc 
ttea1mg pb.,san) wil ht cnwml mr pcit>,s nm m group of a:aiitinas i>r~ um mrce 
flJO!llm «fNPPRA tm:D1JY (see bdow b COt4ituwrl coverage mer the ml three m>mbs). If 
an of the abow aireria are not met. then KOS32 or KDS33 and rdm.ci accmodes will be 
d£Dicd as not m=di-.aOyiatCessary. 
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lI) Seyerc COPD: 

A) . l) .. An arterial blood gas PaC02, done while awake mi bathing the paIEDt\ usual 
FIOO. .6 ~ SS mm. Hg. ard 

2) Sleep oximerry detmo.stratcs oxygen sazuramn < 88" for at least ti\'C 
C:ODDDIJOUC. rniaures. done wbi: b-eadliog OX)lm ar 2 LPM or the patjed\ usual 
FI02 (wbrlleYer !-1 ~-ml 

B) Prior tc' ioi«iatiog therapy, OSA (and treatm-;nt with CP AP) bas beat a>nmered and 
tuledout. 

If all of the above cruria b: paliems wh COPD arc m=c. a K0532 device will be c:ovacd for 
the first tine mon1m of NPPRA ~ (see beJow for oontimm coverage afta the inir:ia1 
dree ~). A KOS33 device will rot be ooWJ!Cd mr a paticm w.ti OOPD during the first 
t!'.Q rmmbs, beall!!e therapy with a KDS32 devic:c v.tb ~ adjustmems of the devjoe~ 

settings md patiatt 8CCOll'lmd:abon to IS use Will nsnaDy leswt it- Mlfflriror iqro"'2DCDl 
widx>at tbc ncod of a bac:k-up rare. (Sec below for covmge of a K0533 device for COPD 
alter 2 tmadl's me of a 1'0532 ~) 

If an of the abo\C aiczia are not met. K0532 and rclamd acx:csscxics ..-ill be denied as DO( 

medically IJ'ffSSll'Y. Tf 1(1)5.33 is liDcd. but the aileria for a X0:532 device arc BC. payum 
will be ba.d on die albwazxz for tbe least costly rnedi::a)J;y appops:iatc u.emariw, KDS32. 

llI) Cenr1al S~ ApP [Le,, CWJAPQt due to~ 

Prior to i:aitiaang mav,. a c:01q>kle faci&)c-based. ~ polpouwgramDllSt be 
perbmt.d docmmling the following: 

A) 11rditgno5isofQ:Uralsleep~(CSA).m;l 

B) ~ cvkJsi>D of obsttuc:tM slt.q, apaca (OSA) as a primaly cauK of sJec:p-assoc&m:rl 
hypo~u» 

q The raJioc CUI. of a>AP as~ tlJ:npy if'OSA is a coq,onerc of the slccp­
associm bypoffllhlarm, ~ 

D) Oxygal Sl1Dntioo < SK mr at lca1t me cx,ujn1100.s uitfflla, done while lRatbiog 
oxygm at 2 LPM or tbc pmesi\ usu.al FI02 {wbif.brnr js higher), jgd 

E) Sig,,ifw:art iqxovamJt af tbc sleq>-associlrc h)PO'YCIJDlD>n web use of a 
KOS32 or KDS33 device 011 the Sdtings rbat 'f'i!l be~ h initial use at home, 
while ~I tbc paticm\ usual R02. 

If allabo'fC aita:ia aie met, e4bcr' aKOS32or JCDS33 df!vic:e (baed IJp0ll tbeptpnr of~ 
tJtMing pb)'siciaD) will be covaed for patimls wilb doomwa .tied CSA cnr,dmns 1br the fiat 
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tbrcc m,ntm ofNP.PRA tbmpy (~ below fur CODtioued CXlvmtgc afra me miliaJ. three 
mo.mhs). If aD of the above aicria me DIX aa., men KDS32 or K0533 aod rdatt:d ~, 
will be deni:d as not medK:aUy necessary. 

IV) ~ Sleep Apa (QSA..}: 

A) A c:mqdcle faciliy-based. an.end«t po~gram bas~ the diagnom of 
obsaua:ive sleep apnea. g 

B) A siagle level device (60601, continuous positive airway~ dcvi:c) (CPAP) bas 
been tried am prow:n ineffective. 

lf rhe above auna m met. a KOS32 de\licc will be aM:red b' the first tbtcc month;. t\C 
NPfRA tbmpy (sec below for cottinued co-wnge after the initial dfte mombs). If KDS32 is 
billed IDd these aatia B me im but the covmge amia io the DMER.C poi;y for 
Continuous Posirive Asway Prwurc System (CPAP) E met. paym:m will be bar:d on the 
alk>Tt'allCC ilr the 1caa Q)sdy mecially appioptiare alr.ematM, E0601. 

A K0533 device is not ~ m ma,, if the pinaydiagmm n OSA. If KOS33 is billed, 
paymea: w:i1l be based OD the alkrwmce tor~ least costly medally 3ffiopiale akeumi~~ 
KOS32 or F..0601, if a,~ cruria for tmse dm0es ba'Je br.m nx:t. 

O>ntinaed ~ b@!ond FintTbree Moatbs of '.lbmPt; 

Pltiem.\ .:ovmd far the finl 3 mores of a KDS32 or K0533 dcVice llllSt be l&eYIJum:d to estab1isb 
me m::dical rxxessity of cornnx:d cova:age by Medi:are beyond the first dne DOltbs. While tbe 
palm may certainly Med lO be~ at c:adicr mmk afta-ttm dmpy~ itritiaod. the~ . 
evalnation upon which Medicare ri. bas= a d«isioo tO comirlJe co~ beyond dm time mm occur 
wkbin 61 to 90 days of initiating lberapybytbc aCltiDg plYSDlD- Tbr:re DIJSl ~ doa.ma.tm,n in the 
patiat's mcdnl record aboat the progr5 ofn:lcvaot s~ mi~ usage of~dmceupto 
[ha( time. Fmmc of tbc patient to be ~ly using b KD:532 or ICOS33 device .fbr an nmgc of 
4 bows per 24 hour pcmd by me tift of this 6l-90day ~ would rqre:sc:m DOIKOJDPliant 
1m1izalxm b the irunkd ?J1P05eS and~• of bar.& of this dmpy. 11m woukl ~ 
rea.c;on for Mtdalc to dmycoorimrd covaage as 'DOC ndicaDy ~-

Asi:Je from. me abo'1C du. vn ea•aci>u in the patit.a[~ awtical ncoms. me tbllowiog mm of 
ooomr:nr#i>" mJS1: be ottaint byt!lC supplier of me dMz mr ~rmaaim of a>'1'erlgC be)1ond. 
thre!mombs: 

I) A sjg1m and damd statrn:rJJ1: CXJq>k!.ed by me trealiag ~ IJO SOOID'than 61 
days aftl:r iairiacin& use of the deYir:e. declaring tbal the pm, ic CXU]\1liadly mmg lbe 
device (maw.rage of 4 hours per 24 "hour pcnod) and dlll the patieaa is bmc firing 
fmmitsmc.,g 

2) A Mcdare bn-:6:iuy statenat ooq,Jerrd by the pemd DO soom:r thin 61 da,s 
after~ use of the elem (see bdow}. 
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If lhe above auria arc not met. condnucd coverage of a KOS32 or KOS33 device aod related 
accx:ssom willbe demcd as not medically oectS&aI)'. 

PACE 12/20 

For Group n paricra (COPD) who qualified for a K0532 dtvic£. if at a time m sooner than 61 days 
w.r incal issue and c:orq,liam U5C of a KOS32 ~ the trcatiDg piysiam ~ rhe patieot 
requires a K0533 dcvic.e, che K0533 dm::e will be covered if~ following auria are~ 

1) An aneml bbod gas Pa<:02, ~ no soom:r than 61 days afta' inmaoon of 
COff1)liam: use af thc KilS32, done wtule awake and lnatbiog tbc patiemt usual FI02, 
stillr:c:mms ~ 55 nm Hg, -~ 

2) A ~ o'limctry. tq,eated no sooner lhan 61 days after initiab>n of coxq,tiant use of a 
KOS32 dcvi:e. and wmle brPArbilf wim Jbe K0532 deviq., ~ oxygen 
sablra)D < 8K for at least five mntinunnc rnimres, done wtnlc txcathiog oxygen a 2 
LPM or t:bc paticm~ usnalFI02 [whichever is higbr.d), IDd 

3) A sip! and dart.d statement from tbt tRlmxg physician,. a>q>ktcd DO sooner than 61 
daysafta- imdon oftbc KOS32 d£vr.e.. drdaq thattbe paticmhu brm~ 
using the K0532 dcvi::e (an a~c of 4 bOtlrs per24 hour pm;,d) but that the pacim 
• ~Nr a-..r ....... fi:om its mi 15~.,...---0 me,_ 

4) A Medicare benm iaey srarnoenr ..x,iq,J,it,d by the patit.ot. no sooDa" than 61 days 
afrt.r iniriation of the K0532 deYu. 

lf tbe above crmia Joe a KOS33 devl:c a not met, bm are at h' mmmnl covmge of a KOS32 
device. paym# will be mst.d on the allowance f0r tbc least cmtly m:dically appcopce alrrmativc, 
KOS32 

Patiepg on a K0532 o, KOSll Dpice prior to fflective Dg o(dm Policy: 

For patimls in Groups I, D lad Ill starb:d on~ mist devm ll lllY time (am:l in Group IV 3 
m>Dlhs (It less) prioc co the dlr.cti--e date of dm policy. tbe ~ nmst ct.am tbc 1bllowing for 
coruimlt:d coverage: 

1) A~ and dacd scatermatfrom the tleaaog pbysandt.claring dm dspaci=l 
axmma to coapandy me the device (an awnge of 4 boms per 24 OOlll" period) aod 
dm 1he patiela a benefiting from~ use,~ 

2) A~ tmcticiary starcmmc OUiI\>lded by the patDlt. 

RY patiims iD Group IV sraud on 1'0532 devices greater than 3 mnbs pmr co the diaiYe date of 
this policy, the tcquircm:m lisred in the previn1~ pmgraph do DOt apply. C.0'1Cag'C will be c.onEi:med. 
K0533 devi::es have noc hem covmd b the tratment of 1@icus ii GIOup IV (OSA.) evm. pm to 
the c&ctive dm: of ttm poicy aoi will CCdiDDe to be~ as oor mtn11y ~= this group 
ofpatimrs 
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If th: above crirt:ria for continued covaagc a.re not~ KOS32 and K0533 devices and their 
~ will be denied as aor medically ne,;:rssary. 

Mtdicare Benrfi. iart Statea.mt: 

PAGE 13/20 

For a>nCimed CO\Uage of a~~ mist deY:ice the supplitr n:mst owio a signed and dated 
statement from the bme6ciary docaDming that specified coverage aiic:aa have been met. A 
SlJggestcd fonn for collectiog this infi>nuation i< anacbed (whatever form is used~ ~~jg an of the 
~.nscocninqtnnthea~.~. Ailoftbequestionsoomy~henefriary 
sratctinJt mist be answered by the beodciary, or a famly member or~. but may not be 
CO?q>ler.ed by the suppJicr. 1k co~ 5talcm:ot mJSt be. obtaimd by tbt-mpplitt prior to 

submmioD of funber claims for a KOS3l or K0533 devi:e. at me times spoci:Nd above. Respq,ises 
reported on the scattmem omst substmciate that the po~ aia:a for cominued covr:ragc have been 
fulfiJled. The rcspomes IIllSl iDdx::are mat the bencficiaty is a.m;ntJy still using the KOS32 or KOS33 
dc'vr.e. using il for 4 or mre bouts per 24 boar pa:i:)d. that it bas been used for at least 2 momhs at 
tb: tine of~ stxcm:m\ cxn:q,li:tion. thar: t!JP. br:nc&iary • SCCll cbe aaling pl)'Siciln wilbiD tb: 
aDJth of qaram,t coq,Jeooo and IC Jea&t 61 days after initiating use of tbe rracbiDe» that the 
bra:Jjcjaryplans to c:mm,e umg a KOS32 or K.0533 deYice in tbe ~ aad tbal: tbe pcnon 
c:oq,letiD; tbe statcm:u was not the supp.lia:. 

The following table iqi&DES the usual IIIIXPJ11ffl IDJDUlll Of 10Ct.S90iics mpectc:d to be m,dically 
QOCCSS1Ty. 

K0183-·········-·- 1 per 3 mombs 
KDI84 ... _. __ . __ 2 per I 1D0lm 
K0185 ................ 1 per 6 ID)lltm 
KDl86...._. __ 1 per 6 iromhs 

K0187 •••.... -----· I per 1 .1mmb 
KD188--···-··-- 2 per 1 nmh 
K0189-------·· 1 pa- 6 m>nlhs 

Clum for mn man the usual maximum repJaccm!tt alD)UDl wil be deaicd u not m::daDy 
neca.sary Dlllc:ss the claim is 10Cffl1)1"ic:id by documemation wbaijustifies a larger quamiy in the 
mvi.1ualcase. 

'lf a lar.ed llniridow (KOS31) i1 ordered fer use wilh a covered mpratrey mt device, paymtm will 
be ba9ed on tbc .i1Jowm:ie fir me least costly imtally appropriate fflDJ3tiue (KD268). 

CODING GUIDELINES: 

HCPCS codes F..<MS2, E0453, and KD194 are no kqer valil for~ to die DMERC tar daces 
of service on or aiRr the c&ctive date of this policy. If a ,e.spimy mist dew:e is usm to awly 
NPPRA cbr:npy that does not ba\'e tbc tiud backup zaure, biD u.wg code JalS32; if• bas a timed 
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backup ~ bill umig code K0533. Foe devices prcvi)usly coded as E0452 or E045.3, after~ 
dfecti,e date of ta poli:y. code E04S2 ~ KOS32. and if tbc E0453 is being used we a noninvasive 
iDtc:facc to ad11i1Mk1er NPPRA dlerapy, code as KOS33. For~~ biDcd as K0194 
(imcrmiteot mat device with continuous positive airway pcssure device [CPAPJ. with 
humidmer). use codes Ka:532 and K0268 to continoe billing mer the effec:tive date of this policy. 

DOCUMENTATION; 

An orda mall oquipmcnt and acx:cssotics JllJSt il¥:1ude chc patiem~ diagnosis or an ICD-9-diagnosis 
code, be sjgDed mi dated by ~ treating pbysa:ian, and be kept on file by the supplier. 

All dairm for 1'0532 ot K.0533 devices or tbca-~ IIIISt D:Jude an ICD-9-diagnom code 
reJatiog to tbenmifortbcdevEc. 

Proper use of rbe ZX modi6« is discussed below. The ZX m:>difa DIL5t not be used on claims 
submitted to the DMERC Did the requim:1 docurmnaOOD has actmDy been obcaimd mi cmr:rcd imo 
tbeSUAmSfiks. 

For hl1mts Ptaad op a KQm or KOS33 DmC2 after the FJrectiye P!JS of'tlm Polg; 

Oo daam for tbc first tbroagb. tbm m:,mbs, suppliers may add a ZX modi&r to codes for~ 
(1<0532, KDS33) 2 if an of tbei a:ieria for patients in Groups I-IV in tbe Covrnge and Pa,nm 
Rules sectioa of this policy~ been met. If tbc rcquircmem fi:>r the 2X nmifiet ~ not m:t. the 
supp&r may sutaic addiinnaldocumcmation wjcb the cJaim ro pstifycowrage, bm the :ZX. ~ 
~P9tbet1Sl!d. 

A 7X modifier sbookl DO( be added ro related acciessory codes. 

On the fourth mmm~ claim (and mt IIllDih thereafter),~ supplier may atJly add a ZX nx>difief if an 
of tbc following addiEioaal docn:mrtJtarimi has been obtafned for me~ files.: 

Foe ail parimts on a KnS32 or KOS33 dew;e, the supplier mist~ 

1) The aealing pb)'sicim\ sigDcd mi dated~ described in the Coverage 
and Pl)'lmd Rl11es Seaioo above,. 1111 

2) A~ ~mrerneat. coq>l=d ml obtmd acx:oidmg to the 
crirma.ab:d in the~ and Payment Rlllts section. 

In addml. forper:irm in Group n (COPD), wbcn a KnS33 dm:c is bang bilkd, the 
tbDowing ftddirppl cJoc;1111e«aJon ~ m1Sl be mtt: 

3) Rq,cat maia.l blood gz Pa002. and 

4) Rq,eatskq,oxim:uy, 
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both of whi::h l!IISl meet tbe at.era desai,ed m the C.ow:ragc and Paymmt RuJes 
scaixlibove. 

For Padmts Plaqd on a K0532 or KOS33 Device priftr to die Effmift Date cd'!!if folim 

PACE 1S/20 

A) All p,Jtjma "°a~ or KOS33 device 90 days or ~ -PR: to the dli;ctiye date of 
~ 

For~ b. ltrougb. thrd rem:a1 m,mbs' claims.. a zx amifier may be added if tb:re is 
a i:iJysician~ order io the supplic:n file. ml docnrnemtion in tbe pmem's .mtdical 
teCOrd of a co\Ued diagaom. 

On ~ fourth rental mmdl's cJaim Card my m>mh thcreaftcr), a ZX mooffiea may be 
added oaly if the snpplier bas obained the cb:iman~ desai,ed in (1) and (2) of 
the pn,riom sccmn (treating pi}'!i::im _, bnr!mry statrD'ffftS). 

B) ~ m.aroves I-m on a KOS~ 91'.1CD533 device m.ara: than 90 daJ1.&\.Qf 
dlidive <MIF qf po]icy: 

A z.x modif,er mtJtJ be added oo1y • me .supplier 1w obtam1 t11e duc)111c catic -n 
described in (1) ami (2) of lhe prm>m 5CdDl {mcmg pllyg:ian and bmeFmry 
~). 

C) Patims in Gnq, N <OSA) oo a KDS32 ctvice pg than 90_days as ofeffisiv; 
date=f b. - - u---.pQ 

Tbe ZX dllJ be added to the K0532 a>de on~ claim if lbae is a pbysician's order 
in cbe ~ file, and cixmwnriM in tbe patimt's medical:recml of a covm:d 
diagmm. A ZX mwr not be added to clam for a KOS33 osed to treaI Group IV 
patitm(OSA). 

For AD htim!:1:")11 Rapintory Amt Dmces: 

1be ph)'siciari and bcnc:& ia1y srarnr-em amt be kq,t onfile by me UJPPTn:. tu: sbowd DDl be .sem m 
wid\ rre claim. The DMER.C may request a,pies of~ cko,,1mat:ion.a1 u disaemn. 

Clinical~~ bospialrec:ords and Olbcremx:ms llf me patient~ medal record mmt 
doamal q,pott of~Ddnl nea:stirymi ilh-q> oftbt ~NPPRA lherapy. Rdcvaot 
sections of the pali::m\ m,dnl ra:om pcnaiuiog t0 NPPRA rh:npy D11St also be~ to the 
DMERCupon~mp:st. 

When billing b' qianmcs '>f ~ pcartr mm those des , ixd iD me p,icy as ma mua1 
maxirrl1rn l1llDllD£S. ~ daimmm id.Ide doaJ111enrafioo mpportiDg: ~ mrcbJ nccessifytbr the 
bigbcr rciizari,n ~ im:v ccci,a, amt be ma bod to a hard a,py daimOI' cuaed in the HAO 
rumd of anclcaro* claim. 
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Rd:z- to lhe Supplier Manual b mo.re infnrmario.n on orders. m,dical records, and supplier 
documentatx,n . . 

Dl'F.cTJVE DA TE: 

CJaiim with dares of sctYi:c on or afie' October 1. 1999. 
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MEDICARE BENDJCIARY STATEMEN'f: E,?'P!tion O(Respinrocr Amt Dmce 

8cni::ficiaiy Namc:'. ________ Bendiciary Birth Date:_ I _I_ 

Beneficiary Telephone Number: , __ ) • _ -__ 

The Supplier May Not Amwc;r,Any Of The Following Questions. 

1) Are yo\l (the Medicare beneJiciary) now using a macbiDe chat beJps you take your breaths 
while you arc asleep (separate from a ma.dune that may be giving you oxygen or 
mec:ticioe)7 

YES NO 

2) How many hours a day do you usnaTiy use this macltine? 

____ .HOURS 

3) How many months have you been using tlm machinc? 

___ MONTIIS 

4) When did yon Ja.g: see the doctor who ordered thi.t machine fi:>r yoa? 

-'-'-
5) Will you keep using this aearmenr m the future? 

YES NO 

6) Did you (the Medicare BeoefJciaxy) coq,ltte amwas #1 - 67 

YES NO 

If you did not answer these questions. who did aod wlw is tla relationship to you (for example.. 
wife. husband, supplierofm¥bioc. etc.)? 

Nmne:: _________ _ Rdaliomhip: ____ _ 

beneficiary signature dale of signamre 

Regiaa B DMERC Supplier MnaaJ lleT.11-June 1ffl 
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• OEPA.RTMEHTOF HEALTH ANO 
HUMAN SERVICES 

HNlh Care Finlncing ~n 
(Document ldanlifler: HCFA.-R-137} 

Agency rntormation CoOection 
A~ivities: Proposed Collection; 
Comment Request 

AGENCY: Health Care financing 
Administration, HHS. 

1n compliance with the requlreroern 
of sec on 3S06(c){2) (A} of the 
Paperwork Reductiort Act of 1995. the 
Health Clre Financing A.dminiStntion 
(HCFA). Department of Health and 
Human Services. iS publlshing the 
following $wnrnaty of proposed 
collec ons for public commeru. 
Interested persons are invited to send 
comments regardlng f.hi.S burden 
escimace or any other aspect o! this 
collection of information. duding Ml)' 
of tM following subjeetS: (1) The 
neces.s ty and ut lity of the proposed 
nfonnation collection for the proper 

pafonnance of the ~cy' s functions: 
(Z) the accuracy of the ~ted. 
burden: (3) wa~ to enNnce the quality. 
utility. and cwiry of the information to 
be collected: ~d (4) the use of 
automated. collection techniques or 
othei- forms of information technology to 
minirrua the Wormacion collec on 
burden. 

Type of Inform•don Collection 
Requesc: Exu:rwon or a c:wrently 
approved collection. 

Tide of Informadon CoU«uon: 
Internal Revfflue Service/Social 
Security AdminlsU'ation/Health Cue 
Financing Adminisa-ation Data Maleh 
and Supporting Rqu}atlons in 42 CFR 
Section 411.20-411.206. 

Form No.: HCFA-R-137 (OMBI 
0938-0565). 

U5'!: The purpose of lhiS collection iS 
ro save the Medicare propm. money. 
MSP is euentlally the same concept 
known in the priv te insurance i.ndusuy 
as coordination of benefits. and refers to 
the>M s tu.ations where Medicare 
assumes a secondary payer role (private 
nsunnct being the primary payer) for 

covtrtd services provided to a.Median 
beneficiary. It lS HCFA's resppnslbllity 
to unplemenr the v&rious Medicare 
Se-conc:wy Payer (MSP) provisions. 

Fnq~ncy: Annually. 
Alrecred PubUc: Federal Government. 

8U5iMss or Other for-profiL Not-for• 
profit instirutions. Farms. State. and 
loal or Tribal CovemmenL 

Number of Respondents: 276.251. 
Total Anmw ~ponws: 276.251. 
Tow Annual Houn: I .OS I . 722. 
To obwn cop,ts of lhe supponlng 

Statement and any related forms for tht 

proposed paperwork collections 
referenced above. access HCFA's Web 
Site address ac hnp:l/www.hda.gov/ 
regstprdact95.han. or E-mail your 
~uest. including your address. phone 
number. 0MB number. and HCFA 
document identifier. to 
Paperwork•hcra.gov. or call the Report:S 
Clearance Office on (410) 786-1326. 
Wriaen comments and 
recommendations for the proposed 
information collect.ions must be maJled 
withjn 60 days of thiS not.lee directly ro 
the HCFA P perwork Clnranceomc..­
destgnared ac the following address: 
HCFA. Office of lnformation Service$. 
Security and Standards Group. Divis on 
or HCFA Ent rprise Standards. 
A~n on: Dawn WilliJl&han. Room 2-
1 t-26. 7500 Security Boulevard. 
Baldmore. Maryland 21244-18SO. 

Dated: May 26. 1999. 
Jobn~ 
M.,,.r. HCFA om~ of Infonnadon 
~ -~rlO' and SWtdatds Croup. 
DM.sion o/HCFA £n1~Sw1dards. 
!FR Doc. 99-14122 Filed 6-3-99: 8:45 aml 
-.ucc:coe•,...,_.. 

DEP.&R'TIIENT OF HEALTH AND 
HUMAN SERVICES 

HeeD Care Financing Adminislnl1ion 

[HCFA-10'75-"l 

Medicare Program; June 25, 1989 
PubflC Meeting To Disel•e lhe 
Payment CIMS"fic:atian for Rapirao,y 
Assia:IOevices 

AGENCY: Health Care Financing 
Administration (HCFA). HHS. 
AC'TlON: No lee or public meeting. 

SI Nit PY: This nooce announces a 
pul>Uc mttting regardJnc lhe 
appropriate durable medical equipment 
(DME) fee schedule payment c.a~ 
ror respiramt')' a.ssis( devices (RAOs) 
with bi-It"el pressure capability and 
with a backup rate feature. Tile meedng 
will pr0\lide an opponunity for 
physJct.ans . .suppliers. beneficiary 
advocates. and othtr interested pan.les 
co fumi.Sh information and ~~ issues 
about the payment cl.assification (or 
RADs. The meeting will addrus the 
following topics: . 

• Characteristics of the eqwpmenL 
• Whether the equipment needs 

r'ttquent and substantlal servicing in 
order to avoid risk to the patient's 
health. 
DAT&: The meeting is scheduled ror 
June 25. 1999 from 9:30 un. until 3:30 
p.m .. easwn daylight me. 
AOOAl!S'SeS: The meeti.ng will be held at 
the Health Care Financing 

Administration hodquarters. in the 
auditorium. 7500 Security Boulevard. 
Baltimore. Matyi.and 21244. 
rOA RIATHEA ~)A:IILAllON CONTACT. Joel 
Kaiser. (410) 786--4499. or Clo a 
Knight. (410) 786-4598. 
StWP\SIEHT'AAT INFONIATION: 

BacJcgrow,d 

We re announcing a public mtttlng 
to provid an opporrun ty ror 
physic ians. suppl ers. benefic ary 
advocates and other ln1:2ruted parties to 
furnish nformation and raise issues 
regarding the appropriate DME paymt1U 
category for RADs wilh bi•level prtSSure 
capability and with a ~ckup rate 
feature . The public meeting prov des an 
open fonun for addressing these issues. 
We anclc pate part cipalion by 
phys cians. manut: cturtrs. suppliers. 
national associations representing 
nwiufac:turers and suppl ers. lhe press. 
and other mem~ or the publ c with 
an u,tft'e$C in is.sues re~t ng to Medicare 
payment for RADs. We lntend to d scus.s 
the infonnaUon we ha~ gathered and 
the general direc on that we are moving • 
concerning these topics. The format of · 
the metdn.g will include an overview on 
RAD payment and codlr\g topics. 

For more detaUed information 
regarding the pend "I HCFA coding 
decision on RADs. you may access one 
of the following Ounble Medical 
Equipment Regional Carner websites for 
the June bulletin: 
REGION A:. www.medicare-link.com 
REGIO 8: www.asw-fedenl.com 
REGION C: www.pJbe.com 
REGION D: www.clgnamedicare.com 

We will allow short (10-20 minutes) 
presentadons by the publlc and our sraff 
on these ropics. The meeting will 
conclude with an open d ' 01 during 
which the public may raise issues 
related U> the topla diScUSsed. 

lndivid\WS inmesced in ma.king a 
~nwion at the meeting must contact 
Joel Kaiar 11 (410) 78~4499 or vi.a e­
mail a.tJIUlsertlhda.gov or Cloria 
Knight at (410) 786-4598 or via e-mail 
at CJ<ni&h~gov no 1.a~r rhan June 
18. 1999. lndMduah must identify 
wh ch or the rwo topics they wane t0 
diS<:Uss during their presentation. Only 
a Um ted. number of indMdl.Lils wUl be 
able t0 rnab presentations because of 
rime conscraints. In an effort to assure 
t.Nt all v ewpoints are represented. we 
will notify partl pants who are selected 
to make a presentation. We will not 
assign presentation limes until after 
June 18. 1999. 

While the meetinJ iS open m the 
public. attendance ls limited ro space 
available. lndivid~ls must register in 
adv~ce u described btlow. 
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Registration 
The Office of Professional Relations 

will handle registration for the meeting. 
Individuals may register by sending a 
fax to the attention of Martha Dixon at 
(202) 401-7438. Atthe time of 
registration. please provide your name. 
address. telephone numt;,er. and fax 
number. 

Confirmation of receipt of your fax 
will constitute confumation of your 
registration. Meeting materials will be 
prc>vided at the time of the meeting. 

If you have questions regarding 
registration. please contact Martha 
Otxon at (202) 358-1420. 

We will accept written comments. 
questions. or other materials specifically 
dealing with the issue of the 
appropriateness of the DME pa~nt 
category for RADs with bi-level pressure 
capability and with a backup rate 
feature that are received no later than 5 
p.m. on June 15. 1999. Written 
submiSsions must be sent to: Health 
Care Financing AdminiStration. A 1TN: 
Joel Kaiser. Room CS-06-27. 7500 
Security Boulevard. Baltimore. 
Maryland 21244-1850. 
(Catalog ol Fedenl Domestic Ass.15tanc:e 
Program No. 93.774. Medicve­
Supplementil)' Medic.al Insurance Proeram) 

Form 

Dated: May 27. 1999. 
Nancy-Ann Min ~Parle. 
Admini5.cracor. Healih Care Financing 
Adminisuation. 
!FR Doc. 99-14140 Filed 6-3-99: 8:4S aml 
■IJJNG COO£ ,120-01~ 

DEPARTMENT OF HEAL 1lf ANO 
HUMAN SERVICES 

Heanh Resources and Services 
Administration 

Agency Information Collec:tion 
Activities: Submission tor 0MB 
Review; Comment Request 

Periodically. the Health Resources 
and Services Administration (HRSA) 
publishes abstracts of information 
collection requests under review by the 
Office of Management and Budget. in 
compliance with the Paperwork 
Reduction Act of 1995 (44 U.S.C. 
Chapter 35). To request a copy of the 
clearance requests submitted to 0MB Cor 
review. call the HRSA Repons 
Clearance Office on (30 I )-443-1129. 

The following request has been 
submitted to the Office of Managemem 
and Budget for review under the 
Paperwork Reduction Act of 1995: 

Number of 
l'e$!:IC)ndents 

Applicarion .......... ............. ....................................... - .. ................................... .. 26 
A~ .................................................. - ......... ................................ . 1'8 

'""""',"" 

Proposed Project: Application for 
~rtiliation and Recertification as a 
Federally Qu.alilied Health Center 
(FQHC) Look Alike. 0MB No. 0915-
0142-Revision 

The Health Resources and Services 
Administration (HRSA) proposed to 
revise the application guide used by 
organizations applying for certification. 
or recertification as a Federally 
Qualified Health Center (FQHC) Look• 
Alike for purposes of cost-based 
reimbursement under the Medicaid and 
Medicare programs. The guide will be 
revised to reflect legislative. policy. and 
technical changes since May. 1997. the 
issuance date or the last guidance. 
Revisions will include reference to the 
Bala.need BudgM Act of .J 997 which 
amended the statutory language 
pertaining to FQHC Look•Alikes to 
include the requirement that ··an entity 
may nO{ be owned. controlled. or 
operated by another entity· ·. and the 
interpretation and implementation 
policy documents is.iued by the· HRSA. 

Estimates of Burden are a$ follows: 

Respor\NS ,=. Total hour 1)81' 
burden r9St)Ondent 

1 100 2,600 
1 20 2.960 f------+------1------1-----

T ocal .... .. ............................................... .................................... .. ...... .. .... .. . 174 

Written comments and 
recommendations concerning the 
proposed information collection should 
be sent within 30 days of this notice to: 
Wendy A. Taylor. Human Resources 
and Housing Branch. Office of 
Management and Budget. New 
Executive Offi~ Building. Room 10235. 
Washingt.On. O.C. 20503. 

Dated: May 28. 1999. 
Jant HarruoD. 
DirKt.or. DiviSJon of Policy~ and 
CoordinatiOn. · 
(FR Doc. 99-14230 Filed 6-3-99:.8:45 am) 

IIIUMG COC1E &1~1S-U 

DEPARTIIENT OF HEAL TH ANO 
HUMAN SERVICES 

NatJonac Institutes of Health 

National cancer Institute; Nali0e of 
Cloeed Meetings 

Pumlant to section lO(d) of the 
Federal Advtsory Committee Act. as 
amended (5 U.S.C .. Appendix 2) . notice 
i.s hereby given of the following 
meetings. 

The meetings will be cl05ed to me 
public in accordance with the 
provisions se,: ronh in sections 
552b(c)(4) and 5S2b(c)(6). Title 5 U.S.C .. 
as amended.. The grant applications and 
the discussions could disclose 
confu:temial trade sec~ts or commercial 
property such as patentable material. 
and pusonal information concerning 
individuals associated with the grant 
applications. the disclosure of which 
would constirute a clearly unwarranted 
invasion of personal privacy. 

............ ·-·········· ········••'···-·········· 5.560 

Name ofCommirr«:: National Caneer 
Institute Special Emphasis Panel. PAR 
99-019-Non-Mammali.anOrganisms as 
Models for Anti-Cancer Drug Discovery. 

Datt: June 22-23. 1999. 
Time: 8:30 am to 3:00 pm. 
Agenda: To review and evaluate ~t 

applications. 
Place: Double Tree Hotel. 1750 

Rockville Pike. Rockville. MD 20852. 
Contact Person: Wilna A. Woods. 

PHD. Deputy Chief. Special Review. 
Referral and Research Branch. Division 
of ExtnunW.t.l AetMties. Nation.al 
Cancer Institute. National Institutes of 
H~lth. Rockville. MD 20852. (301) 49~ 
7903. 

Name of Commirree: National Cancer 
lmtinate Special Emphasis Panel. Non• 
Mammalian Organisms as Models for 
Anti-Cancer ONg Discovery. 

Dare: June 23. 1999. 
Time: 3;00 am to 5:00 pm. 
Agenda: To review and evaluate grant 

applications. 
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REED SMITH SHA w & MCCLAY LLP 
1301 KStreet, N.W. 

Suite 1100 - East Tower 
Washingron, D.C. 20005-3317 

Phone: 202-414-9200 
Fax: 202-414-9299 

PACE 20/20 

IWWSBURG, PA Mc.U.AN. YA NEW YORX, NY NEWARK. NJ PHll..ADELPHJA. PA Pl1TSBURGH. PA PRINCEroN. NJ W.ASHTNGTON. DC 

TO: Audrey Haynes Attn: Melissa 

COJFIRM: Office of Mrs. Gore 

FROM: 

PHONE: 

Phil Peter 

(202) 414-9258 

FAX NO.: 456-6298 DATE: June 9, 1999 

TOTAL NUMBER OF PAGES INCLUDING COVER PAGE: 19 

ORIGINAL will follow via: D Regular Mail D Overnight Delivery O Messenger IZJ None 
COPIES TO: 

Name Firm/Company Fax No. Time Sent 

I NOTES: 

IF YOU DO NOT RECEIVE ALL OF THE PAGES, PLEASE CALL Colleen AT (202) 414-9335. 

CLIENT/MATTER: 157848.20017 ATTORNEY NO: 1384 

TRANS:MIT BEFORE: 
TIME [JAM O 9 0 10 0 11 0 12 0 l O 2 0 3 0 4 0 S O 6 0 7 0 8 []PM 

IF A PROBLEM IS ENCOUNTERED WHEN SENDING THIS F~ PLEASE CALL 

TRANSMISSION TIME: FINISH TIME: OPERATOR: 
AM PM AM PM 

PRIVILEGED AND CONFIDEN'IlAL 

n.. tlf{"""'1lilwt a~l4ilred ill rhis jaaiMile TMUllfl is privi/qul Olld Cflff/idfflljaL IJNi is i,uotMd on6' /M" tltll IUf of tlw w/Jv/dval(s) or tntity 11111Md ab<M who htrK b«n 
,p«ific4lly tllllMrizlJd Ill rt~M it lj w rNdtr ii 11« dw ~ rtr:ipiat. )<OIi an ltnrby ,rotjficd d,at a,ry dismrtinarlon, dutribwion or copyiltg of dtu ~ u 
$l1'krly prolribttH.. /f ')l(N ,._ rea.ivfd tlrt, ~nication In trrM', p1- notify ws i~ia•/y by ielqwint and ntvm oll paiu lo 1M odJJreu drow,r ab"'1~. T1,a,,J: )'OIi. 
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The Honorable Tho~ BWey 
Chairman, Committee on Commerce 
United States House of Representatives 
Washington. D.C. 20515-6115 

Dear Chairman Bliley: 

202 260 7837 P.04/ 07 

Thank you for your letter to the Administrator regarding Medicare's proposed change in 
reimbursement category for Non-invasive Positive Pressure Ventilation (NPPV) devices. I am 
responding on her behalf 

First, I want to make clear why HCF A has recently chosen to reexamine the payment category for 
NPPV devices. Our actions are intended to safeguard the health of Medicare beneficiaries, assure that 
quality of care remains high, and maintain the financial health of the Medicare program. 
Payments for NPPV s have grown dramatically in the last several years. From 1994 to 1998, payments 
have increased from $4 million to $126 million, with the projected expenditures for 1999 at $165 
mi.Ilion. As the IO has indicated to us in the past, major increases in expenditures for a category of 
services. if they are not caused by fraud or abuse, may be the result of overly generous Medicare 
payments. 

Medicare makes rental payment on an indefinite basis for DME items in the "frequent and substantial 
servicing" category, while for items in the "capped rental" category, rental payments are made for up to 
15 months with a maintenance payment made every 6-months thereafter. The higher total payments 
for items in the .. frequent and substantial" servicing category also translate into higher costs for 
beneficiaries since they pay 20 percent of the rental payments. 

Throughout our consultation with health professionals and D.ME representatives on the appropriate 
payment category classification for NPPV devices, it 1w become clear that the NPPV s themselves 
require little servicing. Changing the air filter seems to be the only frequent or regular servicing that 
these macllines require. In addition, these machines have a fairly lengthy useful lifetime. Under the 
"frequent and substantial" servicing category, Medicare pays approximately $600 a month for an 
indefinite period for NPPV s. Over a ten year period Medicare pays $72,000 for a device that can be 
purchased for between $3,000 and $4,000. 

If these items were moved to the capped rental categoiy, HCF A would pay approximately $4,800 in 
rental fees over a period of 15 months. Additional payments are also made for ac~ries such a.5 face 
masks and air filters. After receiving the $4,800 in rental payment for the devices, the supplier would 
then automatically begin to receive $800 each year on an ongoing basis to maintain the equipment. 
Over the course of 5 years, the amount Medicare pays in maintenance fees would again equal the 
purchase price of the equipment. 
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We recogniz.e that the history of our decisions regarding payment for these items has not been 
consistent For the reasons given above. we believe that it ~ warranted that we take a fresh look ai 

what is the appropriate payment category for these devices. On June 25. 1999, HCFA held an open 
meeting to get input from the provider and supplier communities on this issue. Given the need to 
c.onsider the issues and opinions raised at the I\Dle 25 meeting, the change in payment policy will not be 
implemented as proposed October I, 1999. NPPVs will remain in the "frequent and substantial" 
servicing category until a final decision is made. The DMERCs are planning to proceed, however, with 
the NPPV coverage policy, as modified following recent discussions with the National Association for 
Medical Direction ofRespirato.ry Care (NAMDRC). 

Please find the responses to your specific concerns addressed below. 

1. The policy regarding NPPVs is a DMERC policy and not a HCFA national coverage policy. 
Please see Attachment #1, a memo from Dr. Adrian M. Oleck, Medical Director for 
AdminaStar Federal, Inc., one of the four regioml DMBRCs to Ms. Penny Thompson, Director 
of the Program Integrity Group, HCF A. This memo addresses where DMERC policy is in 
agreement with the recommendations of the Coosensus Conference and the instances where the 
policy and 1he recommendations diverge and the rea.wis for these differences. Also, please 
reference attachment lf2 which is a compilation of the public's comments and the DMERC's 
response to them. 

HCF A notes that there is no national requirement for local carriers or DMERCs to follow 
Consensus Conference statements. Our requirement is that DMERCs development of local 
coverage policies should be evidence-based and be reasonable and necessary for the care of the 
beneficiary. 

2. Attachment #3 is a note from the staff of the Department's Office of the General Com1Sel' s 
regarding HCFA's clarification of the appropriate payment catego.ry for NPPVs. 

3. The following are examples of Medicare coverage guidelines that do not follow the 
recommendations oftbe indicated consensus conferences or consensus opinions of health 
professionals or expert clinicians: 

o non-coverage of liver transplantation for individuals with hepatitis B -American Liver 
Foundation Consensus Conference on Liver Transplantation fur Hepatitis B 

o patient selection criteria for Contigen injections for urine incontinence - Co~ 
Opinion of the American Urological Association 

o coverage of cryosurgery of the prostate - Consensus Opinion of the American Urological 
Association 

4. The following is a list of examples of HCF A payment policies that were changed in 
response to discovering incorrect payment classifications. 

o In December of 1993, the ultra lightweight wheelchair (HCPCS code KOOOS) was moved 
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from the capped rental fee schedule class to 1he fee schedule class for inexpensive or 
routinely purclwed DME, allowing for purchase of these items. This change was made at 
the request of the DME industry, which argued that Medicare should allow purchase of 
these wheelchairs because the patients requiring this type of wheelchair were generally 
younger, more active, and would use the wheelchair for many years. From January, 1989, 
the initial year of the fee schedules, W1til December, 1993, all manual wheelchairs were 
classified as capped rental iterm. · 

o In September of 1996, HCF A issued a ruling which clarified that orthotics that are attached 
to wheelchairs are wheelchair accessories and should be classified covered as DME. As a 
result of this ruling, several HCPCS codes for mobile arm supports attached to wheelchairs 
(codes L3964 thru L3974) were moved from the prosthetics and orthotics fee schedule 
class to the fee schedule class for inexpensive or routinely pur~ed DME. These devices 
were classified as orthotics from January, 1989 to September, 1996. 

o In July of 1989, at the request of manufacturers of wheelchair cushions, HCF A reviewed 
the data used to classify wheelchair codes EO 183 and EO 192 as capped rental items. The 
manufacturers felt that these items should be in the fee schedule cl~ for inexpensive or 
routinely purchased DME. As a result of this review, HCFA was able to move these items 
to the fee schedule cla5s for inexpensive OT routinely purchased DME as the industry 
requested. 

o In March of 199S, tracheal suction catheters (HCPCS code A4624) were moved from the 
prosthetics and onhotics fee schedule class to the fee schedule class for DMB supplies. 
This item. a supply used in conjunction with a suction machine or aspirator. wa.s covered a5 
a prosthetic device from January. 1989 to March, 1995. 

o In January of 1999, paraffin (HCPCS code A4265) was moved into the fee schedule class 
for DME supplies because HCF A determined that this item is a supply for the paraffin bath 
(code E0235). This code~ paid on a reasonable oharge basis from January, 1986 to 
January, 1999. 

5. One example of a coverage policy that requires a trial that includes an "off-labeled" use of 
a drug or device as a precondition for coverage of another item or service is our 
requirement that patients with intractable epilepsy first try traditional medical therapy 
before we will cover vagal nerve stimulators. Traditional medical therapy for intractable 
epilepsy normally requires the off-labeled use of certain drugs. 

The Medicare program provides coverage for the "off•label" use of drugs and devices 
approved by FDA If a device approved by the FDA is used for indications other than 
those specified on its labeling, the decision as to whether or not the device is usually 
covered is made by our Medicare contractors who process Medicare claims; in this case, 
the DMERCs. Medicare's authority is based on section 1862(a) of the Social Security Act. 
Section 1862(a)(l)(A) provides in part. .. "Notwithstanding any other provisions of this title, 
no payment may be made wider Pan A or Pan B for any expenses incurred for items or 
services which. .. are not reasonable and necessary for the diagnosis OT treatment of illness 
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or injwy." "Reasonable and necessary" has been interpreted to mean items and services 
which are 1) safe and effective, 2) medically appropriate, 3) not investigational or 
experimental, and 4) not excluded ftom coverage by the statute. Our contractors make 
these decisions taking into consideration current authoritative medical literature, the advice 
of their medical consultants, and local standards of accepted medical practices. 

6. FDA guidance documents are used by FDA to assist manufacturers in obtaining approval 
or clearance of products for marketing. The jurisdiction of FDA relates to the manufacture 
and sale of drugs, biologics and devices. Therefore, the guidance in FDA guidance 
documents is related to these issues. HCP A is a purchaser (payer) of health services and 
has concerns different from those of the FDA Althouift FDA approval of drugs and 
devices is required for Medicare coverage, in many wes, Medicare coverage does not 
automatically occur with such FDA approval. HCP A also examines, through its 
assessment process: 1) relative effectiveness compared to other technologies for diagnosis 
and treatment, 2) application in general practice compared to application in controlled 
settings, 3) application to particular patient groups and facilities, and 4) statutory 
exclusions. FDA documents relating to clearance for marketing are not directed to HCF A 
policy formulation. 

7. Attachment #4 consists of all of the records relatina to the issue of whether NPPV devices 
do not require frequent and substantial servicing. 

I hope this information answers the questions you have regarding NPPV devices. A similar 
letter is bcin& smt to Chainnan Upton. If you have any further questions, please contact 
Peter Hickman at (202)690-5950. 

Attachments 

Sincerely, 

Michael M Hash 
Deputy Administrator 

TOTAL P. 07 
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The Honorable PauJ Wellstone 
United States Senate 
Washington, D.C. 20510 

Dear Senator Wcllstone: 

JUL 2 3 1999 

202 260 7837 P.02/ 07 

Hellllh ear, Fil\illldng Admnislralion 

Oeputy Adminietr.1111, 
WMl'lingtan. 0 .C. 20201 

Thank you for your letters to Secretary Shalala and the Administntor regarding Medicare 
coverage of augmentative and alternative communication (AAC) devices. We agree that 
these kinds of devices· serve an important role in allowing persons with disabilities to 
commtmicate. I am responding on their behal£ and I regret the delay in this response. 

Your letter addresses relevant points regarding the coverage of AAC devices and the 
basic issue that the Medicare program does not cover all services that may provide 
essential assiS1Jmce or medicadly related benefits. For example. in genCl'84 the Medicare 
law excludes coverage of the following types of services: dental. eyeglasses, hearing aids, 
and self-administered drugs. In addition, the Medicare statute is so structured that, while 
all services must be medically neccssuy to qualify for coverage, medical necessity in 
itself does not qualify a service for coverage. Therefore, irrespective of advancements in 
technology, particular items may not qualify for coverage. 

You allude to the possibility of Medicare covering AAC devices under the prosthetic 
device benefit We arc currently reviewing the underlying analysis of AAC devices again 
to see whether there is a basis for detennining that they are an eligible benefit under 
Medicare. Specifically, based on our recent review of this matter, we believe that the 
possibility of coverage under the durable medical equipment benefit warrants further 
consideration. As part of this review. we have had discussions with the Office of the 
Assistant Secretary for Planning and Evaluation and other outside experts regarding the 
cb_aracteristics of the population that could benefit from these devices. 

If HCF A determines this is an eligible benefit, we would then need to detenninc whether 
the benefit is reasonable and necessary for Medicare. This process for "reasonable and 
necessary" determination was published in a Federal Register notice on April 27. This 
notice is available on HCF A• s website. 
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I hope this infonnation is helpful, and I appreciate your interest in this issue. 

Sincerely, 

~ \ _,. ~ A~~.l~L 
~IM.Hash 
Deputy Administrator 




