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MITCHELL DILL AMENDMENTS 

CONCERNING COVERAGE 

J. Section l~OJ, ao•cri.hi.-"6 caie1oriu of health care i.t.ems and att111foes, i• 

amen.dBd by otrikin.g "OF ITEMS AND SERVICES" and iM'-rtinlJ 11BENEFIT11 

before "CATEGOMES" in the title, and by inserting ''benoflt." boforc "categories" 

ond atri.kini ''of health c&.'f(tl itom11 and aervioee" in. suba-ecti.o» (a). 

2. Seetion.1S02(b) is amoi.ded to read U6 follows: 

1 "(h) MBl>ICAL MECSSSl'IT OR Al'~KOPltlATll!NFSS.-

2 "(1) IN GENERAL. Health care Interventions (aa doftncd h1 c.hl• 

8 subsection) In t.he cate1orles cleaorlbcd in aub1ectlon (a) 1hall be 

4 covered In the benefit package when medically necessary or 

5 app•oprlate, as def'h1ed in thh• 1ubsectlon. A hAalth plan ~·L but is ·-6 not requla·ed to. exclude h@&1th~A.r.~ .. int.t.rv.uati.ons that arc not .... -·· ·~·-

7 medically nP.r.~s.~ar..Y...01 JUU>~~P.tia.t.c. as defined ht tbts subsection. 

R "(') CJUTEllIA ron l>ETERMINATIONs.-ln making a 

9 determinatlou or medical necessity or ap.pl'nprlateness a health plan 

10 shall find a health care intervention (at defined in suhparo.graph 

11 (6)(A)) to be "nicdfoAlly necessary or appropriate" lfthe Collowlng 

12 criteria are met: 

J 3 "(A) THI flEAL1'H CABE INTEl.V!:N1'10N JR FO- A M~DICAL 

14 CONDITION. 

1~ 

16 

17 

18 

M/19JA4 ft2·J9 PM 

"(i) MEDICAL CONDITION DEJl'JNED.-Tbe term 

•ma'dical oonditlon" meana a disease. tllneH, 111,Jury, 

g~~·eti~ dotoct. o~t.12\9.lfCill>r psychological eondttJon nr 
------------=====----· -------. 

sta_9UI 01· wblch health care intervention is indicated to ,. 
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't1Ji4or .u MttiWn 1sm. a uM@•l )oan utum!.!18a •hlth.ai- • .Part k~ 
~-- CPfSClliurt fa mailbJlt .. •MUp. '1'lsll qtpma,ck plagq t6A aualt 
pvwer .-er .. d!otl ear• bl~~ .ta iUtut 11d.enl 'bmwawiraor wiill Utile 
p0Hc~--

DG'U~'l'IONS~ 

VU. the prapose4 bm, i1a •dobl *1'd. .... ,"me~ ueot1ltf" an4 
Waa .,~ speai& iC.au a4 ••IWN ... , the debliioa. T'AI boulla liven 
~DO at&t1no!7 pld•nr-1 a ... ~luftr to uAzaa '3sta t1"8fltJa.aw11a 
apply it - pll'tiO\tlu medial mt.1¥eatlob et 11Nalmesua. Thu., it ia poe tibia tat. 
PM"'•n•1 _., thera.ptea wU1 nat\a GPftni beca11111 a le4etal lnmaw:rey au a 
dJ6reat .-. af •lsetk=r a Uea.-.t ii medJalllJ ... 11117 ibD & patia At'• 
~~· 
SOLUTION! 

1I'he pa~ ~m aho\1141»• 1m.epUI to pro.W. e,, a At' af 111d.form utlnal 
atuiu41 tlwt gWda tM daalllon m1 'kinr p:ocelt ft atam!Mtiaga of. :ii t:clietl 
iweetti.b' ud. prorida tMI ta !m.plamera.ist!on of tbatt ate!Wdi 1tct ti~ tbe 
dacd.tloa maker clolue to ~ patie~t. 'l'!dl ••ti of a=ta4zDentt W'll1 m•ua tib&t: 
patieist1 ad t'b.air doctonlmadlaal pldlallonalt 1"11 aaka deciliom a~ol i.t mea!aal 
uoeNitv udm %Ulee ut up it1 tbau D'n 1Do&l Mtltla plaA• .m&l that loci l health 
pl&..u wt11 liaft tAe initial l' .. J'endhfllty for 11PlriAJ Ndl 4eb.\tto111 to I P.••11 
tkaraplAI. . 

Thi p~a1ecl uaendmant pzovi4'1 6&t wit1da a uniform MtJOU:, J.•-..titl 
pt.akap, eaob htal~ ~ ,1o. \loul4••1111 pfdalbsl1 far pq81r:£u ~c loiou 
a])out •bidi apea;i4G itll~ ed. 1uviat1 are •••11111' to cara ftst t.beil' al! 2011M1, 
umir a. statutaZJ' &lafin1tioa ofwlaiia 'msdi.calJ¥nemeauy ud. a.ppreiariatt!' care, 
aad u1dn1 l.Aio &ceo\IJlt pier !lvia1"14 l:rlt'*1·litaratun, gpWom ottn« di~l.1 
spadl1t.y mao\lP• ~ avid.e~a.a at puru a.~ le. the mecU;aJ. eoaz iws.ify. Th• 
IJJWldmut. ala• aAAun• 11at1anta1 plo-aldau ud. other hituHt11d »•r1c n1 a.ft 
oppanu.u.l~ e. -\,tam an4 COJ:QmeA' ea Q1 t.aetmen.i f\Jidelli:w o:t llt:ili~ atlon 
pr~• •ural ceva.rap Ut.nmutiea. · · 

• ···-- S\iai e approaCli i.t moZoe to~pwauer.·~bth·j·IJ"'pn~·.-... ~--­
~uu:t anct .. ta a certiWI oxte21t;..wft.hln M.IJdbJe_ National atan~ari a wit.h local 
d•cidoll IZI ak1na pra&erT• patient.a• n,hta and npanci phy1i.da.De' ap&i •· 
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'--.. 
Ude 6ia ama11.d.me!lt! , 

1. .AD.Mm N ....... ill "llllldlwllr~zaprlUl" If•• 
• it i. mr k'Miillat».C of a IWUoaJ. ~ (u 49&.rl bl f.811 

•snadmtat) 

• h ia Ids &U .._.{Le., tMn ta 1,.S~t ~to 
d.•ODll:t•t. tla&t tbo item MA itMOD&~lJ l>e qpeotetl to .lll'04w 
tba mtadal ua» o\l-.. CR' pwr1do the ~decl Wonoatlan). 

• ti ia .. ctiaalb' app~ !Ir a '1'•6 patlu.fi (j..a., it 11 a bl 
zouou.~ ~· opactK to prniU & cJiWr•U, m•nh'~· ba•d.t 
ud. .. &mU&.i m' Mtt!as amameannt. wit& ti... p&tu~• 

·medblu.U). 

L Tho amadaeDt oaaie1 cCaba. pnRZD.pti'.ou racucUas ·•~mi 
•Sieact·· 
• 

• 

• 

drup ut \iolagfm apptll90'9 Sor aukriAs \,J FDA ea Qom.ti 
aaft ad .~. tt&Qi1ucl fer tzeam111c of a m•itioal '1 ueaptai 
fnc1iaat,5en, ,., iab14 ei...r!L1r1 a tht GOJDJ>ftlztlld9e 'D•lladt 
p84kap) 

a aueclioal 41viaa cleuail f61' m.a.rbtmr h:r FD.A. ii cleem.e d aafe and 
decti-n •ball. t'8td. "8JWateJlt witlt 1.Utlhic 

aa itci11t or lll9ioa farn!lu4 GODE-..Ut With a ,raaliaa 1Uldal1D1 
cltvelop•d ht tJie ABCPK OP eutffiail under the Publla I [allth 
S1J'9ice A.Lt ii a1m.e41d9 u4 a&nttv.. 

3. Patu.at cv. eoata ucoo:i&m411rith cleliveiy ofmvaattptiomll tnatmmta 
ue m•d1call1 ~ e4 twioJlriata if~ ue•tm.eJl& is :>art of u 
appHYod reeeHea trial cu 4abe4 m th.a uiiand.m.ane). · 

-··--·imii••, ............... ----------····---··· ., ....•. ·--·--·-
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For WUl)la. an est:A~ziot-oalc tedt: U.f eoon Ila appro- t"4 1:ay rza. 
t.tmt rali•• oh urine ana1f•1• ara1iliol" ~n bDna Daft'OV e.ia.i­
M.UCl!ft. 5111.ilarl~, a ftW tact for ltr•a•t -.noar i• now beiDsi 
~ti')aUKI - a mappleant ta, •I' a1t.QftatS.va fo~. all:llll.eft"~· 
If tJae Jnl81 vcro \o r~• ~o~ ot&"Sitia&~ion ot all 'iav 
dlapos~ie te•~•. wea tlloup tAl-anav.c, ~•te~• al1ci11~ 
ntJdign~t. VCl1D8D vhD nrau.ln avaluation ior ea~ .. >•C'IJSS.. or 
l»rGUt OMMX' "111 1:1• 11nabl• t.• re~S.v• tbA •• »art G~ ~ 
llDNafitR paakar• ror •ll i!u!at:Al"lainate p8:d.ocl •ftG" tb•.J' llt•acaae 
generally avallule. 

ft!.• 18 1:he •1tu&t£oa tu.t naw mutUmin .. 'th111 ·qu•l.it,l' ot 
M4ioa1 oai-a tw median rt:iant.•, nei ·~· d•nie.4 ·~·· ,.,. 
treataaftts vttb nev •-"• 4.vJ.au, •-=a\1• vf lcma 4alay• 
mtveen n• tJ•• t:h•~ th• 1oo4 u4 bru1 .a.Wcj,ftn.'l;lt.D. •pprov .. 
tall J.DVM\1W•~1on&l n&V u41G&:l devica aa aafa and Oft4-0l:i.v•, aM 
tli• ti•• t:.ha~ the •••1th ~ finan~inq ldainiatration leai4aa 
tllat·n• aw1ca 1• n• llm;er "MPDl'ils6J'\ta18 • 

lfD •&1164Y 'th.S.• •1\U•tJ.on, ~ •MMa•nts voul.d ••ta -.is.ah cr1-
~J.a under VJs1ell tlla !lUltl\ pltl\ 1tt•lf vc.~4 )lo eapovax-e4 to 
~-~ d~natlon, ~R•"r preventihe'·uae boar4 froa 
za~ic:anin9 !l•&1tb Aro. th• aaon&cnta vo\.lld.presatve traa 
nquS.rnant. oat a )lealtb pl•ll p.-ov!cla ol\i,y tllosa ~t-oataent1 that 
are ...aJ.c:al>..y noeesNry or AppE"op:-1.a~•· '1-h• int.en~ ·~ ~· 
aaacSaeh~ i• to bav• ti&•ae coc1elona ••• 1.oca11y ln du bait 
•~1 inier••t.8 et the pa~ie.n~, ~ot ~1 • ~-•r• i~ •••~~n,tQn, 
D.C. . ,. ---------......... - .. . .. , . .. . . .. -·- -------··- • ....•.. 

Dbd.-r t.b• Ulonaent•, • Ja!Nltla plan aci.'l.ll.& tiM a tra~tmant t• 
ba •aldtea.lly 1\eoaasuy OI' a.ppl'Opri•'\e• .if-
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• l~ le hr a ...U.oal t!Oftt1.tJ.o,,, •• ••f ina4 1n U&o 
UlaNIMft~)I 

• '1.t i• Mte ad ett•ctlve, i.o., tbera 19 au1r!ciet 
evidcee to tlaOMt.rata tut•• tl9atmant caa maea&b1f 
M -.oted u •~u.ea tu 11:&1*ic.d llMltb •t: ... U' 
pt"oYide · ~· !Atw:nAa4 111ronationr 

• i~ 1- m4!::21-..~J.at. t~ • spacific:I ,atict. 1. a •• 
1t cu h y M n,Mte11 g nov1u a isl.!nic:a U.y 
w•tqrul t>uo.fi\ and i8 rumi.m.4 lit a aettincr 
eommo.'"'aie vitJl tU paUut '• •e4ieal a.Olla .. 

fta-.ppl'OVed. drags r lt.ielOtj',a. 11114 daYiOU •ra etm&l l•red 
aare aD4 •ff•~L,,.. Wiid UMd. in t:lla ~·• ot Ana~ or '-1t191ic-.a, 
tor. '1la C"at::mant ol • ...ur..> 17 •oet)te.4 ib4l•i;J.en or, !ft tile 
ca•• ot M41c:al davic:u, ~ * tana er tbis lali•llDI • . 

In a4Clt.iu, a baltll pllJ\ 111 not ~•pired ta a~c:111d1 a 
U..taant dult t•il• tv ~\a d•f'tnJ.~{aa of 1aadLGallY · 
MeeSSUJ or approprlata. 

Its. aaant1aent vau.U •U,cw tho £ntividual hea1.t:h pl.an to 
aolU• paniwlar uaabe!lta fna • ~•f1ts ~·~v• u .. ,~ not 
t:Za• llaldate4 Jterae:tlt, tacirl threutll ae uaa at a veu.r•!!f 
epplie!Ul• tl'At:mlll!lt. IQ.i.dalina - •htU•r •~a.~ma1\t:l •t lily 
'tllrtmCll a. trooe•• t.bac IU\Rft9. that t;q •ta.t.aant v 11 ~ • iuiii 
con•Uerad ._, tha )1b • • provid&n M4 patiant.. l>a~a" j;to 

a'"'''on. 

a 

!ha iaill auta1"11• t.h• DU 'to Clarify lan4 z-•tina 1·:- eJIC 
aenlou in t.ba Dimo.t'~ pactqa, vii.th a spacial WI• fo~ pnv.n ... 
1;1V• aervia••· %he uan4Aent vault eUb•ti~\lte a prov1.81·aa tba~1 
inlltaa&l, ~llov• t:h• llDt to raaoaend that t.be Agency trr~ H•&lta 
Clte •olicy ud. lt.Muzeh (MPCI) •4-rtalct d.avalcaPUn~ at prac­
tice f\ll•olinos;. :he »1U7D•~ h•re .U '• avoi• a 4up1i.aa·:tDn o!' 
ruhotiO.b ~ the )IKJI •Dll 'the Uc:D, ant 9'0 ••V• vh•1- la es•ua­
t1.ilf a aeli~al an• aci•ntif'• -.otivi\J eras - po11tic:a.l1Y 
appo1bM4 .., b a IM:J&ntif10 •faMf • 

xa tl:aia l•lilt ra;•~, · tA• ... hbento at.rik8a •~ &lanfA~ &12.l( 
tlave4 DrOYicion o! tll• ~ill that. w.s14 111.llc* tba AHCPR ·:.o 
p.-fo:nt ita "ork-clevaloplbg 1t:atL1t.1ct.l ckt:a, pe~£or:ain~1 
t.chaolon u•e•h1u,t1, · P¥'•pal'lfti 01£.l'Uoal pra.etlo• tui•~-
1£.nea-..at t!ia rctuast or, ah' pai4 by, pri.9&\e .. pa"1es, :.noJ.U41nl 
1blN~latJg• c:=peias. l8C:5'Jl pr:lur1t1•, and. t:ha VoJ'Jc tb•·• AHCl'll 
floes, 8"1114 not ba Gate.x111.2*1 ~ ~~ .e:i;l~•~1t ODl&pani•• ... a~.... ···-··· ··-·-.. 
v1111n .. to ••~ ro~. · 
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improve, maintain. re1tol'P., or stabilize a health outoome ·-. 
(a1 defined in aubparaaraph (6)(B)) or wlaicla, ln-th~ 

ah'!!!'_"!. of 11aoh 1~'9rv~nn,ico1!~ lead to~· 
change in a health 011 e. 

--~HANOI! IN HRALTH OUTCOME 

DEl"INKD.-Jn attbclause (f), an advcrae change in a health 
\f\~~'I Iv 'l 

"sJ , ,~ ? 
1
,. :J1 outcome occurs If there la• bio!,oglcal or psyc1!_ological 

0. 0 ·11/' ~~ 
..rr ,'J · 

0 l.~"!~ntal tlj~p In a health atatus. 

"(D~H CAKE INTERW.NTION ll 91\F~D --- ~ 
EFFECTIVE. ~Ith care Intervention is ~::::::::zle and etf'ecti · e if _,;,,--- " . c--
t.he.re i{ sumcient ~vidcnce to dem_~~~!-r~ ea Ith 

care in~~-;;;Uon ea;;,:;.=1onablY~~P. flXpected to produoe tho 
... _ ~ 

Jntendecl hoalth ouu-.orne or provide the intended health 

tntormation. 

"(C) THE HEALTH CA!t'£ IN'l'BltVENTlON IS INDICA1'J!:D FOR. TRIP. 

SP£CJPIC ltNBOLLJDa.-.A bealt.b "are lnterventinn te lndtca~d for 

a specific enrollee If. with respect to that enr~ 's mcdloal 

cnndttton. the health care l~· n ca reasouab . be 
./ 

expected to provide a cl(~lcal: 1UOanin11llll eneflt and out1h 

health earc lnterventl~r_lsbed ~P.tting 
conwatmsuraie wtth the enrollee's needs. 

"(8) BA8181l01l DtTIRMINATIONS.-

"(A) IN GENBaAL.-ln detormilling whtttber a health carf! .. : ·~··· 

intervention 11 medically nece11ary or appropriate, a health 

., plan shall con1lder-

08/lWllt 02:19 J:>M 

"(I) pre1umptlons established by aubparagr11ph111 

(B) thJ"ough (D) ot'thia subsection; 

2 

in+ dlF 
\;' { H<.; cl. 

[ov1 (JI r trtfl 
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"(A) IN OttNBRAL.-A pla11 at IC.11 discretion may. but is not 

required to, exclude U.ttmas or 1ervlce11 th"rougb the use ot a 

treaC.ment pldelf ne, ut1U1atlon protoool or detorndnatlon ol 

genP.r11l applicabfllty, provldod the plan £0Jlow1 C.be procedure• 

of this paragraph and applies the criteria 1et forth in 

subaectJon (b). 

"(B) Rl:QUIREMRNTA.-ln the event a health plan has 

e11tabU1hP.d " treatment guideline or utlllzation prot.oco), or 

ha• made a determination of seneral appUcabllltY that a 

pan.lcular health care intervention IR not available to the 

plan's enrollee.- Ill part otthe comprehensive benefits packal(e, 

thA guideline, pt-otoool, or dotormlnation and a written 

ataiement of the haaia thereof-

"(I) 1hall be provided at least 60 llRys prior to ita 

etrectlve date to the certlfyinJ authority and to each 

affected provider with which the plan bas a cuntract; 

"(lt) ahall be provided upon reque1t, within SO 

days to any Interested party; 

08/JMf 03:10 PM 

"'(iii) &hall be r11vlsed aa 1oon as practicablo after 

new ovldflnce of the type described in subparagraph 

(b)(S)(A) booomo1 available, but ha 110 event shall a plan's 

1uidoline, utilJ:r.ation protocol or det.ermlnation remain 

In etreot for morP. than 1 year aftor the development of 

nRw evidence without reevaluation and republicaUun. 

pursuant to this subparacraph, ot t.be do&.crmlnatton, 

gtddcltne, or protocol and a wrltt.en statement of the 

baal1 thereof, and 
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"(ii) published :peer-revi11wed medical literature; 

"'(ill) ODlnlon• of medical spoolalty groups; 

"'(iv) evidence ol gonaral acceptance in the medical 

community; and 

"(v) rooonunendatlons oft.he Bnard purauant to 

tbl1 section. 

"(B) P'DA.APPROVED nauos AND n101.001cs.-A drua or 

biolofic whioh ie approved fol' markeC.lnlf by the Food and 

Drug Administration 111 deemed to be 1raf11 and efte~tivo Ir such 

druK or bloJoglc ll !urniRhf!d for treatment of a medically 

acceptRd ludicRtlon (as defined in section 192'7(k)(O) of the 

SOl!lal SoourHy Aot). 

"(C) FDA,.ApPlt()VED DEVIOD.-A me.dloal dtwlce that has 

boon cleared tor marketing by the Food and Drug 

Admlni1tratJon is deemed safe and effective when used for the 

condltl()n1. purposes or uses prescrlbtsd. recommended, or 

su1ge1tod ln the labeJlnl{ of the device. 

"(D) PBAC'l'ICB OUIDRl.tNBS.-A health care intervention 

furnished tn an enrollee con1latent with a practice guideliu~ 

developed or oertlfled by the Agency fo1· Health Care Policy 

ancl Research under 11ctlon 91Z of the Public Health Service 
' .• 

Act ts deemed to be aafA •lltd effective, but tho onuaalon of an 

item or procedure from a practice guideline doe• not 1ivo rlae 

to a preaumption that a" itoni or procedure i• not sd'e and 

effective, 

"(4) DETEBMINATION8 OJI' OKNlCBALAPPLJr.A'IUUTY.-

s 
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1 program (as denned hy the Secretary) or research trial1 approved J,y 

2 th" Suretary. A researc;h trJal is dP.P.med to bo approvod for 

S purpOBes of thl1 parasraph If auoh trial la approved by one or more 

4 of thP. National lnstltutoe of Health, the Food and Drug 

h AdmlnlstrGtloa (through an hivestlriatlonal np,w drug e:z:ernptlon 

6 pursuant to 21 U.S.C. SGG or an tnvP.11tt1ationaJ dovioo ea:omptlou 

1 pursu1tot to 21 U.S.<:. H80j(g)), the Department ofVeteranw Affairs, 

8 th A Department ot Defense, or a qualified nongovernment11 l research 

Q entity as deftned f n 1uidellne1 issued by nnP. or more of the National 

10 Institute• ur Health. tneludtng guidelines for cancer center support 

11 grants de1ignated by the NatJonal Cancer Institute."~ 

4. Sed.ion 1Z19(aX8) U; rcn.um.be~ aa sub11f!ction "(c)'~ (ren.umheritif 

•ucceatling aub1cotioM, pa.ragrop/UJ, aubparagraphs and r.ln•J.M.• accordingly), and 

inaertin.g the followi.na after "SE.ftVICKS.··'' 011.d h~jore "(A) Parity." 

l 'The Board aha11 promulgato suoh regulations or suiclelines as may 

2 be nece11ary to olnrify the mental illovss and subAtance abuae · 

3 services under pa1·a&raph 1202(&)(6).". 

S. Sectio1r. 1218(a) iB ameh.CU.d t.n rsad a• follows: 

1 "(a) RECOMMENDATJO:N.til J'OR PRACTICE CUIDELINES.-

2 "(1) IN G2NRRAL.-The Board may recummend that the Agenoy 

l for Health Care Polley and Research undArtake the development of a 

.f p1·•c'1ce auldellne lftht11 Bnard determines that health pla119 11et1d 

r, siuldance for riflt.e.rminatlon of oovorace decision& for a health care 

6 int.ervontio1a. 

7 "(2) PETITION FOa Ol11DELINE.-Health plans, provid.ers. or 

8 citizona 1nay petition the Agency for Health Care Polley and 

9 Research to request thti development of a guideline. 

0 
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"(Iv) 1hall reftoot due eon1lderatfon ot oonunents 

the plan may r6Ulve from provl\lers and other tntereated 

porson1. 

"(C) ADDJTJONAL RJCQUIREMKNTS.-Coplea ot all treatment 

sufdelinP.R, 11tUl2atlon protooe>Ja, anal determination• ot ge.meral 

appUoablUty, And a description otthe process for provlder11 to 

comment 011 ¥uch guldellne1. protof:\A')& and determinations 

and r.evl1lons theretn, 11hall be 1uppJied to oach provider 

contraoting with the plan to be• particlpatlng provider. 

"(6) HEALTH CAltB INTBJ&VBNTION AND HEALTH OUTCOME 

11 DEPJNED.-For purposes of this &ectlon: 

12 "(A) The tarm "health care Intervention" means a11y item 

13 or service provided, with rc1pect to a specific Indication, to 

u diagnose, bnprove, maintain, 1·e11tore, or stabilize a health 

15 

lG. 

17 

18 

19 

20 

21 

3. 

outcon1e or to prevent or mitleate an adverse change in a 

boalth outcome. 

"(B) The term "health outcome" means au outcome that 

afreots tho length or quality of ara enrollee's life. Improved 

quality otllt" Includes ability to pp,rfnl'm activities of dally 

Uvlnc, abllliy to work, r~Ueff'rom discomfort or pain, 

allavletl~n off'atlgue, and improved cognitive, 11ucial. or 

emotional funct.ionln& and well-being.". 
•.. .r , . . 

ltena. (13) of sr:cium. 1303. d.efintn.f ''qUll.li/i-'.d i.n1Jl!1ti,ational trootment'~ 

i.a om.eruled iu read aa follows: 

1 "(18) QVALJPIED INVISTJQATIONAL TRBATMBNT~-The term 

2 "quallfted investigational treatment" meam1 11.n inve11tl1ational 

:i treatment that Is part of a peer·reviewed and approved reaearch 

5 
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1 "(8) GUIDKLIN& P1UOR11'IER. Th@ Agency lor Health Care Polley 

2 and Re111earch must consider all petitions under paral(raph (2) aa well 

3 as reenmmendatlons of the Board In dett,rmlninl' Its priorities.". 

6. Section. l318(b) i.a amen.cled to read 41 follawA: 

1 .. (b) INTERIM COVBBAGE RKCOMMltWDATJONS.-

2 "(1) In the absence of a relevant practice guideline or other 

3 pre11umptio11s pursuant to para1raph 1202(b)(S), and t.aklng lnto 

4 aooount that the diase1ninatlon or new health care interventions 

5 should be broaad enoul'h to allow for accurate asse11mo11ta of their 

(j aalety and effeotiveneH, the Boa.rel may apply the cdt.eria set. forth 

7 In 1ub1ection 1202(b) to iaaue a covera1., recommendAt.in11 for plans 

8 if tho Board deter1nine1 that a health care Intervention: 

~ "(A) raiR"I exceptionally significant l11ue11 uf safet.y and 

10 Rffe.ctlveneaa; 

11 "(JJ) on the ha•ls of information receivi.d from health 

12 plane is. 01· ha likely to be, the aubj.-et of conflicting 

13 detormlnatiOnK hy 'health plans with rDspect to findiU.l(ti of 

14 l'l'ledical nocesalty or approprlate11e11; and 

II\ "(C) is u1cd or ls contemplated for use for a sleninoani. 

16 number of enrollees. 

17 "(Z) Interim r.overage recommando.tions shall be publlshod 

18 fo~ ~n~tce and cornmont puraual\t to the Administrative Pror.edure 

rn Act .I& U.S.C. 668), ahall be based on appllcation oft.he criteria set 

20 forth in section 21202(b) and may fn~Jude~ 

21 "(A) tntflrtm iutdellnes, lnoluding reconunendlltions 

22 t.hat plan• include or o•clude a health care interve11tion, 

7 
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August 1 3, 1994 

TO: 
FROM: 
RE: 

Jennifer Klein 
Linda Bergthold 
Your question on benefits 

You asked me to research the arguments that could be made regarding 
the thirty percent of plans that would offer richer benefits than what the 
Mitchell legislation proposes. I sent a message around to some of our 
actuaries and benefits consultants and received a few responses. I am 
sure you have already thought of most of these ideas, but let me 
summarize them: 

1 . We cannot afford to cover one hundred percent of the possible benefits 
for everyone. If we could, we would not be having the current debate. You 
have to draw the line somewhere. The question is, where do you draw the 
line and is it fair? And to whom is it fair? Is the seventieth percentile 
fair? And what would a person lose if their plan was "richer" than the 
basic or standard plan? 

2. When we talk about "benefits", we actually roll two concepts into one: 
1) the 1.Y-pes of services that will be reimbursed; and 2) the levels of cost 
~h~ring. that will be required. Most benefit packages, across the spectrum, 
include approximately the same "basic" services. That is, hospitalization, 
physician, lab, outpatient, etc. (See the charts I will fax you to accompany 
this memo.) The services that are covered by fewer than 50% of plans 
tend to be hospice, home health care, alcohol or drug rehab, and various 
types of preventive benefits. 

3. Mitchell's plan covers sixteen categories of services, which will expand 
access for most Americans over what they currently have. It will 
establish a floor that is not only basic, but actually expands existing 
coverage. 

4. Most of the variation in FEHBP plans, therefore, is not so much in the 
type of services that are offered but in the amount of deductibles and 
coinsurance -- the cost sharing -- that will be required. Thirty percent of 
tJlt.111.:> ~vulu I C'"!Uil C .:>li~l 1 Lly I 1i~l 1c1 UCUU~Lil..Jlc.:> VI ~Vil 1.:>UI t.11 l~C LI It.II I ~UI I Cl 1 L 

levels. That might mean aa $300 or $400 deductible for the fee for 
service plan instead of a $200 deductible. 



5. The important point to make about increases in cost sharing is that 
consumers will have a CHOICE whether or not they want to pay more or 

ng~- ri~?~~"cj6r~Q. P.WP~ce'i'Uf rR,P.tirtfirH~.>109~r'Wru~1P. Si~g~JrJil(J)orcthtJ, PP'i'Jl~gvP.P. 
with a choice of cost sharing options. We find that employees willingly go 
into managed care plans, at lower cost sharing levels, when offered a 
choice. 

6. Many of the richest plans are collectively bargained plans. These plans 
are protected under reform. They cannot be changed until the plan is due 
for re-negotiation. Therefore, employees who have coverage under these 
plans will NOT lose their benefits. They will actually continue to have a 
higher level of benefits than other working Americans during the 
transition. 

7. The trend in benefits over the past few years has been for employers to 
consistently reduce the level of services covered while increasing the 
cost sharing for the employee. It is important that we set a floor below 
which no package can sink. ( Do you remember that Paul Simon song, "One 
Man's Ceiling is Another Man's Floor?" )We must keep the level of benefits 
from falling any further, while ensuring that the most important services, 
e.g. primary care and prevention, are covered fully. 

I hope this helps. By the way, our actuaries have been helping both House 
and Senate staffers work out the details of the mechanism by which 
abortion payments could be separately pooled, if that becomes a 
compromise approach. Please let me know if you need more details on 
that. I can put you in touch with the key people who have done that for 
some of our private sector clients. 
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TH IS REPLACES THE DRAFT I SENT YOU YESTERDAY. I JUST SENT TH IS 
TO LITTMAN. 



August 1 5, 1 994 

TO: Drew Littman 
Chief of Staff to Senator Barbara Boxer 

FROM: Linda Bergthold, Ph.D. 

RE: Medically Necessary/Appropriate Amendment 

I understand that Senator Durenberger will be introducing an amendment 
to the Mitchell language on Medical Necessity and benefits. From the 
materials I received, it seems he has several major goals: 1 ) He wants 
health plans and practitioners to have maximum flexibility to make 
decisions at the local level, but he still wants some uniformity and 
consistency; and 2) He wants to avoid setting up a new bureaucracy that 
would be costly and possibly prevent new treatments from being covered 
in a timely way. 

Unfortunately, the language he proposes would accomplish the QQQQ~i:t.e of 
his intentions. I urge Senator Boxer to reject this amendment and support 
Mitchell's simpler, less prescriptive approach to these definitions. I find 
it odd that a Republican would want to tie the hands of private health 
plans, while Democrats seek to provide the market with maximum 
flexibility! 

1 .) ISSUE: WHETHER TO USE 'AND' OR 'OR' IN LINKING THE 
TERMS NECESSITY AND APPROPRIATENESS. 

Although they use "or" in the amendment language, "and" appears in 
some of the other material. It is an important distinction that deserves 
emphasis. Linking the terms "medically necessary" and "appropriate" with 
"and" instead of "or" would mean that every health plan would have to 
cover not only services defined as medically necessary, but also services 
defined as appropriate, a far vaguer term with no case law to define its 
proper application. This would hold plans to an impossiblY broad standard 
of coverage. It would also virtually eliminate the possibility of covering 
abortions (which would have to meet dual tests of "necessity" as well as 
"appropriateness"), something which Senator Boxer certainly would not 
support. 



SOLUTION: Apply the phrase "medically necessary OR appropriate" 
in statute. That would allow health plans flexibility to use either the 
more commonly understood and defined "necessity" or apply the newer 
term "appropriate" to certain services which are not truly medical; i.e. 
prevention, rehabilitation, etc. 

2.) ISSUE: WHETHER TO DEFINE THESE TERMS OR CRITERIA IN 
STATUTE. 

Trying to define "medically necessary or appropriate" in statute or 
even establishing criteria in statute will almost surely result in language 
that makes it even harder for plans and practitioners to make good 
decisions. There are dozens of definitions of "medical necessity" in the 
marketplace and little consensus among practitioners as to which 
definitions are best. These definitions need and deserve sustained 
examination and debate, away from the political arena. 

SOLUTION: Simply introduce the terms in statute (i.e. health plans 
may cover services that are medically necessary or appropriate). Leave 
the criteria development to the National Health Board, DHHS, or some 
other independent body. This approach should be generally supported by 
most Republicans, and it is part of Dole's bill as well as the mainstream's 
proposal. 

3. ISSUE: PROBLEMS WITH SOME TERMS IN DURENBERGER'S 
PROPOSED DEFINITIONS 

There are dozens of time bombs within these proposed definitions. 
The language that Susan Foote proposes is based on Dr. David Eddy's work, 
which originally came from the Jackson Hole group into Cooper-Breaux, 
then into Chafee's legislation and now into Durenberger's amendments on 
the Senate side. I expect Eddy will write you directly; however, I can 
assure you that the current version of his language does not accomplish 
what he had intended it to do. Here are some examples: 

a. "safe and effective" - some treatments may be safe but 
not effective; does effective take into account "cost-effective"? Safe and 
effective compared to what? No treatment? Other alternatives? What is 
"safe"? Almost nothing we do in medicine is completely safe. A literal 
interpretation of this would mean almost nothing could be covered. 



b. "clinically meaningful benefit:" --in what context? who 
in the world knows what that means? Very subjective and vague. 

c. "maintain, restore or stabilize a health outcome ... " 
Although I personally believe that any definition should include 
maintenance as well as restorative outcomes, in practical terms, it 
means that plans would be required to cover treatment for all chronic 
conditions, including non-medical, social services (another consequence of 
the broader definition of "medical" in the other section). The Mitchell 
plan is currently priced by CBO as an"acute care" plan. If this 
amendment were passed, it is possible that this language could add 
billions to the cost of the bill. 

d. The basis for determinations in (3)(A) (ii-iv) (peer 
review, specialty opinion, etc.) relies on "garden variety" medicine, 
not best practices. As you know, there is tremendous variety in the 
practice of medicine; this provision regresses medical practice to the 
mean, not to a higher standard of excellence and quality. 

e. The definition of "health outcome" is incredibly broad. 
This would definition would have the effect of requiring plans to cover 
every headache, every visit to a psychotherapist, every cosmetic surgery 
treatment prescribed. Wouldn't we all have improved well being if we 
could have new bodies? The breadth of this definition would not be so 
troublesome if there were some provision for making determinations on 
the basis of cost effectiveness. However, there is no such provision in 
Mitchell, nor is there likely to be for political reasons i.e. fear of 
appearing to ration care. 

4.) ISSUE: WHO SHOULD DETERMINE THE CRITERIA? 

There are several answers to this question: 1) an independent 
national board or commission; 2) the Secretary of HHS or her designate 
(AHCPR?); 3) states; 4) health plans 5) each practitioner. While many 
providers would argue for leaving it entirely to plans and practitioners, 
the legal atmosphere is becoming increasingly contentious over this issue, 
and many providers would like a little guidance. Some states have begun 
to establish criteria. However, there is little rational support for the 
establishment of 50 different sets of criteria. Just look at Medicaid. It is 
far from a consistent program. 



Clinton's original plan scared the Republicans (and some Democrats) by 
the power it gave to an independent national board. The Mitchell proposal 
retains a national board, but contrary to the Durenberger materials, it 
does_nQt_allow the Board to make determinations about individual 
treatments and procedures. It only allows the Board to establish criteria 
(e.g. the terminology Durenberger wishes to insert into statute) so that 
health plans can make the individual treatment decisions. The only 
controversial language in Mitchell wold be in Section 1 21 1 where it 
mentions (b) Determining Medical Necessity or Appropriateness, and gives 
the Board authority to establish "regulations or guidelines to be used in 
determining whether an item or service ... is medically necessary or 
appropriate." It is the language of "item or service" that implies specific 
treatments. 

SOLUTION: 1 .) Create an independent commission, as I believe you 
support, but locate it within an existing agency for reasons of cost 
effectiveness and less bureaucracy. The Dole proposal allows the 
Secretary of HHS to designate the commission members within HHS. 
Allowing the President and the Congress to appoint members, and giving 
them a limited term, would provide greater accountability. 

2.) Let the commission set up criteria by which plans 
ID.§y_determine coverage and exclusions. Do not bind plans to 
mandatory guidelines. There will be considerable compliance simply from 
the fact that national guidelines are issued. And plans will have some 
protection in the courts for their decisions if they have followed criteria 
set up by the national board. I believe this solution would also have some 
bipartisan support. Durenberger's language in 1 202(b) that says "a health 
plan may, but is not required to, exclude ... " is not bad. 

5. ISSUE: HOW SHOULD EXPERIMENTAL/INVESTIGATIONAL 
TREATMENTS BE DEFINED AND COVERED? 

Giving authority to the Secretary or one of the other agencies to define 
what is a "qualified investigational treatment?" is fine, but neither 
Mitchell nor Durenberger's language is clear about who has access to these 
trials and what aspects of patient care are covered. Should the plan cover 
investigational devices themselves, even if the research trial already 
covers them? What about transportation for the enrollee to the center 



which is doing the trial? What about transportation for the family? 
motels? meals? What happens if the enrollee is denied access to the 
trial, etc. etc. 

SOLUTION: Clarify what portions of patient care will be covered and how 
enrollees will have access to these services. David Eddy can speak to how 
to do this. 

6. ISSUE: WHETHER TO USE 'SERVICES' OR 'BENEFITS' 

It's not clear to me why the term 'service' is not suitable. The word 
'benefit' encompasses a broader category of meaning in the real world 
health benefits mean the covered services, the providers and the cost 
sharing attached to that coverage. The important thing about specifying 
categories of service coverage, not specific treatments for specific 
conditions, is that it is an approach that we already use. HMOs provide 
services within broad categories of mandated services specified in the 
HMO Act of 1973. 

Please feel free to call me if you have further questions. I have a 
Washington D.C. phone and voice mail where you can leave messages (202-
778-7830 - Fax: 202-463-8006). I will be in Santa Cruz, California this 
week. You can reach me there as well: 408-462-1 334. 

If it would be helpful, I will re-write the Mitchell language, incorporating 
the suggestions from Durenberger where they are "appropriate," and 
leaving what I think is good in Mitchell as it is. 
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August 1 5, 1 994 

TO: 
FROM; 
RE: 

JENNIFER KLEIN 
LINDA BERGTHOLD 
MED NEC AMENDMENT 

The amendment and memo I sent you yesterday re. medical necessity is 
DURENBERGER's amendment, not Boxer's. I misunderstood. She was asked 
to sign onto it, and I will be revising my memo to send to Drew Littman 
right now. The arguments still stand, but the politics of my response will 
be different. 


