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David M Eddy MD PhD Skylna Ate Box 32 Jackaon WY 83001 (307) 733-9167 

KafWIHeln 

Prufealonal Std Member 
Senm FNnce Comnftle 
FAX 202 228 6688 

Enclaled ,OU Wll find two~ Onl ~"nm" Illy~.· Th9 altw dncltbll 

the rolll of hi nallanal he• bNld and._.., .. In~°"~- I tried to 
_..., .. IMQulDI tor "mlite1Hr ......... .n.r 1111 fOm* 1n ttw Coaper-8reur a•. to 
llrr1)lly COrWDllddon Of the two dnlfta. (The Clrmft plllt doll nal try tD dlftrl8 "medlc8ly 

nac111.,Y- or "mecllalt, ~. i I allo tltad to keep._.,. lean. Obv1cK111J there is a 
lot of baclcQround bef*'d MCtl 19m. HDIHJ91', NINd ol lllylng out al the dMalll and 

expllftlllonl now, 1 wm rmnlon Ott// f'9 molt lmpoanl .. "" YoU .. Wini lo lcMp ~er- on. 
The folcMI~ -..,.,a11one n cnwn flam a. ar1c111 am~ Mtktg torJAMA. 

1 . Firat, notice the dreatlon of Iha buldtn of proof. Thi lrlt eectlon llrl thlll a plan llllllOIN8r 

............ mddlgllDlllc ~ ............... to mMlhlcrlllrll. l-tow9vw, 

the eeooncr MClllDn -.... m. m. na1 r9CJJlre, p11r11 to notOO¥er naneru and 

dlaQllOlllc ....-. tt.a 1111to,.... ... crtft. nm MOond w:11an r-a-. but not 

tnai .. \4WY ~ ..... I IOC Ol f*9 W dD In mldlCIN dD not meet 8Y9f1 the ftrlt 
crterton (nonlnw~. ll'Ud'I 1111 tt1e arl9lta of ·enec11ven1a: "t>enlllcW and 
"'appqVtal-: n p11n1 could onfyoover'*'al 1111 dd ,,.., ... crtn. a lot of wry 

common tntatmena WOUid bl ellmnll9d tian mwrmge and the pr8Cliae at mldlcll• wauld 

be thrown ir*> cMDL 

FAX: (307) 733-5718 
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The Clnton pllln tllcel a cllfMwnl ~- 11 ...... thlllQI thll Cll'l notbl "'°""ID be 
"m9dDly MClllllry" or "IMdlcdy ~ (W 8ecllorl 1141 (I) (1), p 88). It might be 

able to gel br wlh lhll ~ • flll to dlllltl ,.., ....,... MJ nmm11ary" or '"nwdlcllfw' 

~.· wNch ... "" efled d ~ IW PdUllDn ID ......... nD OM WOUid 

ba able tD fVlnt M wMltW tl'9 -*"'On w ...... hDIDNCI or nal. On tM attwr r.nd, If 
the nlllanll bDMI ..._ a ..,,,~ '* IPICl'C.., dllrlll "IN!llllln; nee 111ary" or 
"n.A ,, .. ' ~.·""" 8lcdorl .114'1 (~ (1) In tM CINDn '*" cauld --.... aauble. 
For.,.,..., I ttle ,....,._, bDul llld "- tllV9 ID bl,.,,..._._. to be mldlcaly 

"9DN 11ry or nldclllf app1aprllle, OW1 h c:unnt 111919 In lhl Clr*>n plmn oould fofce 
p1an91a not CDMI' a lat o1 C101111• prwa.. so.-. out 1 wour m.e.n o1 9mldlc8llr 
~ lnCludel Qatn (a I hape IWllt, or 1 U... II a c:lllla ttl9 nmllallll bout 
Wll lp8Clly c:rlerla, then aw dlrwcllDn d the tudln nut be • I ._. wrlleri • In mr oulllne, 

nal .... ClrDI plln tm I. 

Fo""""81y, COOpet-Bleur ... b .... ..,.w:tl a I dD In ll'IJ CUllne, ..,tng ._•Aft 
AHP 11 flGlll9dto ..... .,.,.. ol .. unlarmllld ....... tor .... ...-and 

---proc.mn. .. - ... lllll) ........... (llcllDn 1302. b. (1), p 98). 1NI .. 
~lval9nl ID m, fll'll MCllDn. COOpet-&rw doll not .._. tnr llCOlld MC11Dn. wNch 
anlbln (but do9a not baa) plmll ID tJrclndl OCMllOI for tl*1gl thlt tal the Cfln. I 

belle¥t hi ... YWf ......-1a lnCbil 1t11118d1Dn, bUt pllUll CDUld lv9 wlhaut 111 they 

~Md to (becll• llllfa "'-- tlalJlly). Wllll• ,,.,.lwold II tData *" '° 
~----lllllllllD.._ .. __... YNICe9prmimWCl&lklgrlnd1Da,...hdl• 

cld ttwt. lndlld, I .u:t be ... in.ia11111t to lldoa a caw hi bblldl p1an1 nm 
cov.,q tl*1gl .. dd nat ....... ~ blCllm thll would ......... -
IVery .,,_ .... crbrlL wt*=" II not ....... 

2. , .. tt. way eoop. .... u .. "meclclly ~and 0"*8 .. .,... 9neclllr(' 

and '"nec1111y.• 1111111 m.. three QDOd '*'OI. All. ttw who ... 10 cover lbonlDnl need 

"rMdlcdy ~ bUt nae ""ln9dc_. ,_ 1111ry.· SllCOlld, br oc••• "mldlcaly 

neoeaary,• we CID not ""'9 to .... b dlllflllCI bleWlm "MGI If¥' and "lpplaprlmlm: 

~ I am unlbll tD dO. TI*d. the wold 0appraprtll8• tm • blmd canncAldk»~ 

•ICDlnF••'lng loll al fmn (llM ~-
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3. I rect.tln9d "n' ..... I mdlDn.• I lhlnk,. Coaper-Brlur..,.,. II bGCt'I CMtf'lln1Jlllld 
and cumbenonw. I Illa 1PP11t1 to bl •lilakill (a Vlllmefl II medlclly IPPf'DP'llda It I 
18 lndlcatm far a m9dlclll mdlkin ... wtlle a,..... GOldlbi la 1om1thlna fotwhlch a 
treatment 11 lndlcaled). Your two apllol1l 11'9 (1) ID .... I UndlftrWd Ind trull b "WllWllOft 

law"~. or (2) uy 10 dlfll'9 1 rwc. TM 111181' aplon la~ pr...,_.a W l can be dDnl fU\' -.,. The....,., after 11 lbaut •..,..,can mike•· It f'llll 

on cornnon WOfide llldl •a -·...., "*"' ... dllm, wNah lhauld a. W9ll 
undel'llOad. We r1"d tt. RGDlw:i *-• lbcM .. OOldlon tt'lt I not tf911ed COUid 19.a to a 
dileall ... • 1n Older to hllda natural ctmngae .. ......,. dlftclMC:IB .,.., rmnopam. 
What8'w lllngulQI '°" .... IOlne ................ ~JG.I•..,,. to IPSllY 
.. whett'8F. wll d.._,. ,., NCDnlbUc:IMt IUfVllY ...... af OOllglnlll Cleft -- trom 
nose bot>8 and Ip colmgMI .._,.., (b) tnall ._,. to!IDWlrv blwat a.at IUl'DlfY va 
for co""811C ....,,., (C) ..-... al a1l1apal'Dlll lrom tNllmanl al tmlnQ. (d) trelllNnl af 
plulrary-caJMd Ital Mlglll lnxn-. a.1r1g lhDrt. (•) ........... af ... ....., ... 
trom8&11ge frVhl, Md (f) llArllDNI ~far~ otcactlexla frornower· 
........ ., vllamN. I wa nat .. to Ind a dllllllloll Of "lnldlc:al CDidlon" In .. C._. 

plan. n lhl 11r9J101 for "lmdlcll aonclllon9 blcmm an.,., I would bl~ tD dD more 
WOik on i. 

4. YouWll ... tlW In my~ I haVellDIUldllWWDld ............... ... 
Cooper-8rHux .... .,,..... n dllgilOlllD pi!DNdl .... , ,,.. "*change ... .. 

,.a u9lng b two lamw ,,__,....and ._mtla pramdLH•" could cm.. a pablem. It 

II trUe lhll In genn 111'911111 •ervenllDnl .. al lllJO bale typH ttw 1111 --~ 
8"ecl healh OUICOmll (.............,, lrldttwwtlOll lfllc:ton "-lh~ II 
ltdrNJI through prcMlng lnlormlllon ... Cll'l lllect daalllorw lbcU .......... (cllgnDlllc 

tntl). But br menllonlng onlJ 'lrHtmlnW' llld 9dlQllDlllc Pft)OICUa," ttll Cooper.a....x 
111ngu1Q1 11 amb1gUoUa lllDul 9*1gl ltml do nat fl damty In..,_ af ttm. two CMlllQDllll, 

IUCh •PM••- ..W.. •wllngtalll, nallDmg .......... n ,..._.,._ v~ 
have • couple al oplana. (1) u. .,,....,. ... cllQnOlllC ...,...,,.. •• In Cooper· 

Breauac, and r.e, on CDmmDrt --to 1caap 1 flam a.1r1g too ,. ... ~ (2) r., to w al the 
mat type9 al...., lnllarwnllDna. The ... would .. Wllllbtg .............. •wlDll. 
ICl91111ng ...... ~ .... and pnadlnl. ....... (lncUlng ... dHlcM and 

......,..,, mar*"'1I ... •rv••m. IUppOlt Cll9, Nm1111M11Dn, and rahlblllllllOn." 
(3) Pick om ward IUCh • .,..., 1rm ... 111ar .. •.._ .. ,•or "8CllwlJ,• and d8llne I to cover 
ever/thing. For....,._, ....._.In COOS--&ruux Cea. pmga 11). tl'8Y u.. ,,.....,.. 
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MNlc89,. bUI wllhDut .. ..,.,... (4) Pick terml ..... ftlUtral In ........... ~ dD 

not have~ cunert medlcll CDlllDWIDI• ........ car*-...., lnlwprlllllDn. The 

Clrmn plan UUI...,,. lftd MMDII". --- In 1t'8 Piii. tor ao. pu1pa111, I hmN Ul8d 
the tl*d ... Ind clllld II '*'Ill,,_, ••. (folD l9d bra law h dlaDn), I 
aaree hit thlt wold could b9 ml IHLlnu I• Ft....,... ham II dllnllon. 11\1111 ... 
you I would·~&-.• more Olftl'llword ... ,... .......... \l"J11'&9c1,•or .__. 
and dldlrw I to be ~ lrd•fMe (•I dd In (2) lbove), or we ..... llld ...... ••In tt. 

PAGE 04 

C8rmn plan. For CXJrlNI ........ In my OUlllne, I UN ttle WLMdl .,..... lril8IV9111Dn" •a plmc8 

holder for whltewer Wo1.1 dlak9e IO .... 

6. What8Yel' mnn(1) ,._. .,.. tDrthl '*'11 lhll .. bl OIMt'ld. you wl nHd to 1R1ke I dHr 

thal tlw mt.rim Ind...,~ ........ cllliM>nl OIQU----.. to bl~ nal to the 
tmllh ... IMl'Clal .......... buttD ......... al ............... lot..-0 
,,.... ........ Thll 11 WHIS1 ...... • YQll llnow, a hllllh INllVIN!on In ... 

atlliitraJ (911, an MRI) dDee nal tmw an ........ or a hlrm. Of._. a ODii, • 1hauah 
,,... ..,. PIUIMl1IM Of .. hNltl "*'~ Rlilhlr, lhe ......,.,,, (or hllTnl or OOllS) 

al a h8alh .,..,..,... ...... .,.. on tlll lndlclllan tor111ftlch 111 Ulld. MRll have 
high value tar •...,.md brain tumin. bul ..... far d ...... cNll pan 
AppendlidDln98 Mve high .... tar ...... wlh....., Ilg• ... .,.,...,.,. al 

appendlcltl, but .... vlllul for ...... Wlh cllrmN. The_, plll1I wl try ID hlrdl thll le 
to aibr (1) .,., .. ._.. ..... lllon .I 111 lor l"1a.d bidlrl9IDll• M,... .. 
c:rhrla d nDnltWl lllalftoMI, llldv9, Int ID IDrth; or (2) CDW181' .. hMlltl lnllMnllan far al 
hlmllona, buldmlgn....._thll .......... 111metDr11.....-.111•ia1D•. To 
.,.,.. them to do ... al aw ... need to nwlll I a.r-11111 a covwmgl Clldllon, wtNlhar 

111 polln at..,._., II nal a deiMolt lbDul 1¥91')' po•I* ._of .. ._ lnlelventlon. 

You mn 1H how I try ID mz»fl1*h Illa In~ 0181e. I thll dam not wade. 191 ml knOw, 
becW ... ....,,..,.. 

8. I I.ti It. dif'1...., d ,,.,,dgdotllr uncMngld. (Thi eaap...._,. -...11 V9l'J 
clOee to.._.,_,.. for IN Tllk For.-.) Tiie ~...._ .. to bl°'"* to Ntlln .,.: 

L The axllt11a al ttlll allrtan pull bl burdln d praaf wt1ll9 I lhauld be-conllll8nl 
wlh 11r11, dD na llann, ... -...C IMIDd. and .. Food. Dtug and CollMla ~ This 
Ill a ltrtcter tumn Of ptOGI ltmr1 we haw hdlllondr ....-to~,. and Olt'8t 
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Int~ lhlt do nae fd under b FDA. but .. rlNd I dllpll•lr I we ara to 

racb:8 .... I plw muld CXMr onfY,.... lnlllVWlllDnl thll met tNI crtlMDn, th8y 

would be bald tD throW out the llf'OI prapattlDn o1 au,.... prmlcllm. HIMll\9', the 
drecllan al the buRien thm I dw:rll9 In SecclDn 1 ol my DUllne, CD4)led wit! U.tiil'' 

PAGE 05 

:ac.li. lllOM thll dD nal meet th9 Cflerla .. ,• ... In ~ MCOftd eecllon (YB b -n.Jlt 

m:ule ... • 1n the Cll1IOn pi.,), glw9I plllll lhe flllxlllly to conllrue to CCMtr 

lnleMndDnl M wauld r.11 thll IPecllo crlelton, but I'll .. Ol)hliliWllr UMd. Ttul, U • "Cll~ worded. thll crlerton ...... to ............... '°'"'*"' .... ii 
no c:orMnm1Q ewtdmi1m d blnltl <ea. PSA ICIMlq), IU dDll nae toa lhm1 to (eg, 
ll.llQllY tor.-,..._. p;oaae cancer). 

b. Thim crlefton Ilka tor ftldlla nal only~ . 11 ~ blneftt bul ~CJI 
ber181t. 11111 Im~ cm~. '*8M Im lnlOrmlllon on the ngn1Ud91 ol 

aurcomee thllt.,.. ~ -...n blilllb and hMlll mnd.....,. *llh 
autcorw and<•· For__., thll cderlan .. dllllnDllltl bib •en a 1 In 1,000,000 
m... In IUIVlnl mnd a 1 In 10 Inn.- In IUMllll. 

7. Coooar-Bw CDITMled -... • ...- and w 111 one orbrton. I b911eve ... •II~ 
to kHp ttwn ...... For my c:rbltOn ol ...,..,_., c:Nnaed M portion al Iha Coaper­

ar.... crltetton In OM...,._.-.. In._~.......,. Gfbrtanfor-..r..,.,.._. 
there II a r1CJ.1"9mlne 1\11 "" hMlh lrleNlftllon In qnllllon be ~ wllh oetl8t 

avallable ......... I MN changed ttwl ID lftlll9 the~ wlh llD ..... 111111, 

lnltwt -other avalllble ........._ • Hn 11 the pabllm wllh the Coap9r-Br9- langulge. 

~ therw •• dll1w - - I 10% .. ,..,. .......... no.,.......,.. T ......... A 
11 lhe QlrrM trlalmlnl; I ft:rl•H IUfVMI to 5°"' bul II very expenlMI, ay •1 ;ran. A 
new lnlalrmnt, B, beoDlw •n' 'W; It CO.- 110 and II.,_,• lllec:IVe MA. 8uppDl8 

w hlYe five enDrmDU8 rmndomlled CAMllbolld btlll thll .... ~hi Truanenl B 
~ •rvlval (ex>....,_...., no trMlnwnl) tD 49.98981%. Thll Im, n Im WOt1e than 

Trealmenl A ~ Onlr 1 In 1 mllan. ,. Coaper-Bruux II now wrllen. Trellllllrt B would not 
be 8"ICllve mn..-w1t1 y,.....,. A. and.,....,,. would nal pm the tt*d atWton. 

Thim could make • very dlllcul tD lnlrOdum trMbrwnla 11111 could paterctdy UYlt .... 

amounta Of mDrwy wtall 111¥1nQ 1 negllglble 9fllC:t on ..-ar. I bellMI ttllt hi would be an 

unHended oonMCJ11ftC1 ,aa.i WDUld wanl to IVOld. 

L__ ______________________________ _ 
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The Cooper·8W..,. for .nedtlenlll Ind llftty lncllal,...,... M, to be 

eflective .. lnteMnllon nut pnMda I clnlody rnunq,rul -.... I .,... not 819ely ceftain 

what eoop.r-BrNua: irt.m ID iiOOOlnpilh wlh .... ....,1rwmn1. Pefhapl ttwy .,. trying to 

oet at the CDll..,. lndlNcly. Fot • ._,, .. -....,. IWI a new tntllllmlnl 1a ,..,,. 

..,,.. I'*' the IWdmbie...,,.._,GM lrlWCwmt ID .......... belDN I llhDUld be 

coveredtw new (mDrl ~> Rllrnn lhDuld ._.auan.. bJ ......... , ... a 
~ ~ amGUnl) tD )lllllr .. COit. If thll 11 ht lnln, I la a 11.-y ny al 

ttandl~ the OOll ..... tar mt llllC two l'lllCn. ~ I warkl ~If lhl MW trHlmaN 

lncnuee blnlftl n lncl'9•• COit. It dD9I nae work tar w.......,.. ttm.,. llmOlt u 
lffeclMt, but lftJCh ... ~- Second, ...... wide open ........ Ol jult how big. 

heald1 1"81U1 "'* bl ID b9 lllfllolenlly ~ rneanlngfll' to~ .. GOiia. I hive 1rled 
towrtte ~ M II mcn llralghtlorwMf. ,. , ._. wr1181'1 I, n. ~-Wlll'I no 
trealrnant .. keep a cmt-.wtng tN .... In ODrllldMllDn. I I flu Ila blnell than the 

ourrwt t,..._., Umql_. crl8rtl wl dlfenrn 111 bll .... n .. lllge enough ID 

~h b rwm.. n I..., decl"'*" In nit blrllfl (11111 tme .,_... wlh tlMt bell 
8"lltble •erNllA) can bl,....... tJr the IDll9f OOll8. 

8. To handle the ... al -..reey: It.. added I,,_ Cfbrton Ind~ I ............. • 1"e 

def'•lltl>nal~ll~ Totryto&lbw ... OGnDlmlalthllboltlon __ ,-,, .. _ ,_.··1' . - . ' _(,. - ---
rfgtlt• ldvOCalea. I have dlftl91d I lntMnlof thl ..... '10 lhl lnlilllded tlClplenl,•whlch ii 
the mao.r. M tor...., •• and ...,eey: alhaugtl I unden .. nd the origins flDm.,. FDA. I arr1 

UC> concemm M vtrtudy nDlhlng II trOltf ..,., n a lllfll ~of....,.. would 

exelnde wtudy d ...-.. COOper-Bw II f9lrfrlg an mn1n1M.,. ID avoid'*· But 
why nae tab Ihm ....,..,ion ID Cllan up the llnguag9. "Rtllllwt .....,. mlgN WOik, but t la 

c:urnberlome. 1lu I ~nd thll ~ ._. thl tlrma thll.,. now~ la, 

........ 91a:11• and "hlrmlul .rr.c:ta,• and 111,_.ncllr ,.__ IWI lt'9 bal..ndll ... W 
outweigh the twmful .,, ... 

9. Obvlouee, the nlDll CDllbOve,... a*'1Dn of "mldlcdy ~· wll bl h lat crlertan, 

wt1k:h I lab•l•d ~-· n. ldll bll*llt "llPIRPitlW' .... when thmw .. ..., llmitl 
on,.._,,.., whelhlr ~ ....... ~ tJrthe ....... (99, lnlnllgld ~)or 

npldllr br e1pm on P""*""' or'"*""'"· ..-. ,...,.... to Plavlm natrnenlS M haw 
very IOw-benltl,...,. to thelrcoeta .._ ....... ,.., ...... nal bl.,.,..,.. tDr 

otl'iar 1l'88tmerD tt.r would hlvw pnwldld nu:ti QrNlllr benlfl. I am -.i"*'O "'81 we can 
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al aQrH °*·I rwouroea n tru~ llmbd. Ind I we Md to ce... bltwMn epenclng 110 
mmon on one ttl••• ID p1nnt 100d9lltllvtllPl'dng110 mllon on miather dll••• to 

prawent 10 deathl, we would fl snter ID IPlf1d I on the b dll•••· II thal It mgreed, lhan 

we need to~ p ... ~ trlll wl-'* ttwm ta CID I. ""8 lll1QUIGI I have PfOPOAd 
for thll Q11erton 11 lbout a fuzzy • I can git, ID fly to~ Wf'll • nMd wlhoul 
fon:ing polllclanl to r.c. ht ODld twd.,.. maul h lmlll on hNllhcare oom. A men 
accutale term for ttllm concepa would be "001t...,,..lw9,• bUt lhal ttrm '""9 ID be too hot to 

handle. Th.11 I haw·••• a tunlerwm, • .,..._ .• To tu"'8r .aid ratling rad 

flmga I haW al8o dlOWI ,...,ftmccld .... tD dtllrl9 *'* W9 mean - "mpplaprtm.• My 
tq.11 thal IHI...,. wll bl __.,.ID polllcllnt, Ytl d Pie plarll wflll hy naed 

to proceed lo tnaldlND ~ wlltlln lmlld fllCIUllOll. I b1111ve thlt lhll llngumgl wl work 

for planl, ..... ltler I and ol*I sU*h P11*1onhairto~1111 crlertDn. I 

could provide "llD:rbrtl" tor lhll c:rltttDn, bul 111~bl.atak8ep1tw ..._. In the 

lagllllllon. --.. pa111M,""" ... GMr'CI....,, .. whtl they~-

The mo.a lqXNllrll pafN IO"- In mind.._~ 11** Dut lhll arltertDn II._ I yo&.I 

hllVe cnythe flrll four allfll (rnldlr:m OOldlkwi, nonllW 1llget"-GW ......... and 

, , beneflMI), WlhOut lh9 lllh (~.[or·-• ••"D. wNdl 11 ttw way the eoap.r-aw 
bll now raa, ~ wll *>a hellft planl to oower ..,_,.. lhlt ha¥I MYbenlft. rm 
matter how tmlll. • 1nyomt, no nw hDw llrQI. lMt w11 w1p9 u anr pc111b111y Cl 
lllnlJllaneou~ conttollng ODlll wtlle h:l 1•lng qumlty. 1NHlllM. 1,.., cm nat hllud9 
theflll ~ • ._.II .... ID cnp .. 1'9GllWl, lftd IMW thet.rm "mldlcllr 
~· undllmd C• thl CatDn pllr'l cma). To lncUdl the flr9I tour aHerta ~ 

thenWlvm wauld .... ""'ODI .... I~- Ill af .. crtn thlt nut be mat. 
--ha lie effea al pohl)lq .. ...,,.. CIXllldlrlnQ CDll8. Al 11811 .. generll term 

"mldlcllly ~.· whut anr mr..mon • 11. 11tuzzylnGUFta111ow p1m111D oonllder 
c:oata, ll>el under h llbll. 

Whatfter llngumgl"" end 1.4) wltl, hn II a telt WG11 wl wlflt tD asJply ID dlt8i11ili• 
whether yaur ~ t. 11'1 "Ul••mct ....... Cd• .. "Eddy°I ftr91 tM: (I hlvit a 
,_ Olhar9.) lrMQI .......... II• ........... lhld. ~ wllh thl ...... 

allen•lvel. lmpnMe eurvldt - cllinn· a,.... bul 11'81c:m1a11.000.000. Wll ,our 
1iu91age folCe hNlh pfW lo CXMf' 17 The Coap9r' ..... bll ..... bacam h 

natnwt 1 )Ull d8ICrt.d doll "8VI blftllt (one In a mlllon), and lhl"'°'8 s111t1a 11 ...,, 

crtterta. 11WN II notita In ftll coaper.ar.. ...... that llDw9 a~ plan ID not 
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oover 1omatt1111a j.111 Mell• a1 II high COii, w IM $1,000,000 w would uve br not 

Ullna the new trMment muld b9 UMd to prauena 10,000 urmrpltvleged chldrwt trom ~ 
of, eay, lead pollcntg. 

10. I cld not lddr .. lhe ..... d ~tor "laUlll'8 ..... tor..___ ... .,. "hMltlQattonal.• 
Ba1tt 1t11 eoaper-ar.us Ind armn pt.- .._.the llQtWI ldll. but the won:aig could a. 
sharpened. I '*'9 11Y mont lba&d ff1ll I ,all_,. to git lllD I. 

11. Wllh r9Gl'd to tt1e ra111 a1 .. Na11arm1 Hllltl loltd • "' Hnlh Pllr'I 1n lrf1Jlemlnllna the 
mvero ..,....., , .. l'9111..a .......-, g1vmn to .. ....,... HMllth Boanl In the a...'*" (leCllDn 1151(1). p •> . .., ....... the mnleral ""flrlt polnl (#1). I have 
amplfted on I a bl, ...,.,., to c:llfly thll _, ...... nDI IMdl bJ the NdDrml......,. 
llOmd,... ID.,. (or...,._, I 0.., nlll .., ... tl'9 UtlDflr). Br lhl way, tor lhl 

NOOld 1lllr*111 vwy ._..,.to kllpthl ....... or HIPCa. and''**._ lhauld be 
given the Uharly to ... COVlrlgl polelll lndguldellrm. '""'pablbly .. nat dW to 
•en:lle that IUlllOtly, bul .... oauld .air bl OCClllonl ..... flglDrull polcle9 wll be 

"89ded, and .............. the ...... to lftllc9 ttwn. 

That •ndl rn, ODmmMI on lie...,_ far and ............ al-~ potin. I 
would "'9 to clo99 t.r aflettng m teaornnllndlllD on IOftl9 ,....,,.. of lie eooper.ew 
plan th.a )Q.I cld not uk me lbaUI. If.,. al._. pmta.,. Ul9d In your bll, ,ou .. n.d to .......... 
1. on pmge 1 oo, ... 12 tr, .. eoopw.ar.m p11n _.hi 1 drug, blOIDglcal or device M 

hal bHn tound t., .. FDA ID bl ... and ddWI undlrb fldm.a Food. Drug n 
Coametlc Id wll be ODMldnd to ...... Cfllrla d ..,..,. .......... .., ... and .... 
thlll dlCennN meclcll IPPIQPltlllnHI. °n.111 h. ~. I II ..... to l'1Dl9 tl1ll 

FDA i44Jioval do99 llOfCDlllldlr llnMClll COiii. T't'MnfoN I rn, fifth abrtDn al 

"8pprapltlll9• ltays In, whlCh I ..... II nwt, Woll "'*rm. II clelr tllill FDA lf4llvwal does 
nol'nec1 2

..-,,...,. tt'11 tt. mt crtlefloll al~ hm bMll met. TM same poirt 

holdl fOr off·lmll UMI, dlm.l•ld on pmgt 101, t.. 21 tf. 

2. On Plgl 104, - I ff, the Coaptr.ar..x plan llltl trPM al ""'9dllm. tt.t can a. Ul9d to 
malce c:overaae (lee ... Thi .......... "'aplnlDnl al nlldloll iplClmlly DfO'JPI md Olher 

Karen Hein 
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rneclDal ..,.._.and "eVtdltm of ......... ~~ thl m1C1c91 COIMU1ly.• 1N111 a 

dlimtet. It Mii UI bKlc lboul 11,_. In"""' tD ~ thl ICllftDI .... of rmdlcll•. 
The eW.ice tm ID be l'Hlrleted tD pw"-revllnd llldn. ttowws, •II mllo ~to 
note that ltldel can be peer~ wlhaut r-=1111t1r.,.,.. P1M1h9d. One ...-11 
nJdlel condUClld by drUO CDn1)lrllH and ---br thl FDA (and therafoM peer-
,....,,,d) but not publltl9d. Analhlr mcampll II r1POM bmed on ......... Md "Wbll• 
that ... ~.,,.,.._ pertodlclt; ...... 11111 paint ........ beelu• a lot 

of MQllh't *dee .. of •C1l1nl CJJlllr, tu never pulllllhld. 

3. Anally. on pmge 109, the eoaper-ar..x plmn,.,... to -ur•-=••lfY •Mcel In Iha c:orre-t 
of COit lhartng.• Tilll lnbmlOM lw COllCapt of "nlc111..,,• b' th9 ftrm ._ I bel9ve, bul 
dDee not d9flrl9 I. I bellv9lhll1 thll llGllDn II to bl ........ thl word "nammry" twa 
(h 14) lhauld be~ by "not....,.~-· 

I tmpe thll 11 ~· I Ml allW tt.11Mv9111 IDllll irr.,... _,...GUI, Ind lhll whll I hD9 
Included can b9 I~ an. Ho..vw, .......... trying ID git ...... I de111lded 111 bll'8r to 
get you aomec'*1g to bealr'I wlh. 

Al 1 explll"8d to~ on a. phonl, 1 w11...,..,, bl hOnl9 tDr"' nm two 'WHICI. u,.I May 14. 
You can r-=tt me dlNc:lly on (307) 733 1111. Ot ,o1.1 C8l'I Cll mr "Diiis ..,nt>er at (307) 733-
91~. If you cal ... ,.,..,,~ wll t... m1 IDI ~ .... GUI of tawn. We ... )ult 

uylng that to d ........ lnlenUptlonl IO lhll we Olll 9'1 IOme ~ wmk done (IU yours). 
So•ep.-upwtw1ya1.1ww•cum111199. n111nattwlwllJ**up1WphOne. 
OIMAlt18. rl IWIUm ,..,, ell. And ,.au can .... ,_ mm (307) 138-5718. Thanlca. 

David M Eddr MD PM> 
Prafeuor of Hedh Poley nu • ..,.. 
Duke Unlv9llly 

copy: Suun Foote 
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CRITERIA FOR MEDICAL APPROPRIATENESS FOR BENEFIT COVERAGE 

1. A healh plan la required to provide far CIMflOI d the comprlhenllve benefl paage only 

far healh lnt8rwnl1Dn8 that n -m.dlcmly ~: A ~ lrW9rwrt1Dn II oonllderad to 
be ~ mpproprt11e• 1 .. d the lollMlnQ artma .. met. 

A. p00p1 <dgndllpn 'The h9alh lrl8tV9nllon liillt be tDt a mlCIDal CD!dllon. A "medlcal 
' cotdllort' II a ell•••. an llnell. mn inpy, a Qllllllc cMfeel, OI • ~141 or 

payehDloOICll WiidllDn thll I nat nmct oould r.dt In a ell•••· an._. or an lnlury. 

l HMM! ! ... IL A.,..... lnleMnllan • 11 llft ICllvlr Undlflllcen tor a apeclled 

lndlclllon tor the prtmuy purpoee d pwvt1 *41, MlbMIQ. rt11011nC1. or 11,.,nMng a 
dlcrwn9n In hNllft °'*30nWI cmJlld bra medical OOldlk»n • .,.._.,.. lr*""9fdlDrw- 1·. ,-.. u 1 D . . . 

' \.u..J°' (J\( :;:~·\ .. £)v .. -l.. ( 

- c.p_u ,}d,;.,., CQ. \ 
lnCWI pnmry PN'l•lllon. .nenng, cllgl ............. (lrDlclng dn.lgl, 

"·,•,..I •• ..: *. (" ( j. '· 

blDIQglcll ... dlM:el, ... pnaclnl), alpport c:mN, ,.,......,, lrll 1'8CDU1buctlon. 

, IHlh "*"'9nllDn" ... nae lnlaldl IOalll dlAllH '* mld'll t.v..: • INlllCll ~- her,, c· 'J 
.,.__ .''\ 1~ , ; ~·"11..,. • 
.! · :t-..1. i..:x "· ... ~ ..... Dn hllllh. lldl. tloullnQ. Grime, «'mflon ............. NDrdDU. 'JI'~ ........ ,_., ;,), - "o:·· 

_. hultl irar.lllDnl lhll occur• a narmll oorldllDn d allttnee. u:h • CC· 'J '2 ,}; 
fOOd. ke~ . t --,.. \.,.-, :. I . 

I. 114m1m An ,rdcmlDn" dlllQnmlle mt.....,,. al the _....or dllnr)1 aalng 
thal could........,., be • .,._. to lffect .. .._.,. OUICOIW d a._. 
lnlelvenllOn. Alfi/ 1t111Nnce to a Mdtl llllllWnllan le -..IMCI to mpp1y to a llPldflc 
lndtiW'aft tor M _....,.or~ Pft)Cleklre. 

Ill. 

Iv. Pertwrwf In He. OIQPrM. A "dlcnmerr In hllltt auam. II Aid to exllt for 

111 ~I eltwr(1) lhlf9 II adlai.,....~ Ina MdtH91md 1.a.refor 

the Individual oaMd tir a medlDal mdllan, or (2) a. lrlMdull'I ~ ·l '. 0 ~- -\.'-~~ ,,: 
.......... for I,_.,,. .. Oi*9dl ltw nDnllll flll08 tD an atenl tl'll,,.,, i! ;_:,(',.,j 2 
rea0Nbl9 l*WI would oll •IDllNL .,, 

1 



30773357lf> DAVID M EDDV MD PHD 

e. NQI DMW••. n.. na11t be IUfllCllnt Mcllncl on wt11ct1 to bw oanc1u11on1 
lbaut lie exlllera and magnlludl of IM ct.ig. In tultl OU1DD1W ,..,.na tram the 

halltl lnW"81111Dn COfl1'INd wlh"" blll avallble all9rnllw ...... nD ...... 

lnter<renllDn I no...,,... tmlh lnfllMnllDn II avalllbl9. 

PAGE 11 

c. EM"'· The evtdenC9 rnuec demollltrlle thll U. hNllh lnl•v.nlon can reMOn11b1J be 

8lepeelmd ID pnxb» ttll ....... t.ltl ...... mn1Jll9d wlh nD hedh lnlerwnllon. 

o. Bllwf'iMf. Thi tvldMa ITUll dmnal•ral8 thm the blllllill* .._.. ol "'8 t...n 
lnteMnllDn tot .. "81dld .....,_ Cln ,._....,bl apec&ed IO OUIW9lgh any 
twmlul decll al the helllh irUlwNIDn, ~ wllh no...,..~-

e. !rtmrMte. n.re lftould be QDOd ....,., ID b8lleV9 bl, COl11)lnd wlh otwr available 
h8alltl ll'llerwnllal• fot t .. and Olher mdml condllOnl., UM ol lhe hellllll lnt9rYellllOn 

can ntalOftlbly be expeceld ID lmpnM IM tDllll helltl al h PCIPI ildon .-Y8d ~ the 
H .... Plln. 

2. &d!llM From cov.r.ae. Hllllh pllr'8 can, bul n ru requhd ta, .mm tram CO¥t11g11 

any healtt lrUIWlldorll ttm ... ID meet q ol 9" crtlMla tftll dllrw ~air appraprtme.• 

2 
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IMPLEMENTATION OF COVERAGE DECISIONS ·.._,i ~- ..... . 

BV THE NATIONAL HEAL. TH BOARD AND HEAL TH PLANS 

1. The Ndonll H8mlh Bolftl llllY plaflUglle IUCh NgUllllDnl Oii .ublllh u:tl pollcl98 or 
gulcWrlel • m1y be Nlllllmy to ..... urMom8J In h IPPIDOJn of the~ 
b8rl8fl package ICIQU .. llellh ... lNI lncllclll but II not 1"*-d ID 

a. ~ IMlllDCll fOrdlllm••• .....,IP8Gllo hMlh lnlerwnllDnl mMt the crtn 

fat "l'l'l9dlCal ~····· 
b. ...._ ~ dM1"'*'lllDl• lbout wtlllhlr pMlcullr hNlltl lntlMnllDns ..- lhe 

crfterta tor "m9d.cll appap1alen111.• 

2. Any f'1tCIUlltlOM, pollalll, or~ ptOnUglflld br tt. Ndorlll Halltl BDlld .. be 
........ on II ..... pllrll, .... ID q eaplo,"'11 • _.,..... ot .... (W '3) brthe 
i.ianll Helllh llDMt. 

3. lrdvldual hHlh pllnl ........ ••Clel6>w• flDm ,...,.., poldem Oii ~· 
~tgaflld.,,"" Nlllanal Helltl aa.d. 11'e Nlllanll HHllt Bon ..... 

P'OC*fU"91 tor hlartrv Ind~ ..... '°' ........ 
4. Any ...... ~ ID ll'f."mlk>nof b ..... IJllV9 blftlll P"*'I" not~ 

mnlNd br ~ _... ar guldlht pronUalled br IW fUllOnal HHlh Board 

wll be Ill to lhe claHllDn ol lnl:MMI ,_.,. ..._ 
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No,..- ~ , re .J ~iff<tl1'"' e..e-
tJ ll. J>1sre<1~qv-£1,1 . 

~lflf'OLL. 
BENEFIT LANGUAGE: CRITERIA THAT WIU IMPROVE QUAl..l1Y WHILE REDUCING COSTS -""T 

DavldM~MDPhD ~--
~ ~ ~~~~ 

5~1;t@ ¥-P~ .r~4-'-'~oAJ 

. 

One ot the tew things about nealh system rafonn everyone can agrae on Is that COiia ,..,.. be 

controlad but quality nut not sutler. That can be accn~. bUt I .. ~Int making 

controversial declaions about the coverage and use of practlces-<iloouraging the use of 

practices that pnwide ltle or no vakJe, and encouraging the use at pKtlcas thal have high 

va1ue.1 An essential IMP In executing thll strategy ii to eneure that the legal language that 

c1etarmine1 Which lnteMnllonl wil be COwtnld • pal! ot a blnell pmt.age nDt oni, auppor1s but 

Language of thil IWJ8 8A»atl .. two main ... N. the l'llllDnal level, moll PIOPOSalS for healh 

system ratorm call tor a "atandllrd benalit p-c:kage" 11111 delcrbtl the bmm Cllegortes of S8Mee1 

to be covered by haalf'I plalW. Exa,._ o1 categarle• are '1n-palllnr haepllll semces. • 
•emergency S8f'lices, • and ·ambulatofy medical and IUIQiCal aervicel. • Wlhin each of these 

categories lhet8 are hUndreds of particular aervat. soma al which should be COWW8d ar.t 50ll18 

of which should not. To make thMe determiNlllDnl. any proposal tor hnll't l)'ltem reform will 
need to specify apeclftc coverage crtlert........._ In tha leglnlattnn ..... or tn su~ntty 

developed regulations . 

At a IOcal leVet. the ban8fl language ueed bv Individual tultt plllnl la equaly importarl. Fir&t, 

there mighl not be any national legillaltDn. Second. evwrt It theta ii, tt'8 langUage oould wel be 

very broad. providing 111118 raal ~idance tor rnaldng dltltrmmlians about panlallar 11el"fices. 

Third, even wflh dltdld tedaral latQJage, many I not rrlDll dlll11t*-... Wll not be made at a 
national laYal, but wil be left '> inlwkllal hulh ptana. For II tt.M rellOnl, l8dl healh pa, will 

need to have its own t>enetl iar91aga in the fu1Uf9, jUll u I dOeS now. 

For Obvious reasons. the benalll language used by al the dllfltrarj parties should be as 

consistent as possible prafenlbly identical. Thia papat prapo111 specliC language th• can be 

used at etlher the natiOnal or lacal lavell, and anat,zes the benefit languages tt'8l are In the 

current national proposals tor hMllh ayaaem retonn. 

PURPOSES OF BENEFIT LANGUAGE 

The design of benefit language 8houkl be detet11•18d bv tha pulp08H we want ii to achieve. 

There are ICU" main purpoaea, d ol whieh result hom the posllion of benefl language as one err 
the prtmary cantrol8 over the ftDw Of money. The .. II a dlteel ...,. Of the fact thal the benefit 

laf9Jage Is a con1rac1 between haallh plw and ta menmrs on how the membels' money Will 

be spent. This putpOSe Is to ensure that plans do not waste the marmers· money on nonmedical. 

1 



I-~":"• 

" . :,.. 
-.• 

3077335716 DAVID M EDDY MD PHD p~ 14 

unproven, or lnettec:ttve practices. This Is the tndllonat purpose of banafl language, and the 

purpose ttiat has been the target of most of the legal challenges in the past. 

The Second purpose, which has evotved by dafaJI rather than by dealgn, II to lfl1J'O'i9 (J.lallty. 

Perhaps the rmst serious thf'NI to the qualfty of cme ii the lack of good Information on the 

8"8ctiYenen ot many of the most common pracllcaS. To a great axbtnt these gas- In knowledge 

eidst because practices that have ~ biologlcal thaortea are cllaemlnated before the 

tneones can be c:onllrmed wllh Clnbll 1rlals. The bast way ID corraca this prdMlm Ill to insist on 
good evidence or ettedlveness before allowing a practice to be dluemlnated. Because it sits 

astride the flow of rmney, benefll language ii in an excellent poettlon to do this. If good evidence 

of eflecttvaness i8 made a requirement tor coverage al a practice, that aca would have the same 

effect on ~res and 18818 a FDA approval does on drugs, biologloall and ctasa Ill devices. 

The third purpose ot benell l8r9J&Gt mixea the ~ two roles In conlrolllng coat and quality: 

ii la to ~ plan8 achieve the wmlnglr conlradlcDy objeGtlvn of WI lb'Ollng coeta whlle 

sinulaneously Increasing quality. The blnell llr9JIDe l'Tllll 11 llut enabll. and preferably 

should encourage and SJ.Iida healh planl to weigh the beneflll Qllned by an inlerYenlion againlt 

the coses. and ta ensJrB that rHDUR:ee .,. a1oc.m fD lnhtMlndonB tn a way lhld pn:Mttes the 

greatest posd>le benell. If the benefit language dDe1 not enable planl IO conaldlr co&tl, or 
even worse, fOfbldl them from considering CIDSll. thera is !Ille hope tor achie¥ing 1ha main 

obiectNes of health system ratonn. 

Benefit language ha one men tunctton ~ ii more dlfuse tlut atll Ctllcal: II ii to saMt aa a role 

model tor the other 10011 avallble to health plans for C01m•ia com wt6t incraasq ~ally­

CME programs, ~idlllMe. ~. cw managemant, utibllion review, and clt*al 

quality impmvemenr. BecauM they apecly.,. .. , or nattilia"' tundlng deeilion. coverage 

polciea by thamlelvel are tutr blJnt lnllrumenla tor c:onlralllna COit and implvving CJldy. Mo8l 

decisions r8CJ.lire a much llgtfar touctl, and are belW handled wllh mllhodl tt18I can address 

f inar levels of clinical detail, lhlt n more fteJCible, and that give individual practitiOnelS more room 
tor personal jUdgment. Howelier, tor abvlou9 reasons I Is crtllcal that all these 1DOll follow a 

oonsistent set of principles and criteria. Because ii II wrtten into conrracts, the benefit language 

can be oonsldered the "maller clOCk" that sets the timing ~ au the others. 

HISTORICAL CONTEXT 

11 beneth language Is to serve aa these functions auccaufully, It null contU'I certain features. 

These features are best underslood from a hillOlteal context. 2 Current benefit language has 

evolved out of a struggle irwolvtng three main parties: lhe thi~party payetS. acting on behlll ti 

their subscribers; pnwtdera, act~ on behall of hir patients: and 1he c:ourts, which are trying to .. 
resolve the clspu1es betwee~·the payers and provider1. In the begimina there were few 

2 
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dilpUle1. When modem insurance pn>grama went creatld in the 1940s rhay were demgn.d by 

the tlolpilal ira.stry and medical profnsional OfVl"izalkn, not only to ~ people spread ttie 

financial rlsk9 of medical ptablems. bul also to armn that pnwidara got paid. Giwen th8Se Origins 

• Is not surprtsi11g that inaurars were content to take the iudul••IU of ptDvidetl at face vak.le, and 

the lnllal oontraels contained no expllcll requirviftlnll lhal treatmern meet any test d "medical 

necesstty. • For the first two decadH, the only lirnilalions in ODnli'aet 1af9J808 llddretHd YefY 
bfoad categories of ccwered eeM:a or specific dller1 a a. 

This began to change irl tfle early 1980& when proyiders began to request payment tor 

(JJ81tionable services such as hoapilaliZation tor weight Iola ptOgl'llN or to rest up after a fall. By 

thiS time the hlstarieal tiH to l'IOlpitalS and phyaieians had IOftened 8f1CMdt, and prtce 
~ltion between inlurera nad increased to the point tt.a insureq wera lesa wiling to accept 

the judgmemc of l)RMderl 'WtltQ.d quaslton, and began ID deny paymen1 for Iha more extreme 

cases. However. when lrmurare were taken to couft, the count tided Wiltl lhe pariara, 8Y8n In 

C8889 of obvioua abU8e. on the BrlJ.lmenl that lhe ln1Uf91"1 Md no contraclual ball8 lor 

wilhhOldlng ~. To counter this, lnlurera reeponded ~ adding to their C011bact1 clauaes 

that Umiled coverage to seMce8 that were "meclcaly necessaty" or "medlcally approp iate.• The 

terms were poorty defined, but carrild the connotation thal the seM:aa lhould be for truty 

'"medlcar pmbleml, and should be known to be atlectlve. ~ these additions to corwracts 

helped ctartly the purpose and Intended lml1 d coverage, they did not pt8Y8nl il"llUfftf'a from 

losing in oou11. The courts' rvasa'*'CI appeared to be that, alhoUgh it was appropriaae tor an 
insurer eo limit ooverage based on "medical nec:neily •• the aaurts canaideNd a dedaiOn by a 

physk:lan to use a treatment to be de fai:;to evidence t:A neceaciy--eYen though some of the 

treatments were outlawed in the us. 2 

PAGE 15 

To addrna this, toward the end ol the 19708 ins&nr'I tulthlr 111fined ther contract language by 

apacitying that '"medical neceaily" would be determined by the 1n111rers themselves, and by 

clarifying that "medical neceuily" explcttly exd•lded trnlmentl that were 1J1P81'fm9rul or 
lnvestlgatlOnal. These oonb'aCf8 have been a bl rnont IUCC8Aful, but have Siii faffed to bkJck 

payment tor treatments ttw, oulsJde of coutlloomt 11 leut, medieal experla wil adnil are 
investigational or not "medlcaly naceaeary." When couns ruled against the insurers they usualty 

based their jUdgmenls on very specitie details ol the panieular patient, the Insurers paniaJlar 

contract language. tx the pror.ass used by the insurer to apply the contract to the particular 

patient. In most cases, the oouns held out the eJCpeCtalion that ii the language had been mora 

precise, or more COIT1)l'el'lensible to patients, or more conlliatentty applied, the insurer might have 

prevailed. This said, ii is Pio c1aar thill the courta' symp8lhles tend to be with tha padent; 

wherever the legal burden of proof might lie, the practical butden of proof has usualy been on the 

insurer. 

3 
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This history idenllles several """iralMntl that benefll language rn.ilt flJlll If I II to achieve Its 

intended putpOHS. Finlt, the language ~ be as dear and precise a& pos11lbla. This II """*8d 
;;:. to help ensure that nwrrbera understand ttw motlvallon for and lmitallon1 of the CIO"Orage policy, 

that the language is applied conailtenly. and thal caut11 can trace the rmtonale tar panlcular 

decision&. One lmrnedata conaequence of 1hlS Ill lhal •Imply using terms such as -mediCally 

necessary• or "medial~ appropria1e. • wilhOIJI aplCllc crterta '> define them, Wil nDI suffice. At 

best, these terms are placehc>lders for more refined dlfinlions that wll need to be provkied at a 
later time. A second lesson Is that Iha language rrw reflect a mollvarlon ro Set\19 the lnlarat111 of 

the members. It ii their money lhal II betng procemd n their care that ii being atlacted. nw 
language rru• have enough teeth to en1Ure that members' money ii.nor being wasted, lhat 

indlvicllal patlenls will truly benefit horn the treatments they rac8Mt, and \hat the JP"'9 

. ' 

menmrlhlp ... wt10le wil derive the greatelt berl8fl possible from thl pool of tnu.=ial 

reeourc:es the menmera have ma avallbla 10 the plan. lt*d, the 11r9.aae lhaUld be u 
conaislent a& poss'* wllh ant exilting federal legllldon-in pmtlcular wlh the FDA'1 c:rtteria tor 

appnwing drUQI. tmeoalcals and davlcel. Fourth. I the 1ar9J8D8 ts ro achieve al three of 118 
purposes it nut require an explicl 8Ylkldon of the evidence Of an lnleMt*n's etr8Cllvenaa, 
the balanCe betWeen Its belillftls and hamW. Sid b finmncial COiia. On the lut paint, in ordar tar 
plans to be able tD luwer coata wtllle lncntatng cpllly. the banafll ..,. l'l'IUll enable them to 

identify and racb:e Iha UM of lntetvenUona that hlMt low value and .. cunvntly overused. and 
to Increase the use of lntarventlona th8I haw high v.-,. and ara cunanlly undef\Jl8d. 

TEST QUESTIONS 

II is obviOUI thal the last feature wit ba the most controversial, and achieving Iha twin objectives of 

slrR.lllaneously controling COS1ll and Increasing CJ!ally wll be the real Chalenge tor iS1Y proposed 

language. Detlgning the pana Of 1tMt ~ lhat mmaa ttw ob;laWe• d be mce operating 

on the brain starn--an, tiny Jaall In 119 wrong dlractmn aauld deltlot e¥eryttq or, • those 

who actu•ly dndt nattonlll legll'lllbn .. to say,~ r.. unlnt.lded ~ences." To 
help ensure that anv ........ thll ii ctevalapad wll ~ accoft1)11h the intended purposes, 

and not cause any uninlandad consecptncea. it i1 h8"ful to de&orbt three hypothetieal 

questions tta will test lt'le langUllge'I effedl. 

Imagine the following: There ii a diaaase, cancel' of the eyelid. tnat If unlntated has a ~term 

survival rate of 10%. C.nc:er of the eyelid la Yfltt/ COii mon, atfeding 10% of al people IOmetlme in 

their llves (which means thal any deciBion& about Ila treatment will haYe latge healh and economc 
consequences). n. currant t1'811,,,_,., Treatment A. pnwidaS a 50% sufYiYat n1e. and costs 
$100.000. There are 1w0 new treatments. Traatmanl B inereuea aurvival to 50.000001. and 

COlltl $1 nilllon. (Out cf a mlllon paapletrelled, I cures one morv pall&rC.) T,.....,. Chas a 

Jong-term survival ui 49.999999 and COits S1. (OUl of one million people treated, I cures one 

less patten.) 
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The test (Jlesdans 818: 

1 . Will the benefit llr9Jage force healh planS to CDYer Traalrnanl B? 

2. Will Iha benefi language enable heallh planl to CIOVel' Treatmen C? 

3. H healh planl can cover Treaunert C, _.the banefl lllnguaQe enable them to not cover 
Tre•mera A and B? 

Given the extreme numbal'l 1 have c:twn fDt IM t81t ~lllonl. if 1'818 19 ID be any hope for 

controllng COll8 while ~CJ.idly, IM ••W'S lo al ttwe of thel8 cptlllana null ba 
"yeS: 

A CAVEAT 

A final Point to be naiB before la&lnchlng the dllQl.-n of the propGled language is bit the 

dllcuasion ~at ttmn bec:IDm8 ~ tedlou9. turnma on a wont or twa. ~Who "8va 

responsibility tor wrillng, lnterpretfna or apptyq CIMlnlGlt ...,.. In hRllh plar'9 wll appnldate 
tt18 lmportanc8 ot polnlll .- to others mght apsmr .._lilly dltalled. Other readers might be 

fascinated by the highly 18Yermged eftecl8 of PlJlne81 In phraalng, or 1111Jl8d tJr ttte unexplalnld 

arm seemingly mbllrary dlfte,.ncee in the ... ...,.. ptippaead In dlferen blll. Whll 9U9YOM 

shOuld understand is thal, while the ndonal d9bleH ~ 0¥8" employer mandllM, .,,.....,m CIP9 

and tu d8clJcttJIH, the wordl 1twt define whlll benlflla ... mvarad wil have a tar al'llder eftact 

on wt'8t prac11Honers C91 and QU1l1DI dD In lhetr ~ pn1Clte81. In a 11 trlllo~•Y9• nustry, the 

deflnitlOn OI a tenn lld1 • "m8dlcally appaptt11e• can NII~ Ming 1100 btlHon worth of test1 and 

treatmen11. It ii wel WOllt1 our time to'** about tttls *'f carefuly. 

COVERAGE POLICY 

The tollowing langUage ii ptupoaed ID 9Chllve the four tunclDN and pma the three tMll 

CJJestiDna. Forcanvenianae, Iha 8111nlial ..,...,. In bold font. 

1 . A tlMllfl p .. n I• required to PfOVICle tor cove,... ontr for llMllh 
Intervention• tllld .,. •"'9d1eallr ....,..,,.. •• • A llMhfl Intervention I• 

co,......,.. to be "rneclcatlr IPPraprtMe· If n m•• all o1 th9 1o110W1na five 
criteria. 

A. llecllClll ConclftlOft, TM hMllh 1rarvem1on •u• be IDr a IWedlal 

condhlon. A ·mec1a1 c:ondllOn"' 19 a d ...... an II...._, an lnlUry, • 
genetic detect, or a DIGloglcal or peychologlcal condlllon thmt If not truted 
could ,..,n In a d ...... , an 1nnea, an lnlury or • defKI. 

5 
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B. Not 1nv ... 1p111o ... 1. TMN mu• be 8UlllC*" evidence on wlllctl ID •• 
concluelona about th• •••••nee •nd mqnltud• of th• change In "-"" 
outcomM ,..,ltlnt from the hell"" lnt•"'9nlton, comp.red w1111 th• be9t 

mv•ll•bl• •"•l'ftllttve, or comP11red with no ,..... Intervention H no 

alern9thr• h•tth Intervention Is evaflable. If such evidence exists. the health 

inteMlnliOn is considered ·not lnve1tigati0nal. • I not, the neath lnterventk>n Is considered 

•invaatigalional. • 

C. Eff9cllve. Thi tvldenoe mu• ..... ...,... tll9t lhl llMftll Intervention 
can ,...,....., be eapeca.I ID pradUC8 tM lntenCllCI eftlcl on llMlh 

outcolftM, _..,...••II no.....,. llW"'111D111. • 9'11 oondlllDn ia ma· tne 
healh ln·.JMtntlon II conaldenld "ahdM.• n nal, the helllh Intervention is considered 

e1tW ... il'aflff9c2W (I I hU no harml) or .,,.,.,...,. (I II does have harml). 

D . B•neftel••· The evidence muat dMllon .. me tut, tar tft• Intended 
reclptent, the benetlclal •fleet• of IM ...,... lnt.,..ntlOn on .._tlh 

outcome• can ......,......, be ••peeled to OUIW9lgtl •nr ... nntul en.ct• ot 
the h•llll Intervention, compmNil wllll no .._.... lntenrentlOft. " Iha benaflll 
or an Intervention ant Judgld to CUWelatt b twml. tl1e lntervenlon ii GOnSlderad 
"beneficial· If the baneftclal OUlmlW or IM lnleMll'lllDn an1r -..a1 b IWmlul outcomes. 
I ii coneidered •equivocal.· I b beneftalal outcomes n outweighed br la hlrmlll 

E. Appropr1••· com..,.. Wllll IM nat DUI all.,..1¥9 ''*'""''°"· or with 
no Intervention It no .......... la nml ...... , anil c:onaldertng the COltl Of 

the Intervention• and Ille ......... of .......... .,. .... of '990Un:e9, .... of 

tlle ...... ,. l....,,,•ntlon can ........,., M • ...,... to lmprowe •nd nat 

t.nn the total 11•1111 ot tM popu1911on urwd by the llMllll plan. When 

dalennlnlng whathaf a heallh Intervention maetB the crtterton of appraprtatenaa, there are 

three cases to consider, depet dlig an the '9tldive benefits and c:oltl d the health 

intervention in question (the "target int81vertlon1 co"1J8'8d with the best availai* 

allemattve, or with na Intervention If there Is no allematlwt (hentinafter cal8d 1"8 "allemllive 

intervertlan1. 

i. The targat inlarvenliDn has &CJlal ar greater benaf ... and equal ar llawar mats than the 

alternative intervanliDn: In all auch CM8I the target Intervention ii conalderad 

appmpriala. 
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ii. Tl\e target lnterve,.,n hu lower benefit bUt allO lower cost than the alternative 

intervention. The target intervention ii considered appraptlala if rnouft:es saved by 

using the target inlarventlon instead ol the alternative inlertention could be applied 

to other heallh interwntions so as IO PfOGJC8 graalar total benefit to the members at 
the Plan. tr thl8 co11d1tton holds. Iha appropfiatanaa of rha alternative int81Yeffion 
should be rHYaklllled. 

Ui. The target intervantion hal higher'.....,. and higher ex.a than Iha altema1tve. The 

target lnl8Mtn1Dn ii considered appropriate I alDcatlng the resourass 10 the tatget 

intervenHon would not snvenr the lM8 ot att1ar heallh lnte~lons. poasl>ly tor 

other medical condltOnl, that could be expecled to ~· are•r to1a1 banetl to 
the merrtJers of the hHlh plan. 

2 . Exclu.IOn From Cow..... . H•llh P•M .... permitted IO, bul .,. nal 

,...,red to, ••ctude lrDm ccw .. 11• •nr hUtth lnterYMtloM , ... tall to mHt 
any ot Ille crtterl8 tMI detlM •111eclle8lly IPPf'OPl'llte. • 

3 . Q1t1n:t1on1 

A . H•tth Intervention. A "'health Intervention " 18 •ny -=ttvlly undertaken 
for a ..,.citied lnCllC8tlon tar the prtmary purpo19 ot prewentlng, 

PAGE 19 

Mablllzlng, reatorlna, °' """°""'' • ~ In ll•lltl outcomes 
c-...d bf a medlml condition. Types of haallh in1er1entionl include prewtnlk>n, 

screentng, diagnosis, treatmanl, rnonlortng, .. rve11ance. aupport care and rahabililatlon. 

1-teallh inlarvent1on• doe& not inClude loclll acttflln 11181 might have an indinlct affect 

on haalh, such as haua1g, educallon and •"1Jk>Jn•ll. Not do• I lnclJde 

interventtor. thll oc:a.1r as a nonnal conclllDn al axi.tence, IUCh a food. 

8 . lndlc.tlOn. An •1ftd1CMlon" c1a1g..- "'' feMurt. Of the pmtent or 
ctellvery•..Ulna that could .,........., be .. pectecl to alfeCI th• tt.n11 

ouicomes ot a l\ellfth Intervention. Any rwf9rence to • hMlth 
lnterventlOn I• -.med to •PPIJ to a mpecltlc lndlAtlon tor that 

lnt•rw••lon. For the purpoee1 ot determining the medical appraprlaleneu Of a healh 

inleMtntion. 1ndicatton"' usualy refers to charactetl•lcl of the patient ( eg, severity of 

sy~. s1age ot a cancer. concomiranr diseases). Howewr, differences in such 

feature& as the setting In Whieh a trealrnanl is provided (eg, out.patient vs in-patient), the 

training Of Iha provtdar, or the availble support (eg, access to a aash can) could also 

represent difterant indications. Becaam the efteaiVene• of a traatrmnt can be dltlerent 

for dilterent Indications, avidance ttlll a treat"*1t meets the five Ctllarta tor ona lndlcatlDn 

does not l"l8C888lll'lly mean that the treatmeN meelB the crlerta for al lncleallo,.. When 

evaluating the medlcal ~- of • healh lnlerlenllon tor a partic:ular indication, 

7 
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the fiw criteria rrust be met tor thll indlcalinn or tot an indicdon that can 1'9asonably be 

considered eSMntialy similar. 

Pt.6£. 20 

c. HMlth OUICOlnH. A ..... "" outcome· .. an outcome thM dlMCllJ affect• 
the length Ind/or cpllllly or • ,._n•1 ute. Heatrh outcomes are di811nct trom 

intermadiate outcomee, IUd1 • shrinkagl al a nma on 1e-ray. change In enzyR11 llwet, or 
change in a blood count. "the axllting evidltlice tor a hNllh intarventiOn pen.1n1 to 

intermediate outcomes, there rrust llaO b8 evidence tt'lal a change In intennedale 

ourcomee caused by Iha int8Mtt1110n oauw the desired changes in health ourc:omes. 

o. Decwnt In Health Outcon1ea. A •ctecrement• In hullh outcomes •• 
••d to ••lat tor• lndlvldml If tither (1) t'*9 18 • decwntal change In 

• .._ntMwtwted feature tor th• lndlYICIUal, caU98CI by • medal condition, 

or (2) tfll lndlYlduel'a orlQln•I •ndOwlnent tor • felture Ilea OU11ld9 ,._ 

narm•I range ta mn atent ,._. any ,... ....... .-"°" would cal 
mnormel. The concept behind thi& cM1111111cM 111t1a1 every ~ • ande>Wad Wilh 

cenaln tearuree that relate to healh and hHllh OU1C1Drne1 (ag. heigfC, 1hape of nose, 

baldnells, athletic prown1). Wlltlin a pcipdatlan,..,. la a range or apedrUm fof mast 

hedh-19tated fHtunt8. An ex.mnpll DI a 9dloremenhd chanQ9 In a hUlltH•latad teaeure 
tor an individual calUd by a medlCal oondlian· 11 the develapmant al angina fn>m 

cotC>.,.,y anery dls8818. An exaqlla ol an '1ndMclJar1 original etmwn.nl tor a featute 

tying outside the normal range to an extent that any reasonable person would call 

at>normar is a ciefl lip. For the purposes of defining medical ~eness, mere 
dislatlsfaction wilh an indivDJal's original endowment tot a fe81Ufe that ii "Within tne 
normal range (eg, thoft ltMure, a big noee), dOl8 not Alpr9Ml'll a decntment in health 

OUlcomls tor that indhtklJal. 

OBSERVATIONS 

Sftnl obsefvations are in1>0ftarl. They 8ddrna featunts of the language flat need emphuiS 

as wall as differences between the proposed '-9Jaae Ind the 11191aoe in vartaua proposals tor 

health system reform now being considered by COf9919, especla~ ht ldminletratlon'a Health 
Securtty Aca {HSA) and the bil introduced by Rlplesentatlve Cooper and Senak>t Breaux 

("Coopet·Breaux bilr). Even If thele bills are changed with v.tous nuutwps, tneit inllial form& atB 

very instructive and will no doubt lluatrate the types al Issues ttl8I will mnrlnue to be !n1X>ftant as 

the leglstariYe debalee sharpen. For convenience, I wlll rater to the language de9crl>ed In this 

artiele as the "'pn>posed language,· to dtltlnguish ii from the language in the HSA, the Cooper­

Breaux bil, and other bills. 

8 
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PYcden g1 Pmpl 

Rt'll, notiCe the direction of the burden of proof. The fil'lt pan (No. 1) ot the PfOpOl8d language 

specifies that a plan must cover all Interventions that can be shown to rnaet the Cffleria. HoweYer, 

the second pelt (No. 2) allows. but dDeS not requite, plans to not OOWN inl8'Y8nlions that tail to 

meet the criteria. The need ID allow plans to no1 COV&r lnlefYeriiOns 1hat fail the crtleria ror 
"medically appropriate" is obvtaus. The dlsllldton between ~aOOW' and "requft" ts ecJlaly 

importari because manv medical practices do not meal even the firSt crttanon ot 
"nDnlnvestigaUonal," "1llCh ieu the crteria ot •ettecnvenea; "beneliciar and "appropriateness: 

If health plans were requitrldtD deny cowrage for thtnga ttm did not meet the crl8ria, many 

common Pl8allh lnleMtntlo,. would be elimll 181Bd from coverage and the ptactiee °' madlclne 
would be farced IO a near hall. Furttwnnor'8, I the llCDnd pmt did nat nlsl, In theoty at least 

haalltl plans CDUld be forced to dlmonstrate thll every lnteNendCJn that they OCMIMd met the 
crtarta. wt*=h would De a p.8diCal lrnpossl)llly. 

The admlnlslrallan's Health Sea.lrity kl. comH daug•OUlllY dole to cr88llng ttlal very problem. 

"The ComptehensiYe Benet• Paclcag8 doas not irDlde an ilem or service ... lhll ls not rnadieally 

necsssary or appropnare• (Secllon 1141 (a) (1) p 88). 3 By ilMI, thll excllliOn wtl make the 

comprehensive benefit package bOlh very dlliclutt to detlne and J>G'•ntllllr very srnau, dapetdllQ 

on the praci&e criteria uaed to define "m8dicalJ necneary or appropriate.• Thia clause dDes not 

e~sly 1orbid plans from covertng lnt8MH111o,. that tal to meat ht lltll of madlcaly naceuary 
~ t or appropriate. but they would nave to dO ao outllde the comptahenalve benefit package, and 

•.. . . there Is no formal clauee in tne HSA thlll alaws them to do that. Furthermore, Iha in1>fleallon ii 
9: tnat such additions would be considered and charged for a a supplemental health baneftl polcy, 

r· whk:t1 iS defined elsewtMWe (Section 1421(b)(1)(A)(I) p 238>3 as ·coverage tor &eNtc8s and lams 

nol lncuded In the OD"1M9.....,.. benatl padulge. • A practical exarqlle of the pablltm is that 

depending on the deflnllon d "medlallly neceeury or appropn•.· plln1 could potenllldly 

r~ira supplemanat insurance to aMtr a tre~ IUCh • radlOal pmllatectomy fOr e~-saage 

prostate cancer. 

Tne Only thing that prevents the language In 1he HSA 1IOm throwing medicine irlO chaos is "'81, 

as ii is Q.lrrentty wrtnen. the HSA falB to defih8 eihlr ·rnedlcat1y necaesary" or "medicaly 

appn>prtate. • This nu the effect at making the nc:lusi>n so ant>lguou1 that no one .ould be 

able to determine whetl'ter a partla.llar lntervenlion mat the txckJsion or not. On the other hand, if 

the natiDnal ttealh board that would be created by the HSA Wfil8S any r&gulatiOnl tnat speciftcally 

define "medicalty necessary" or -medeally appropn•e; then Section 1141(a)(1) in the HSA coutd 

caJSe i~nant problems. For axan1J19, I the national healh board aald tl'\lt lo be medically 

necessary or appropriate health inlerventlons had ID be nonlnvettigational, which ii a IOQicaf thing 

to say, then the current language in the HSA would prohl>it health p1an1 from c:overtng many 
practices that are commonly used but tor which there iS no good evidence of ettectiYenesa. The 
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Critical Point is 1hat if the COYet'lge language inc:Utn lllf'f lpedllc cnterta, or if ttwa is a passlblity 

that other organ&zationa such as a national health boan1 wll specity criteria. then the direction of 

the buraen ot proof ITlJSt be as wrllten In the pt0p018d laf9.laoa. 

The Cooper-BreaJX bill takes h same approach as tne prapoeed language. saying that ·An AHP 

(Accountable Health Plan) Is required to provide coverage ot Iha unitonn sat or benefits only for 

treatments and diagnostic procacllnte that ant rnedlealy appropriate• (SediOn 1302, (b) ( 1) p 

98)."' Thia is equivalltnl lo the first item in the prapoud !a111uage. The Cooper-Bteawr bill allO 

specifies that "heatth plans shd not be pr8Y8118d from providfnQ coverage of a treatment thal hal 

not been determined ... 10 be medlcaly appropnate• (Sec:llon 1302(a)(2)(E). p 98),4 whid1 
corresponds to the second item In the propoMd a.nguage. 

As it II Qlrrently wrtnen. the bll IUbrnitlld by Senaton1 Chalee, Ool9 and Olhars (S 1770)5 iS tne 
moet dangerous. ff not only spec:lie9 that an lam or 8vtce should only ba c:oY9l'8d Whan it ii 

medically nace588IY or appropMte (Section 1301(b), and Section 1301(d)(1)), but ii alllO goes on 
to specify thal to be rnadiealty necessary or appropriate the item or aarvice nllsl be 

·noninvestigational," •enective· and ·sate:· Because ao many inte~ntlons tail to meet the test 

of nonlnvestigatlonal, this could be very disn.lpdve to mec:flCal practlee. The only poss- escape 

valve In the bil is a 1Ubsequenl provision for "binding mblnltlon evidence": it'8 evidence that 

may be used in ~ coverage dec:isiona under a binding arbll1lllon proce11 ••. incutes ... 

opinions o1 medk:al specialty groupa and other medlcal 8JP9ft8 ... • (S8Glion 1301(3)(5). 

Assuming that this provision tor binding mbllrallOn appln to coverage dacl&ioN In gnwal and 

not ;.at to those that are c:onlnted and come to binding abllatiOn, it II claarty broad enough lo 

Jullify Yil'lually d wrrent prllClfces. But thll pnlCillDn llllD,....,. vety l8ftous P1oblai•• ol a 
diftete~ sort: It undoal the irtal"I ol requiring evldance of affec1Mt'*8 and safety In the firlt 

p&ac:e, It corwradlcts the standard ot avtdenca used by the FDA. and il undOes sewral decades of 

progtesS in evidence-bued dedslDnrnalelng. 

The proposed rarv.iage tocus11 on medical appropriateness, and ptMpOSetully omits any 
reference to -medically necessary· and "m8dlcal necasatty.• The mM1 reason i8 that I have not 

been able to identify any slrlQll set ot dlflnllions lhal ii wldaly accepled and that d8ally 

distingulsries t>etween "medical necaS&ity" and "rnedlcal approprtatenea: Thil is c:tespile (or 

perhaps becaJSe of) the fact tt\81 the two terms ara wldlly Ul8d in bDth contfllCI &anguage and 
academic articles, and are wide'Y interpreted by the c:ourts.2 To incUte bOth tarme, as in 

"medlCally necaasary and app1upru.e· would 1n1J1V that there is an in.,ortant diltinction between 

them, which I have not been able to dlscov8r. 

Of the two terms, I prefer -medlcaly appmpriate. bacalle ii appears to include ~ 

necasaary· (can anyone think of an intervention that iB necessary, but not appropriate?), and 
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beeause In moat usages it has a broader connotariOo--patentlalty encompaaing the tull range ot 

factors that should be considered when making coverage dec:isionl, such as the l8tting in Which 

an intervention ia being proyided, the magnilude (not just existence) of Its benefit, the extent to 

whiCh its benetb C>UMigh llS harms, and its COiis. n Is lq>ortant to understand. though, that the 

tetm ii merely a label for a concept thll is dlftned In the prapol8d laf9Jage by Iha fiW crilerta. 
The filth crilerton in particular rn;Ne ole9I the INM thal all,,..,..,. tllCIOrB, lncludlnQ COiia, 

should be considenld. 

The administration's HSA UMI '"nl8dlCaly neclllaty or approprtate, • but doee not define allher 

term. The Cooper-Braalx bl is similar to the prapo&ed larVJlae, In 1hal • r8f8rl only 10 "medicaJly 

appropriate.· It does spedly criterta for determlnilg whattw an lnlemtrttion II medically 

appropr;ate. Those criteria dlfer rrom 1he five c:rtMrta In the ptapOe9d q,age In a raw in1JOr1ant 
ways, wt1iCh wil be dlacussed below. The Chafae 119 iw ~ necassary or appeopriate; 
whdl matches the HSA. but deftnn the term wllh three Clhfia that are WIY silnla' to those In the 
COOper-8reauJC bill. Just ID conipete my cua tt*8 lhera is no disc:emlJle meaning bahtnd tha 

terms. 1 win point out that tne bil submitted br Senaeor Welsaone (S •1) uw "medically 

naceuary and (not ·ori appropriale,• wtlh no~ criteria. 

Mec11c•' CQQ;lttk>o 
TI'8 Intention of this crtterton is to define the 88t ol lnteNantiDns M thoulet propetty be paid for 

from public tunds, tt0m intervention& that, allhougt1 they night be deftvered by heallhcare 

provideta in heallhcare facilities, are more a man.r al pet1DNI taate than a madk:al problem, and 

therefore do not justify use ot publiC tundl. The crlerion and II ~nytng deflnillona ara 

deSigned to dlstingui&h, tor e~. between (a) repa of congenilal cleft lips vs nou botls, (b) 

breasl reconstructkm I~ cancer surgery '19 bt88lt i,._.. lor purely cosmetic reamns. (c) 

treaunen1 of oataoporosis va treatment or baking, (d) treallnlN of lhort maure clJe to plluilary 

defteiency vs traatmant tor si"" being short, (e) traalment oC acute armiaty attaclc8 vs stage 

fright. and (t) ruritional supplemenll lor ~rta YI owr-thHounter Ylanin&. 

The proposed definllon of "madleal condition• res18 on common wordl aich as disease, illness. 

in~ry and defect, whleh are 9llhar well undenltood or wnleh, II tney do appe• to CMKtap (eg, 

·diSease" and "illness1 are at lelll consilt8nl. The definillon of "medieal condition" doe& contain 

a clause that extends lhe definition beyond c:umtnr dilaases, illne11e&. fr$1rias and defeets. to 

lnckJde ·a condition that if not treated could lam to a dtHase .... • Thia extension ts required In 

order to address natural biologiCal changes that are not by themsetvas dieaasn but 1hal could 
benefll rrom treatment to prevent dileases or l'9Jrlel. For example, neilher ptagnancy nor 

estrogen defteiency after menopause is a dseue. However, we want to c:ovar their management 

or treatment becauSe, :" ,lOI property managed, they could tHd to dileale• (eg. preaclampllia al 

pregnancy or premalUrity Oii the inlanl) or IO ln;.trtet (eg, hip fracture trom osteoporosis). The 
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proposed language iS careful to distinguish be!llWeen natural changaC that could lead to diseaseS, 

iHnesses or injuries. such as those just listed. from nalLlral changes that do not lead to diseases, 

ilnesses or l""nes, SUCh as baklness. tt a treatment tor •aginci is ever developed, we wtl need lO 
raviSit these definitions . 

The adrnlnisrraU::m's HSA d088 not include any tarme or aileria 1hal .....,.... to diltlnguiSh 

between a medlcal c:ondlliOn and a nonmedlcal mndtion. Instead, it 1811 speclic types of 

servicn (eg, ln-ho8pital seMces, &eMcn of hedh profnatonal&. and ambulanea services), and 

for same ot these categories deecribes some lmltallonl thal haVe the elect of defining the 
bounaann o1 coverage. For example, the W'Vlce category "oul-pdent nttiablltatiOn servtces· 

contains the llmltalion that ·suc:n tl8rviCel (m.1111) restate functional capadly or minimize limilations 

on phySical and cognitive tuncllons as a reRlft Of illrMNl8 or inju,y' (Section 1123 (b){., p 68).3 

Surgery and other procedures pertonnad solely lor cosmetic ~rpoua are specifically excluded 
unless they are •required to con9CI a c:ongenllal anomaly or required m rntore or correct a part ol 

the body that has been alrered u a result or accide~ .. 1n;,iy [orJ disease· (Section 1141 (b)(2) p 

87).3 This approach enlbeas greater precilion, but raqulrea 1hal the coverage ailaria lilt and 

d8ICtlJe in detail all callgOrtes al CDYered l8Mces. 

The Cooper-Breaux plan uw an approach lin*t 10 the pcoposed 1ar9&age. "The tenn 'medical 

condition' means a dlaaase, illness, in;,ty, or~ or psychoklgical c:ondt11Dn or status tor 

whictl traatrnenr ii Indicated to lq>rove, nmirUin, or stabllze a healh outcome ot which, in the 

abllence of treatment, could lead to an acMlrae change in a health outcome· (SeClton 

1302(b){1)(A)(li) p 98).4 However, the CJ'&llfier"forwtWchtrutrnent II indcalad" appears to be 

tautotogical: A health lntervenliOn Is medlcllly ~· it 111 lndlclled tor a medical condtion, 
wtWle a nwdiCal cordlon ii sometN11g for Which a health INelVerClon ii indlealtd. To avoid 

possible contu1i0n about which comes Iha, 1he medlcal condition or Iha Intervention, the 

proposed la'VJ&g• doe• not "*'de this qualller. 

Hoa!U> !nteMftllgn 

One of the most awkward fHIUree of any language is ID choose a tarm for the -rt'tings· that are 

being covered. The propol8d language uses the term .,..alth lnter1antion: Tha Health Security 

Ad and the Chafee biU use '1teml and servioas. • The COoper.ateaux bll uses ireatments and 

diagnostic procedures.· Other posslbllltles Include "serVieas, ireatments; and "health 

activities .• 

With respect to the Cooper-Breaux plan, just using the two terms 1realmeru• and "diagnostic 

procedures· could cause a problem. It is true that, in general, al health inrerventiona are Of two 

basic types-those tnat dlrectly affect· health outcomes ('1reatmen1a1, and thoae whoee effect on 

healh outcomes iS indirect-through pn>Vidlng inlormatlon that can affect dacialons abOe.11 

treatments (diagnostie teals). How8¥8r, by mentioning only "treatments· and •diagnostic 
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proceduree: the language in the Cooper-Breaux bill is aff1b9Jous about thing• that do not fl 

clearly in eiltwr or those two calegorles, sucn as preventive &eMces, saeening tests, monitoring, 

support care and rehablltatlon. 

There ate three main ways to rnolve thil illue. Ont II lo use terms that have welt known 

connotations, such as ireannent and dlagnosUc procedures" and rely on common sense to keep 

them from being too restrlcl!Ye. Another ii to try to Ill all the main typea or uses of heallh 

lnterventa.. Such a lilt mlgtt be "pr8ventkJn, 1Cf88ring, dlaguolil, treatment (including drugs, 

devices and procedUraa), rnanttDrtng, .,rvetllmnce, suppofl care, reconstruction, and 

rahablllatlon." A third Giiion i8 to eelecl one term IUCh u.,,...... irterventlon," or -UMc8," or 

"activly," and define ii to cover 8Y91Ythlng. Thal IS tha IPPft>ach used In the propaeed language. 

The choice 0( . ..UC:Ular tenn ii not Ctllcal, pnwided it ii dafinad unant>tg11ausly. In,....,. 
proposed language tha term "haalh inteMlnliDn" can ba co'11idenKj a placeholder to be 

replaced bV a bener tenn II one becOmas cDrioul. 

!nct;qet!pna 

~ever tenn(s) are used to delcrbt the things that wtll be covered, the language ~ mike it 

clear that the critMa and any ra1Uling coverage dlcillOns .. lo be appUad not to the heantt 

imerventions themutleS but lo tl'8 appllcation of 118 health inl•Mtnllol • tor spedflc patient 

indlcdons. This is necessary becalae a helllh lrurwnlOn In the abStracl (eg. an MRI) does not 
have sn effectNanne or a harm. or even a cost, • though thole W8l9 properties of the 

lntel'\'8ntion. Rather, the effec:livenea (or ham11 ot CO&t9) of a heath int8MlntiOn depandl 

acutely on the Indication fof' whklh it II UBad. MRll have high vakle lor .. spac:ted brU1 tumof'I, 

but linla value for diagnosing chest pain. Appendectomiel have tigt1 value tor patients wtlh 

ciassic signs and gymptoms of IJ)pendidlll, but little vakla tor patients Wit\ diarrhea. Health plan9 

can handle this either by covering the intervenliDn Only it it ii tor spedlled indications that meet 

the crt18rta of noninvestigation8', effective. and IO fofth: or by mvertng the interY&ntion for all 

indications. but designing guideline& thal dlllicourage itl use tor inapprOpriae indications. To 

enable heann plans to c:to ebr Of thffa, the benlft language should make I clear that a 

coverage decision. whether poslllve or negartwt, Is a deciMM1 abOut the inteMtnlion for a 

specified set of lndlaattone, and nol a decision about every poellH Ula of the intervention. 

NonjnyntiQl!IQDll 

The currant ben8'I languages used t1/ virtual~ al insurers, HMOS and govemmerw programa 
contain axwsiOn aauses tor investigatlonal interventlol is. These dauHS are needed to keep 
health plans trom having to use public funds to pay for anyttMg that anyone might dream up (eg, 
psychomassage tor Lyme disease). They are needed to enaura conaillency with the Hippocratic 
oath ('1irst, do no harm1. the scientlle melhOd, and the Food, Drug cnt Counetk: Aa. They are 
desperately needed if we ara to improya the ~ of evidence avalable for medical 
dacisionmaklng, whteh means they are needed II we are to incre ... qually and r8ClJc8 waste. 

13 
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Howe'll'Br, it is impol'lant to recognize that this crilarton lqltln a stricter burden of proof than we 
have traditionally applied to J)meaclJres and other 1nt1rvem1on1 !hat do not tau under the &llpices 

of the Food and Drug Adnmiltnllon (FDA), and that many commonly used practices will fail lhis 

crtreriOn if they were subfaded to an FDA-type eviWation. The proposed lafV,Jage enables plans 

to e>1cklde heallh Interventions tor wt1tcl'I there II no conWncing evidence Of etlecttveneu or 

benefit (eg, PSA screening), but dDea not fotC8 them to (eg, IUrgety for aalty-$tage plO&tate 

cancer). It Is ln1JC)rtm to appr8Cllte both thal thl9 ii a leniln atance, and that I~ are really to 

r8ClJce waste in medical practicll8 they wtll need fO be aggraaive in applying this allerbn. 

Another i"1JC)ftant feature of this crterion is that I l'9ql.lit98 evidence not only of the existence of 

benefil but the magnlude of benefit Thia ii in1Jl)rtanl COllCBfJIU•'Y. becalse II la lnfonnatlon on 

the magniludH r• "'Uoomes that enable cornpc1taone batwaan ban8'1111 and harml and between 

healtl outcomes and coats. For example, thia fealure Is needed to dlltlf9Jilh between a 

treamienr that Increases survtval by 1 In 1,000,000 and one lhat lncntasas surYiYal by 1 in 15. 

The position of ttw adminlsliiilllon'a HSA on coverage al lnvMlllgMlanal lt8almenll I& dllftcul to 

interpret The petllnent language baglne In Sec:don 1101 ( 1 ) • '"The coqnhensive banaflt 

pm:qge shall consist of the tollowing leml and IMVICH .. .(1) holpital seMce8 ... , ~18) 

investlgaltonal 1rearmema (descrtbad 1n Section 1121, pp 32,33)•_3 Sublection (a) of SectiOn 

1128 readl "COVERAGE - Subied to eublec:llon (b), Iha Items and servicn In this subsection 
are qualifying inweetigallonal treatnwnts lhal ant admnlllt818d for a ll•ttweatening disease, 

dllOrder, or other healh conditiOn (81 defined by the National Health Board p 71)."3 Subsection 

(b) reads •Discretion ol Plan - A haallh plan may CXMtr an ~ trealment dllCtlMld in 

Subsection (a) (p 71) at b dlac:retlon. -3 rt appears t~ ttis clause ~ health plans diecretion to 

cover investigalional treatmantl I they adr:hsa •_.tnalenlng problems. The lal'9J808 In the 

CooJ-r-Braaux bil 18 limllar to 1he langUllg8 popoead In lhil artlell. 

Bolh the adninistrmlon'1 HSA and the Coaper-er.anc bll have clalllel thllt specly th8I plans 

should cover the •routine madlcal ooats• aAOClaled wilh the delivery of lrweltigatk>nal 

treatments, if the trellrnant is being giYen u pan of an -approyecr .... arm tttal. The coverage of 

the costs of rnearch on lnvestlgallonal tntatmantl al well as spac:ific aterta for determining when 

the evidence for an imerwntlon is •sufftcienr to bale conckJsi0n1 about effecliveness, and 

guidelines for when plans should be l1rk:l In app¥ng the lnYHtigational criterion, are atr impotla"' 

topiCS that need more dlacullion. I wiff address them in a future article. 

Effadiyeness 

The idea or ettectiYeness ts slraightlorwara: Saning aside 111U81 of tlanna and a>Sts, does the 

imerventlon at least do what it is Intended to do? The propoud language has two lmpOf1lnt 

features. Finn, the affecl ""st be demonstrated In terms of lmproYernant1 in health outcomes. 

14 
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not inCermediate outmmes. If the axllllng evidence doaiments an effect on inCarmedlate 

outcomes, tttera must be additional tMdence that relatea changes in int-..rmedlate outcomes 

caused by the inlervention, to an i~ in health outcomes. Fur ex8"1>19, I Is not 

autticienl ID shoW that a screening test can snply dal8CI a condition; there nut alllo be good 

reason to believe the detenrinallon will change treatment, which in tum win impmve heallh 

outcomes. 

PAGE 27 

The saoond in1Jortan1 feature of this ctlerton la th.a, when dMennllliig whether an intervention is 

etlectiVe, the comparison should be Mada will'I no lm8"'8nllon, na1 ID athlt avallabl9 anemattve 
interventions. The rauon tor this is wel lbllraled br a COfT1)8tlson wilh the Cooper-Breaux bil. 

In that blD, the crttanon tot "etredtveneu· takes a dltentnt approm:t1 and r..,lres that the 

inter1entlon in <JJestion be corr.,.ted with other available alternatives. The problem with that ran 

be illustrated wilh the three test questions deeatbed pteViOulty. Recall that cancer or tne eyelid 

has a 10% five-year survMll with no treatmenr, that Traatmem A incnN1881 sunnvaJ to 50% but is 

expensive ($100,000), and that Traatmenl C, which costa one, S1 ii,..,,_,., .. elledive as A, with 

a survival rate of •9.999999%. Tbe ctletton In the Cooper-Bteaux bll requires thal to determine II 

Treatment C is efteGtiva we lftJM C0"'*8 It wlltl thl avmllbll alternlltlve, whiet1 Is T1"8almert A. 

By lhal ~. TAtartmnt C would not be c:onaid81'8d efteclMt (In fact II ii hanmil because 

ii allDW& one out ot one nilion patierCs to die), which means It would nae pasa the third crtterion, 
and It would fall the &eCDnd tnt CJ*llOn. Tiie paposed lllnguaga, which requlnMI thllt we 
con.,are Treatment c wlltl no natmenl, would ftnd Trealment C to be efledlve. This would keep 

it "in the runnlnQ• for COV9f8Qe. Su~enl c:rtterta would evMiate whether the magnitude of ill 
benatll jUttlfies any ham11 It mid1t hllVe, and whalhar mmparad with Treatment A, I is approprtate 
(ie. whether the tiny dec:rament in quallly • justlled by the large savi"GI that muld be reallocated 

to other inteNentions). 

The HS.A does rmt have any r8CJ,Jlrarnant for eflectlwtnna, beyond whatever is implied by 

"madicalty necessary or appR>ptate.• The cnatee bir1 definition ot etlectivanau begins with the 

same language as In the Cooper-Bre .. x bit, but adds a cbling phrase that the~ can be 

made "With the avalable alematlvel, or the patlanrs cunanl health status." The alfacl of this II to 

permit a cof"'8rt&on wlh no treabnant, which btlngl tha Chafee bil"I language Into line with "9 

pmposed language. 

The language tor effectiveness in both Iha Cooper-Breaux (p 100)' and Chltee (p 92)5 bill 

inetudes a requirement that to be ettectlve the inlervention must prowtde a •c1ftca11y meaningful 

benefll.· The Intention of that dause Is"°' entirely dear. Po111>1y the two bits Inland to uce thil 

clause to address the cost issue indlreclly. For exa""'8. if a new health intervention is more 
expensive than the available alternative, a plan might wn to r8CJ.11nt that bafore It should be 

covered the new (more expensive) health Intervention should in.,rO¥e outcomee by "enougtt• 

(le, a "clinically meaninglur amounl) to ju'Sttly Iha c:mt. 
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If that is the nent, it ii an awkward way lo harde the colt lllue, ror at laul two tHIOnl. Rrst, I 

wortcs only II the new lnlafYentlon increases banell and lncreaHI colt CDIT1J8rad with the current 

inl8'V8ntion. II does not work tor new lnt8t'l8ntlonl ttlat are almosl as affective, bul nu:h less 

expensive. For exa,,_, this clluse would no1 enable coverage ol Traatment c tor cancer Of the 

eyelid. because Treatment c doee not plOYide a dlnk:allr meaningful benefit C001)ared with the 

avalable dematiYe, Treatment A (In facl ii tlal • notcllricaly slgniflcaN ms in benefit). 

The language In the Cooper-8nta1x and Chafee bllll allo lnlroduces an interalllng asymmetry; 

the crterton le.ts to dlfterenr c:onclUllona depending on which treal1111nl is being evak.latect. If 

Treatment A is the current trealment and Trvalmerl c la new, T,...,.,. C wauld not be COYered 

because ii is not ~. and we wauld end up wlh TrHlme..- A. Now·~ Treatment C iB 

the ament treatmeri ai . .J Trntment A is Iha new nmrnent to be evabllad. Treatment A would 

not be appruved beGal11a, in compartlorl wltt Treaamanl C l dDel not prowldll ig a dlnk:ally 

meaningful beneN. and we would end up wlh TntllTneN C. The l8Cond reason the Cooper­

Breaux language la MkWard ii that I leaves open the -.,, or ~It how big a haallh rMUlt na.111 be 

to be sufflclenlly •c1inicaay meaningfur to jJstlfy thl CDlta. To avoid tt199111ypel of problems. the 

proposed lancJ,lage lakes a ditterent approach to the illue of coat• addresling It dlreclly 

through the crilerion ol "apprOprialene. • 

Benellgta! 

The definition at 1Jenetlcial• ii allo straightforward: the inlenlion la thal thl inleNe,.ion's benefits 

outweigh Its harms. Al wttt1 the crterion of eftecatvenass, the propouc:l language fOQ •ses on 

healltl outcomes and specifiea thlll the coqJlrlson should be wlh no ll'UrYentlon, rather than an 

altemattve intervenHon. The ••ieat way to appreciate the "'8d tor the latter la to ra1um ID the 

test 4' .. lonl and Imagine thll neither Treatmenl A nor Tt88lmln c ha atlP/ harms. n we r8CJft 
that Treatment C be COft1*8d wllh Treatment A • wll not be mnaldarad banaliclal, becauae 

compared With Tremnent A it tw a IOWer banafll. 

As with the iSsue ol eftedivanats, thl HSA does net lnCUie any crlerk>n of benafldal In its 

definition of "madlcaly neceaary or appropriale: The Cooper-Bnta.1x and Chafee bill take a 

different approach to the coqallOn ol ben8lltl and harms, r8CJ.11rlng that a traaunari be "lafe,· 

apparently drawing on language in the Food, DNa and Coemedc Act. Alhough there II merit in 

using the smne terms as the FDA, there Is the Pft)bleln that vi,_.aly nothing is truly sate, and a 
literal intetptet•IDn of "sate. waukj exclJde mually al practices. The language in the Cooper· 

Brvauir and Chafee billl appeatS to rely on common sense to awid thll. ttowever, II seems 

approprtate to take this occasion to in1Jrove the language. "Relative safely" might work. because 

it i"1>!ies a COfY1>8rillon between degree of safety (le, lack ~ hann) and degree or benefit, bUt it i6 

a.imbersoma. The pmpoaect language is based on concepes thll ata now in common use--the 

idea of safety is replaced tJ'/ an 868998menl Of the ttatnul lftects on outcomes of the 
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intervention, and •relative satety• is replaced by an explicit co~rison of "beneficial enacts" and 

"harmful enects.· 

6m>roori• 
By far the most controveralal crtlerton of "medical app1ap1111eness· wll be the lat one, whk:h the 

PAGE 29 

proposed lal9Ja0• labala •approp1ta1a: Thi& is the crllettDn M addrasw the trmeotf bah111n 
quality and coet and enables plaNI to dllcouragt Iha uu ol or even de~ covenige for trea1man1a 
that have benefit, but whou benefit IS detennlned to be too smal to be worth Iha coet9. Becalse 

it addnt9888 com, COll-effac:tlvenea, and tha alloc8llan ol nlsouratl, the1'9 ie enonnou• fear of 

being associated with a criterion 1"8 thiS one, and ii lhould bl no surprise that none of the bils 

before congress lncllda one Ille it. On Iha other hand, this ii the crllerlon tNll enables the 

proposed language r ,au the three test CJMllion&. and thiS ii the crterion thal must be present 

it providers are to be able to pre98MI or ifT1JIOW (JJallly wtlile contlOfllng coats. 

The idea behind "approprtate· hU already been daacribed; 1,8, 7 wtten there are lmits on 

resources, whelher I~ ln.,actny by the mark8lplace (eg, managed co"1*li0n) or explcltly 

by caps on premiunm or caplallan. using ratOUrces ID pnwtde healh lnl8Mlnllans that have very 
low-benafil relattwe to their CDll8 meana thllt tt'IOl8 ,...,,._ Wll not be available tor Olt19r healh 

lnterventtons !hat would have pmvid8d nu:h SJ8818r benefll. The proposed language usumes 

that vtrtuaHy eYeryone would agree that the three teet CJ!Hliorw lhauld be answered "Yes·· If that 

i8 true, then the benafl ~ need& to enable hldh plans to make those Choices. The 

proposed languaige for this criterion d9labts this concept in a llralghtforward way, making Clear 

that the intention II to co~ benetlt9 to costs, and that ii II no1 ~ acceptable but necessary 
10 withhold coverage for treatments Hice Treatment B or Tre•rnen1 A tor cancer of the eyelid, 1 the 

additional benefit (~ad wlh Tntalmenl C) Is too email to Jullify the ODii. It uses words lite 

"C08t" and "re8ources· expldtly and honestly. 

Allhough the 1t1eoretal Usll fol 1t* crlertan II delr, 1 lhe polllcal llJPPDlf tor it Is vir!ualy nl. 

Many people, especially thOle wha wit be held publlctf KCOUl'Uble tor endoraing the language, 
will find "'8 proposed lar91age to be too threatening. Thentfore, llllhough I feat strongly thal wa 
wil eventually have to be honaat wtlt1 people abOut "8 need to allaclte resa&.ucas, I also 

recognize lhal the required leedership to BCC0"1Jlllt11hal rftgt1t not yet be preeanr. On the theory 

lhat a~ language 18 belter than no language, I oner substitute language that diSOUises 

the ful intent but stiU leaves plans enough room to take the necessary steps to increase quality 

while controllng costs. The rurrent language says "Coq>ared with the ne•t best intervention or 

with no intef'Y8ntlon it no alternative ii avalable. considaring If» COSll ot the treatments ancl the 

benefits of altemativs usss of m.sou1ees. use of the inteMtnlion c:an reasonably be expecred to 
imptOve and not narm the total hUllh Of the populallDn aeMd bV the health p1an; Alemalive 

wordings, roughly in order of deaeaslng ctlrity but also dacntallng lhreat, Ma: 

17 



"Compared wilh the next b8lt intervention or wilh no Intervention if no alemative ii availllbll, 

consldfHi'O a.I pertinent factot8, UH of the Intervention can rauonably be expedad to ~ 

and not harm the \Dtal health of the populallon seMld by the healh plan: 

Or, to bomJw a renn from tr• Cooper-8reaux and c,..,.. blll. 

"Cof1l)81'8d wilh the next belt altemattve, or with no lnt•Mtntlon If no alemattve ii available, I 

there is a slgnlicati dinerrmce in costs ol IM inlrltwlntlonB, the dWer•a in,,.,,.,, tnJlt be ol 

sufflcient Clinical s;gnibnce to jlJ6flly ttte dl/ltJtfJta In msts." 

Or, 
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"CoqJared wilh the next bell lnltNention or wlltl no ln18twtnllon if no •••mattve is available, any 

dftllence In cJ/nlcal benslt IJIJll be apptf1plillle ID any drferarg in ftnancial cmt1. • 

Anyone whO 11 1WMJU1 about lnlrocUclnQ ttw Idea ar CDlllll in berwftl language .. be tafl1Jted to 
delete this atterion on the balal thll If the ftnlt faur atteria.,. rftllned. moaa (four flhhl?) of the 

va-.ae ot the crlerta wll be ~. Thal II not 8" c:me. The crtterta nUll be tntal8d as a 
paclt.aQe. It the tlth criterion is dalatad and I the tlnlt lour ("lnldlCll condlllOn. • 

·noninwtstlgalianal, • ·enectMt. • n "beneflclal• tor "uf•i> .,. '91U1ed, which Is the way the 

language in the Cooper-Breanc and Chafee bill now readl, the eftec:I win be to force haalh plans 

to cover inleMHllDns that have anybanlftl, no maner ~ smal. al any cost, no matter how 

large. Th• ii, heallh plans WO&Jtt be fora.d to cover not only Treamarw A but aleo Traa1mer1t a 
(the $1 milbl treatmant) for cancer of the eyelid. SUch 1m91age wauld ellmlnate any poaat!My 

of &irru~ incteBlinD ~ whle controlling COiis. Therefore, I 1here ii lnauntciem 

murage or leadership to lnclDa tha •h crilerton. then I II belt to drOp dthe others, and leave 

the term "rnedcally app1opt1ate• undefined (•the admlnlllrmllOn does In the HSA). To lncbte 

only the finlt four atterla would NIV8 the eflec:I d pmhlJlll~ planl from considlrtng casts. At 

least a gerwal tenn mJd1 u "mmically 8A>i0pi Ille,• wilhald ~ dlflniliOn Ot crtena al al, is 

ambiguous enouoh to allow plmm to aonsldar coata, abllt under the table. However, any plan 

that chooaes this route null be awara t"8I an undlftned ptvae IUCh a "medically appropriate• 

wUI provide little defense in CDUrt. 

EQAAmJnmt 
A cordllon W8 placed on the~ la'9Jl09 wu INI • should be consilltenl With existing 
federal •aws and regulations, etpecldy the Food, Drug and Cosmallc Ad. The propoaec:I 
language satlsftes thal condition, enabling, but not requiring, healh pla,. to not cover 

lntefYentlons thal are lnwo.o~I. or not llfllctMt, or not benefk:Ull (le. MWctt are not-sate and 

etfeclive.· to UM FDA langUage). However •• ii ~rt- to oblente tNll the proposed language 

18 
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is not 8CJJ1va1ant to the FDA lafv,laga for two irfl>onant raaaons. Find, allhough tha FDA can 

8PPfOY8 a drug or class Ill device for marketing only if ii is shown to be safe and effecti¥8. the 

proposed language (as well as fhe language in the Cooper-Breau.I( and Chafee bills) would allow a 

plan to cover an imervention even if it did not meet the FDA'& criteria ot safety and etlectiveness. 

Recal that thil wae necessary because there Is lnsulllelent evidence to document satety and 

effectiveness of many commonly used inteMNWione, npecialy ~,.. Ind dilQnOlliC tests. 
The second difference works in the Olhar dlracllon. If a drug. biological or elm Ill device ha been 
round by the FDA to be Siie allld eftecllVe, lhal does not necnur1I)' ""'"thld I Wtl meat all the 

crtterta for medical approprtatenne In the pllDpGl8d llngUage. tn pmtlcullr, becaUle the FDA 
doe& not c:onaid8r financial CD818 In ila deleminllionl, FDA approval dDe8 not apeak to the fifth 

crteriof1 of appropriate .. 11. 

ll1e adnWliaballon'a HSA doel not delabt any reldonlhlp bllween FDA 8A)IOV81 Ind •• 

condlllon of "medcalfy nacaaary or appropr1819: The Coopar·Breawr bll does say that FDA 

approval of a treatment '""les thlll II 88d&ftn the bll'a c:rltarla for medal approprtmenau (p 100).4 

Aa the Cooper-Breaux and Chatae bills are QJtl'8f1dy wrillen, that Is a cotract positton, beca.lse 

neither blll contains a criterion that addfasse1 cost. However. if either bll wel9 to be rewritten to 

address cost, FDA apprDY8I of a "88'mant would no longer neceesartly in.,ty that the treatmenl 

met the AMlad crilana. 

Cpye,., tpr ,,,,,..iJe!IPD" TrMl!rw•• 
T1'e propDl8d lanCJJaga, lka Iha language In the Coopar-Bntaix and Chafe& bills, and the 

current W11b&t& of molt lnl&Mwa a HMO., II diet In Ill f8CJ.llAMnlnl t"- ID be madlcally 

appropriate an intervenllon ITIUll be nonlnv8lllgallonal. Howeuar. in1Jiernantlng this ailarion 

raises several practical CJllltlOnl. four of the moll ~ 819: Whal type and CJ.Hiily of 

evtdenc:e ia needed to be "Sutficient"? Should the lnvestlgalfonal criterion be applied more stric:tty 

to "neW" lrurveriions than to "Old" ones? n old i'*MtntioN thal are 1nves11g111ona1 1h0Uld be 

treated more leniently. pradsely haw should they be addres&ad to avoid waste and hamW? And. 

hOW shOuld research on inveMiglliOnal lnleMNllDnl be tundad? Thal8 iUuas wil be ttia 

subject ol a Mure article In this series, but first I want ton• yau to a converudon wilh my mother. 

NEXT: A Converaallon wlh ~ MDlhar. 
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June 22, 1994 

TO: 

FROM: 

RE: 

Ms. Nan Hunter 
Deputy Legal Counsel 
Department of Health and Human Services 
Washington D.C. _ -

Linda Bergthold ff~ 
r-t<EPARATION FOR THURSDAY'S MEETING ON ~"'::DICAL 

NECESSITY OR APPROPRIATENESS 

As you know, I have been asked by Karen Hein and other Senate Finance 
staff to review the options relating to the definition of medical 
necessity/appropriateness in proposed reform legislation. I thought it 
would be helpful to review some of these arguments and proposed 
terminology for you and your staff as well. 

1. BACKGROUND ON MEDICAL NECESSITY OR APPROPRIATENESS 

At the core of all clinical decision-making is the determination of what is 
the appropriate treatment for any given patient's condition. These 
decisions are generally made by physicians, sometimes in consultation 
with patients, and occasionally overruled by health plan administrators. 
What is medically necessary? Who should decide what is necessary? Who 
should arbitrate if there is conflict among the parties to the decision? 

There are dozens of definitions of medical necessity being applied by 
health plans around the country today. Medicare has one of the most 
illness and injury oriented definitions (see Appendix A); Medicaid has 
different definitions in every state, some of which are surprisingly 
innovative (e.g. South Dakota); private plans, including HMOs, rarely 
publish their definitions for consumers or policymakers. Lawsuits tend to 
be the mechanism for bringing these definitions into the public domain. 

All existing definitions of medical necessity have some elements in 
common: they rely on the judgment of medical practitioners and 



"prevailing standards" of care; they tend to focus on curing illness rather 
than maintaining health; they leave final interpreta~.0n up to the 
administrators of the health plans. Patients and physicians are often left 
out of the decision making process. 

In the construction of the President's plan, our working group on benefits 
recognized that the definition of medical necessity would be critical in 
shaping a national health plan. Questions such as what terms to use, how 
to define them, and who should define them were central to the 
discussion. Should the terms be defined in law? In regulation? By a 
national healtti ..,..oard? By states? By each health plan? We reach...:d some 
preliminary conclusions in May of 1 99 3: 

• The old terms (i.e. medically necessary) were not sufficient 
for the new emphasis on health maintenance and promotion; the term 
"medically appropriate" was selected as a more promising alternative; 

• Criteria for determining medical necessity or appropriateness 
should be spelled out in legislation, or if not in legislation, at least be 
delegated to a national health board or commission; 

• All parties to the decision about coverage should have a voice 
in the process; that is, patients should be able to determine whether 
coverage was beneficial from their point of view; physicians and other 
health practitioners should be able to judge whether a proposed treatment 
was effective; and health plans should be able to take into account cost 
effectiveness in their coverage decisions; 

• Any definition we could devise should deal adequately with the 
issues of reproductive health, maintenance support for the disabled, 
parity for mental illness. This meant that decisions about reproductive 
health should be the responsibility of the enrollee or beneficiary; coverage 
for services needed by the disabled should not focus too heavily on 
medical care to the exclusion of other health related services; and the 
definition of illness should encompass mental as well as physical illness; 

With these principles in mind, we proposed a definition for health plans 
exclusions of treatments that were not what we called at the time 
"medically appropriate". After the working group had disbanded, Bill 
Sage, Bob Valdez and I continued to work on the proposed definition, 



coming up with a modification we felt was simpler and more user friendly 
(see Appendix B). We discussed this definition with consumers, 
lawyers, physicians, policymakers and health plan administrators. That 
definition was not introduced into any legislative proposal and remains a 
definition known only to a limited number of policymakers. 

2. EXISTING AND PROPOSED DEFINITIONS OF MEDICAL 
NECESSITY I APPROPRIATENESS 

What are the existing definitions of medical necessity, in law and in 
proposed legislation? What should the Congress do about defining tliese 
terms and what should HHS' position be on these definitions? 

As Appendix A reveals, the Medicare definition is illness and mJury 
oriented. Nevertheless, this definition has been the basis of a number of 
court cases and a certain amount of case law has been developed around 
this definition. Some would argue that we should stick with a known 
definition of "medical necessity"; to do otherwise would throw the legal 
system into a measure of chaos. Others would argue that the system will 
be thrown into chaos anyway, as new rules for health plans are embedded 
in national legislation. A completely new term, such as "medically 
appropriate," might avoid the lawsuits and arguments surrounding the old 
language. 

The fact that each state defines "medical necessity" for Medicaid in a 
different way and thus Medicaid beneficiaries have uneven and unequal 
access to services, would argue for a more specific federal framework. 
Unfortunately, the examples presented in Appendix A demonstrate the 
problems with a strong set of criteria determined at the national level. 
Minnesota does not consider cost in its coverage determinations; South 
Dakota does. Problems with access to abortion only highlight the 
problems associated with fifty different state interpretations of medical 
necessity. 

Currently, There are only twQ_basic approaches to the definition of 
medical necessity in proposed legislation: 1 ) the term(s) are proposed but 
not defined (e.g. Clinton, Kennedy mark, McDermott/Wellstone, Stark, 
Nickles); and 2) the term is defined but changed to "medically 
appropriate" (e.g. Cooper /Breaux) or "medically necessary or appropriate" 
(e.g. Chafee) or "medically necessary and/or appropriate (Durenberger and 



Kassebaum amendments). 

The on!~ definitions currently proposed in legislation spring from the 
Jackson· Hole proposed definitions developed originally by Dr. David Eddy. 
Dr. Eddy's definition, as outlined in Cooper/Breaux ("medically 
appropriate") and Chafee ("medically necessary or appropriate") has been 
repudated by Eddy for a number of reasons (see Eddy's memo in 
Appendix C). Without any way to bring cost considerations into the 
determinations of medical necessity, Eddy believes that any other 
definition would cause more harm than good. Furthermore, Eddy sees no 
important distir1ctions between the terms "appropriate" and "necessary" 
and points out that joining the terms with the conjunction "and, aosent 
any definition of "appropriate", would open health plans to a variety of 
interpretations, most of which would drive costs upward. Eddy concludes 

I that unless his complete definition of "medically appropriate" is adopted, 
it would be better policy if..IlQ...definition were defined in legislation, 
leaving the issue to a National Health Board of experts. 

Because this issue is so complex and has a myriad of unintended 
consequences for the delivery of health care, I have made the following 
personal recommendations to Karen Hein and the Senate Finance staff. The 
latest documents I have seen follow these guidelines: 

1 .) Legislation should include a term such as "medically 
appropriate" (or "medically necessary .QLappropriate") by which plans 
can make decisions about including or excluding specific treatments; 

2.) A definition of this term, with criteria by which it can be 
applied, by the National Health Board or in report language, not in 
legislation; 

3.) Implementation and interpretation of this term by health plans; 

4. ) A process developed by the NHB for resolving disputes about 
coverage at the health plan level. 

Given that Senators Durenberger, Chafee and Kassebaum have all 
introduced amendments based on the existing Cooper /Eddy language, it 
may be necessary to develop an alternative recommendation as a basis for 



contrast. If a definition must be proposed, I would recommend that you 
consider our adaptation of the definition proposed originally by the 
working group (Appendix B). It differs from the Eddy language as 
displayed in Cooper and Chafee in the following ways: 

1 ) Our proposed definition is simpler in language and thus easier to 
understand; 

2) It has been reviewed by lawyers, physicians, plan administrators, . > 
women's groups a11d the disability advocacy community; ~cl_~+v...-~ ~-"-Cs.-'--~ · 

2) It brings the patient and the physician explicitly into the decision 
making process; 

3) It allows health plans to consider cost-benefit tradeoffs in a 
relatively non-threatening way (i.e. South Dakota has used this criterion 
for its Medicaid program. 



TALKING POINTS ON MEDICAL NECESSITY 

• In any benefit package, coverage is provided for itP'"(.3 and services that are deemed 
medically necessary or appropriate. These decisions are best left up to the 
physician and patient, working together to select the best care. Defining this in 
statute would be perceived as an infringement on the practice of medicine and would 
likely meet with strong opposition. 

• We must not define medical necessity in terms that will fix in stone the medical model 
which we are trying to move our system away from. Health care today, and in the 
future, is about much more than the treatment of medical conditions. Three key 
dimensions of health care are not captured by the language for medical necessity 
being proposed: 

Health promotion and disease prevention - medical care goes beyond 
treatment of diseases and injuries. Preventive services which must be covered 
include risk assessment, tests for the monitoring of disease conditions, health 
promotion and patient education, training in self care and the management of 
chronic diseases. 

Functioning is an essential dimension of health care. This goes beyond ability 
to perform activities of daily living or ability to work, which are criteria used by 
SSI and have been shown to discriminate against children. Health care must 
maximize functioning. 

Patient preference - the choice of care management goes beyond what is 
clinically beneficial and must incorporate patient preferences and cultural 
acceptability. 

• Defining medical necessity in statute is particularly problematic for children's health 
care as the criteria used are so different from adults. A recent and vivid example is the 
1990 Zebley decision that showed that SSI was inappropriately using adult criteria to 
judge disability in children. Interventions for children are particularly important as they 
can dramatically alter the future potential and functioning of that person. 

• The benefit package must be defined in statute to create and maintain a market with a 
level playing field where the consumer uses comparable information about a standard 
benefit package to choose plans and providers. If health plans are allowed to exclude 
services based on varying interpretations of medical necessity that rely on medical 
model interpretations of health interventions, they will continue to game the system 
through fine print and risk avoidance. 

• To ensure not only the quality of medical care, but also equity in the distribution of 
services, a more appropriate strategy is to build and make available the information 
about best practices so that physicians and patients can make better choices. 

• Currently, medical necessity is not detailed in most private health insurance. 
Therefore to define it in legislation does not build on current practices in the insurance 
market. 



• Medicine and science change over time and what is today perceived as the domains of 
medical necessity and reflecting best practices may not be so ten or twenty years from 
now. We want to preserve the innovation and adaptability of the American health care 
system and legislative definition of medical necessity could have unforeseen negative 
consequences. 

Health care interventions are not only for medical conditions as proposed. The 
presence of a medical condition implies the absence of health and therefore is only 
one domain of health care. Medical care and interventions also include the promotion 
of health and the maximizing of functioning. 

Not all health care interventions or treatment options will affect the outcome of care. In 
other words, services may affect such things as the length of illness, patient 
satisfaction, or the cost of care but not change the ultimate outcome -herefore, 
defining an item or service as medically necessary only if it affects a health outcome is 
very limiting. 

Defining an adverse change in a health outcome only in terms of biological or 
psychological domains does not capture the full range of medical care interventions. 
For example, children with learning disability may benefit from drug treatment to 
improve their behavior and therefore their learning ability. This is a change in 
behavioral health status, not biological or psychological. Another example, providing a 
wheelchair to a disabled person does not change their biology or psychology, it assists 
their functioning. Similarly, eyeglasses and hearing aids assist or maximize 
functioning. 

In decisions related to appropriateness for a specific patient it is important to ensure 
that patient preferences in care be respected. One therapy may be superior to another 
in terms of "clinically meaningful benefit" but be unacceptable to the patient in terms of 
risks, discomfort, or cultural acceptability. For example, a cancer patient may choose 
the less "clinically beneficial" treatment - in terms of cancer eradication - because it 
provides the best quality of life for the remaining weeks or months. 

Coverage decisions by health plans should be, to the extent possible, based on 
science. It is important however to realize that the scientific literature often includes 
conflicting evidence as to benefit or appropriateness, especially for new therapies. 
Allowing plans to use all literature or prevailing practice could mean that any single 
report of lack of effectiveness could be used to exclude treatments. 
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TALKING POINTS ON MEDICAL NECESSITY 

In any benefit package, coverage is provided for items and services that are 
deemed medically necessary or appropriate. These decisions are best left up 
to the physician and patient, working together to select the best care. 
Defining this in statute would be perceived as an infringement on the practice of 
medicine and would likely meet with strong opposition. 

A strategy that couples defining medical necessity/appropriateness in legislation 
while not defining the benefit package itself will hobble any reform efforts to 
move our health care system away from high C9St rn~dical care of established 
problems and result in health plans continuing to game the system through risk 
avoidance. 

We must not define medical necessity in terms that will fix in stone the medical 
model which we are trying to move our system away from. Health care today, 
and in the future, is about much more than the treatment of medical 
conditions. Three key dimensions of health care are not captured by the 
language for medical necessity being proposed: 

Health promotion and disease prevention - medical care goes beyond 
treatment of diseases and injuries. Preventive services which must be 
covered include risk assessment, tests for the monitoring of disease 
conditions, health promotion and patient education, training in self care 
and the management of chronic diseases. 

Functioning is an essential dimension of health care. This goes beyond 
ability to perform activities of daily living or ability to work, which are 
criteria used by SSI and have been shown to discriminate against 
children. Health care must maximize functioning. 

Patient preference - the choice of care management goes beyond what 
is clinically beneficial and must incorporate patient preferences and 
cultural acceptability. 

• Defining medical necessity in statute is particularly problematic for children's 
health care as the criteria used are so different from adults. A recent and vivid 
example is the 1990 Zebley decision that showed that SSI was inappropriately 
using adult criteria to judge disability in children. Interventions for children are 
particularly important as they can dramatically alter the future potential and 
functioning of that person. 

• The benefit package must be defined in statute to create and maintain a market 
with a level playing field where the consumer-use$ comparable information 
about a standard benefit packag7/ to a~ the ~rk~ 
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• To ensure not only the quality of medical care, but also equity in the distribution 
of services, a more appropriate strategy Is to build and make available the 
information about best practices so that physicians and patients can make 
better choices. 

• Currently, medical necessity is not detailed in most private health 
insurance. Therefore to define it in legislation does not build on current 
practices in the insurance market. 

• Medicine and science change over time and what Is today perceived as the 
domains of medical necessity and reflecting best practices may not be so ten or 
twenty years from now. We want to preserve the innovation and adaptability of 
the American health care system and legislative definition of medical necessity 
could have unforeseen negative consequences. 
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MORE SPECIFIC FOR YOU JENNIFER: · 

Health care interventions are not only for medical conditions as proposed. The 
presence of a medical condition imp.lies the absence of health and therefore is 
only one domain of health care. Medical care and interventions also include the 
promotion of health and the maximizing of functioning. 

Not all health care interventions or treatment options will affect the outcome of 
care. In other words, services may affect such things as the length of illness, 
patient satisfaction, or the cost of care but not change the ultimate outcome. 
Therefore, defining an item or service as medically necessary only if it affects a 
health outcome is very limiting. 

Defining an adverse change in a health outcome only in terms of biological or 
psychological domains does not capture the full range of medical care 
interventions. For example, children with learning disability may benefit from 
drug treatment to improve their behavior and therefore their learning ability. 
This is a change in behavioral health status, not biological or psychological. 
Another example, providing a wheelchair to a disabled person does not change 
their biology or psychology, it assists their functioning. Similarly, eyeglasses 
and hearing aids assist or maximize functioning. 

In decisions related to appropriateness for a specific patient it is important to 
ensure that patient preferences in care be respected. One therapy may be 
superior to another in terms of "clinically meaningful benefif' but be 
unacceptable to the patient in terms of risks, discomfort, or cultural acceptability. 
For example, a cancer patient may choose the less "clinically beneficial" 
treatment - in terms of cancer eradication - because it provides the best quality 
of life for the remaining weeks or months. 

Coverage decisions by health plans should be, to the extent possible, based on 
science. It is important however to realize that the scientific literature often 
includes conflicting evidence as to benefit or appropriateness, especially for new 
therapies. Allowing plans to use all literature or prevailing practice could mean 
that any single report of lack of effectiveness could be used to exclude 
treatments. 
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AMENDMENT NO. Calendar No. 

Purpose: To provide criteria for the determination of medical 
necessity and appropriateness by health plans and not 
by the National Health Board. 

IN THE SENATE OF THE UNITED STATES-103d Cong., 2d Se.ss. 

S.1779 

To ensure individual and family security through health care 
· coverage for all Americans in a manner that contains 

the rate of growth in health care costs and promotes 
responsible health insurance practices, to promote choice 
in health care, and to ensure and protect the health 
care of all Americans. 

Referred to the Committee on 
~~~~~~~~~~~-

and ordered to be printed 

Ordered to lie on the table and to be printed 

A.'1:EXDME~T intended to be proposed by 

Viz: 

1 Strike subsection (a) of section 1141 and insert the 

2 following: 

3 (a) MEDICAL NECESS~PPOPBIA'f?"l!BS-
4 (1) IN GENERAL.-The comprehensive benefit 

5 package shall provide coverage for health care inter-

6 vention that the health plan determines is medically 

7 necessary and appropriate. 
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1 (2) CRITERL\ FOR DETER:\IIXATIOX OF :\-IEDI· 

2 C.AL XECESSITY ~ft]?l'::@fithR~S.-_ 

3 (A) Ix GE:\"ERAL.-ln making a determina-

4 tion of medical necessity or appropriateness and 

5 subject to the succeeding provisions of this 

6 paragraph, for purposes of this title, health care 

.· 7 intervention (as defined in subparagraph (F){i)) 

8 shall be considered to be "medically necessary 

9 _@pprQfll'iftt~ if the following criteria are 

10 met: 

11 (i) TREAT:\IEXT OR DIAGXOSIS OF 

12 :\IEDICAL CO:\"DITIOX .-

13 (I) I~ GE~ERAL.-The health 

14 care intervention is for a medical con-

15 dition. 

16 (II) MEDICAL CO!\DITIO>: DE-

f.4-i-~~ FI~ED.-The term "medial condition" 

18 means a disease, illness, injury, ge-

19 netic defect, ~ biological or ~cho-

20 logical condition or status for which ---21 health care intervention is indicated to 

22 improve, maintain, restore, or stabilize 

23 a health outcome (as defined in sub-

24 paragraph (F)(ii)) or which, in the -

25 absence of such intervention, could 
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10 

11 

12 

13 

14 

15 

16 

17 

18 

19 

20 

21 

22 

23 

24 

TO 94562878 P003/011 
S.L.C . 

3 
/_,,,,~-\ 

lead to a · adverse chang in-a: health t....:> .. 
/( "Jvlll"~ ~ 

ev.# outcome. 

(ill) ADVERSE CHANGE IX 

HEALTH Ol'TCOME DEFI~ED.-ln 

subclause (II), ~in a~ whai 

health outcome occurs if there is a bi- ClbCJJ 
m41n.fai>11tJj 

ological or psychological decremental fun vhrJ 111 Ylj 

. change in a health status. --(ii) SAFE .A.'\"D EFFEC'l'IVE.-An item 

is safe and effective if there is sufficient 

evidence to demonstrate that such item can 

reasonably be expected to produce the m­

tended health outcome or provide the in­

tended health information. 

(iii) MEDIC.ALLY .APPROPRIATE FOR 

THE SPECIFIC PATIEKT.;-An item or serv­

ice is medically appropriate for a specific 

patient if, with respect to that patient's 

medical condition, the item or service can 

reasonably be expected to provide a clini-
--------

cally meaningful benefit and such item or 
------~-

service is furnished in a setting commensu-

rate with the patient's medical needs. 

(B) PRESUMPTIONS.-
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(i) A drug or biologic which is ap­

proved for marketing by the . Food and 

Drug Administration is deemed to be .safe . 

and effective i(.such drug or biologic is fur­

nished for treatment of a medically accept­

ed indication (as defined m section 

---J ~ 7 ~r----) 1122(a)(l)). 

8 

9 

10 

11 

12 

13 

14 

15 

16 

17 

18 

19 

20 

21 

22 

23 

24 

(ii) A medical device that has been 

cleared for marketing by the Food and 

Drug Administration is deemed safe and 

effective when used for the conditions pre­

scribed, recommended, or suggested in the 

labeling of the device. 

(iii) An item or service furnished to a 

patient consistent with a practice guideline 

developed by the Agency for Health Care 
"' 
Policy and Research under section 912(a) 

of the Public Health Service Act or cer-

tified under section 912(g) of the Public 

Health Service Act is deemed to be safe 

and effective, but the omission of an item 

or procedure from a practice guideline does 

not give rise to a presumption that an item 

or procedure is not safe and effective. 
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(C) COVERAGE OF L\ .. YESTIOATIO:\.AL 

TREAT:\IEXTS IX APPROVED RESEARCH 

TRL\LS.-

(i) Ix GE~ERAL.-Coverage of the pa­

tient care costs (as defined in clause (iii)) 

associated with the delivery of investiga­

tional treatments (as defined in clause (ii)) 

are considered to be medically necessary 

!ii 2pjP819Mte only if the treatment for 

the patient is part of an approved research 

trial (as defined in clause (iv)). 

(ii) l~\TESTIGATIOXAL TREAT){E:\'T 

DEFIXED.-ln clause (i), the term ''inves­

tigational treatment" means health care 

intervention for which there is not suffi .. 

cient evidence to establish that such inter· 

vention is safe and effective as determined 

under subparagraph {A) (ii). 

(iii) PATIEXT CARE COSTS DE-

FI~ED.-In clause (i), the term ''patient 

care costs'' means the cost of health serv­

ices required to provide treatment accord­

ing to the design of the trial, except those 

costs normally paid for by other funding 

sources (as defined by the Secretary), such 
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as the cost of an investigational drug, the 

costs of any nonhealth services that might 

be required for a person to receive the 

treatment, or the costs of managing the re­

search. Items or services subject to this ex­

ception may be covered in addition to pa­

tient care at the discretion of the health 

plan. 

(iv) APPROVED RESEARCH 'l'RL\L DE­

FIXED.-ln clause (i), the term "approved 

research trial'' means a trial-

(I) conducted for the primary 

purpose of determining whether or not 

a health care intervention is safe, ef­

fective, or having any other character 

of a health care intervention which 

must be demonstrated in order for the 

health care intervention to be medi-

cally necessary and appropriate, and 

(II) ·approved by the Secretary. 

A trial is deemed to be approved under 

subclause (II) if such trial is approved by 

the National Institutes of Health, the Food 

and Drug Administration (through an in-

vestigational new drug exempt,,,, the De-

21 U S C 
'355 or an lnvestlgatlonal fe"v1ce exemption 

pursuant to · · · "" 
pursuant to 21 u.s.c. § 360l(g)) 
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partment of Veterans Affairs, the Depart­

ment of Defense, or by a qualified non-gov­

ernmental research entity (as identified in 

guidelines issued by one or more of the 

National Institutes of Health). 

(D) COVERAGE DEcrsro:-.:s.-

(i) IN GEXERAL.-Each plan shall 

provide for coverage of all items and serv­

ices within the comprehensive benefit pack­

age. A plan at its discretion may, but is 

not required to, exclude items or services 

pursuant to this subparagraph. 

(ii) DETERllIXATIOX.-ln determin-

ing whether an item or service is medically 

necessary 5-appropriate, as defined in 

subsection (a), a health plan shall 

consider-

(I) any presumptions established 

pursuant to section 1141(a)(2)(B); 

(II) any determinations by the 

Food and Drug Administration with 

respect to its safety and effectiveness; 

(III) any practice guidelines that 

have been developed or certified under 

-51 (o.vi 

• (.,~(,llAcU 

\ ~ ~(¥\~ 17f 

} ~(,·~ 

cv n &{ 1 t-1 o t1 > 
7 f 

nor m< I 
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section 912 of the Public Health Serv-

ice Act; 

(IV) published peer-reviewed 

medical literature; 

(V) opinions of medical specialty 

groups; and 

(VI) evidence of general accept-

ance in the medical community. 

(iii) TREAT:\IE::'\T GCIDELI:'\ES OR CTI-

LIZATIO~ PROTOCOLS.-In the event a 

health plan has established a treatment 

guideline or utilization protocol, or has 

made a determination of general applicabil­

ity that a particular item or service is not 

available to the plan's enrollees as part of 

the comprehensive benefits package, the 

health plan shall provide a copy of the 

guideline, protocol, or determination and a 

written statement of the basis thereof.-

(I) at least 60 days prior to its 

effective date to the certifying author­

ity and to each affected provider with 

which the plan has a contract; and 

(II) upon request, within 30 days 

to any interested party. 
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(iv) REQt.IRE:HE:"TS.-Any treatment 

guideline, utilization protocol, or deter­

mination of general applicability used by a 

plan in implementing this section-

(!} shall be revised as soon as 

practicable after new evidence of the 

type described in subsection (a) be-

comes available, but in no event shall 

a plan's guideline, utilization protocol, 

or determination remain in effect for 

more than 1 year after the develop­

ment of new evidence without reevalu-

ation and republication pursuant to 

subsection (b) of the determination, 

guideline, or protocol and a written 

statement of the basis thereof, and 

(II) copies of all treatment guide-

lines, utilization protocols, and deter-

minations of general applicability, and 

a description of the process for pro­

viders to comment on such· guidelines, 

protocols and determinations and revi­

sions thereto, shall be supplied to each 

provider contracting with the plan to 

be a participating provider. 
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Prior to implementing any guideline, proto­

col, or determination pursuant to this sec-

tion, the health plan shall give due consid­

eration to comments the plan may receive 

from providers and other interested per-

sons. 

(E) HEALTH CARE I~TERVE~TIO~ A..'D 

HEALTH OL'TCO'.\IE DEFIXED.-As used in this 

paragraph: 

(i) IZ' GE~ERAL.-The term "health 

care intervention" means any activity un­

dertaken, with respect to a specific indica­

tion, to diagnose, improve, maintain, re-
. ---------------------

store, or stabilize a health outcome or to 

prevent or mitigate an adverse change in a 
------------

health outcome. 
------.., 

(ii) HEALTH Ol"TCO).IE.-The term 

''health outcome" means an outcome that 

affects the length or quality of an enroll-

ee's life. Improved quality of life includes 

ability to perform activities of daily living, 

ability to work, relief from discomfort or 

pain, alleviation of fatigue, and improved 

cognitive, social, or emotional functioning 

and well-being. 
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1 Strike sections 1151 and 1154 and insert the follow-

2 ing: 

3 SEC. 11154. ESTABLISHMENT OF PRACTICE GUIDELINE. 

4 (a) I~ GE:\'ER.\.L.-The Board may recommend that 

5 the Agency for Health Care Policy and Research under-

6 take the development of a practice guideline or a clinical 

7 list if the Board determines that health plans need guid-

8 ance for determination of coverage decisions for an item 

9 or service. 

10 (b) PETITIOX FOR GrIDELIXE.-Health plans, pro-

11 viders, or citizens may petition the Agency for Health Care 

12 Policy and Research to request the development of a 

13 guideline. The Agency for Health Care Policy and Re-

14 search must consider all such requests in determining· its 

15 priorities. 
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UNIVERSITY OF CALIFORNIA, LOS ANG~ UCLA 

June 7, 1994 

Senator .Edward M. Kennedy 
United St.ates Senate 
Committee on Labor and Human Resources 
Health Policy Oftice 
527 Hart Office Building 
Washington, DC 20510 

SCHOOL OF PUBLIC HEALTH 
1083.1 U: CONn: AVENUE 

LOS ANCELES, CA.LIFORNlA 900M-1T72 

Sent Via Facsimile: 202-224-3533, Attn: Mary Beth Fiske, Robert St. Peter 

Dear Senator .Kennedy: 

I am writing to you to express my concern that your committee may eliminate the 
potential of oflering the American people a defined benefit package, unwisely vest unjust 
decision makir1g authority in the hands health care plans to determine the real nature of the 
services that will be provided, and remove additional federal safeguards while imposing 
additional barriers for patients and consumers. I am a pediatrician, an Assoc;ate Professor 
of Pediatrics and Public Health at UCLA, and a consultant to the Health Sciences program 
at the RAND .Coq>oration, where I am working on developing measures of quality and 
appropriateness of health care services for children. I also serve as Co-chair of the 
Ambulatory Pediatrics Committee on Serving the Underserved. 

I was informed that Senator Durcmberger has proposed amendments to your health care 
reform bill that would attempt ta define medical necessity, eliminate the role of the 
National Health Board and potentially lead the way to the elimination of a guaranteed 
benefit package. I have had the opportunity to review the language in these proposed 
amendments and want to voice my strong opposition to them as they are proposed. As 
you know. when I testified before your committee in November of 1993, I suggested that 
a definition of 1 nedical necessity was advisable as part of a child standard of coverage. I 
argued that the unique health nBeds of children warranted special consideration in the 
provision of a comprehensive benefit package with clear language that defined and 
delineated medical necessity. Because restrictive definitions of medical necessity have 
been used by ht!alth plans to inappropriately withhold treatments for children I suggested 
at that time, and still believe, that medical necessity for children must be judged using 
different criteria than is routinely used for determining medical necessity for adults. 

From my reading of the Durenberger amendments there are three components. First, the 
amendments limit the comprehensive benefit package to those treatments or diagnostic 
prOfCdures that the health plan ~etermines are medically necessary or appropriate. 

' ' 
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Second, thes,~ amendments atttjnpt to provide criteria to judge medical n~ssity or 
appropriateness. Lastly, they ~ould modify the authority of the National Health Board by 
eliminating its role in issuing regulation that would define medical necessity and 
appropriate care. 

These provisions would basically place health care plans in the role making decisions 
regarding which diagnostic procedures and treatment services to provide, eliminate the 
important federal regulatory ro& in assuring that panicularly vulnerable population are 
fairly treated by the plans. and place needless and virtually insurmountable barriers in the 
path of consumers who might choose to challenge the exclusion of a service. As a 
pediatrician t a.m especially concerned. for two reasons. First, health care plans have 
historic::ally under-financed or ignored the types of care that are most important for 
children. The problem is especially acute for children 'With chronic or disabling conditions. 
or other vulnerable children such as those children who are in foster care or other 
circumstances that place them at risk for severe yet avoidable health problems. A3 my 
colleagues at RAND and UCLA and I have recently demonstrated, many managed care 
plans are not eVen able to deliver the most basic preventive services·- immunizations-- to 
infants and young children in inner city Los Angeles. Unless Congress unequivocally 
establishes that all health plans are responsible for providing their members with a basic 
level of coverage, I see no reason that these troubling practices will change. 

Second, the current state of knowledge and the art (or artifice) of determining medical 
necessity is very underdeveloped. This is particularly true for children. where there has 
been much less work done on the development or practice guidelines and appropriateness 
criteria than for adult males, and where the development of such standards of care face 
unique methodological issues, that while surmountable, will take some time to solve_ 
Allowing health plans to make such determinations on their own, without clear scientific 
evidence to rule a treatment in or out. and with economic pressures to eliminate services. 
place these plans in a 5upremely powerful role vis a vis patients, with overwhelming 
economic incentives that will clearly influence determinations. Moreover. since these 
amendments shift the burden of proof in the administrative and judicial process to the 
patient, the patient is put in the untenable role of having to prove that a procedure is 
necessary without professional consensus or a standard to rely upon. 

As I stated earlier, I firmly believe that language defining medical necessary services is 
important. but only in the context of a guaranteed benefit package, and regulatory body 
such as the National Health Board that can objectively evaluate the application of such 
crit~ria and their appropriatcne~s. Medical necessity language without a guaranteed 
benefit packaa~ and objective f~deral mechanism for modifyi11g what services are included 
is not only insufficient, but as proposed by Senator Durenberger is frankly dangerous, 
especially to Wl>men and children. Vesting so much power, and authority in health plans 
would not be in the best interest of many Americans and especially our children. Congress 
has the responsibility of assuring that if coverage is to be denied that these decisions not 
be made on bottom line concerns about the return on investments for the health plan, but 
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'With adequate consideration ab()ut the health and well being of each individual patient. In 
this•regard foderal guidance ana oversi,ght is essential. 

Sincerely, 

Y<t-71-b~ -
Neal Halfo:. MPH 
Aasociate Professor of Pediatrics 
and Public Health 

NH/svg 
lken0607.doc 
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F'.05 

.:nine •. 1994 

Senator Edvard X~ Kennedy 
united sates Sl!l\ate 
omamittee on Labc;>r ilnd ·Btman Resources 
Hea1th Palley Office 
527 Bert Office. 8Uildihq 
Na&hin9ton. :DC 30510 

BY FAX TO: (202) 224-3533 
Attn: Mary Beth F:i.e>ke 

Dear S4!nator Kenr.iedy: 

x am. writing as co-Chair of the co-ittee cm Accas• to Justice 
in Health care Refora of the .Soclet.y ot American Law Teachers 
(SAL"l'). lfi~ alaost aoo •ember• at over 140 law echools,, .SALT is 
tbe large.t individual. meinb-...rship organi.zatlon of peopl• vho teach. 
in American lav 5chools. Since its inception in 1974, SALT has 
aacsressed lssues of .a0gess to justice and discrimination in many 
areas o~ barican life. In October 1993 tbe SALT Board of 
C:overnor11 authorized the creation of a special ca:mmitt:.ee: to work on 
aocsess to just.lee issues within haaltb care reform, and we are 
pleeused to have ~nlisted "t.he partici~tion of many of tbe leading 
American law pro£essors who analyse the orqa~ization and del~very 
o~ health care aervicee. 

:r vau infc;»naed today of Senator Durenberger 1 s proposed 
amendlnants to yc:iUr health care reform bill !:'agardinq the definition 
or medical neeec:>&ity ard the role of the Mation•l Heal.th Soard. I: 
understand that t.hic a.endaant aay be considered ac early as 
tomorrow. and r ui ~1tin9 .immediately to exprs:a:a ay e.troi:i.9 
opposition to t:bis am911dme.nt. l will be 91ad to provide additional 
comments when I have had an opportunity to consult the full SALT 
Commi t'tll!SC • 

The Durenberqer amendment ha~ th~ee aajor provisions. First. 
it liaita tbe comprehensive taenefi~ package to a 1:.reataen't or 
cUaCJno&tic procedure that. •l:be healtD plan de:t.e.ri.ines is 'll.ea1~11Y 
n~essa~ or appropriate." Propo•ed 1141(a)(1). Sacicmd.. it 
a~.'CE!lnpts to provide c:ritaria to resolve "disput~ concerning- a 
determinatlon ~f -.cdical necessity or •ppropriateneGG·• A 
tre•t1aant o:r pr.oeed.ura ••hall be eonsi.cie:red tc be 'JledioallY 
necessary ar appropriate• it the followinq cri~eria. are 11et," 
includinq •s.uffioient evidence en which to.base co:wclusians·about 
the ex:istence and ma.cinit:ude. of the cbanqe in health outcome 
resultinc:r from t:he tteatmen~ (or procedureJ conpared with the .best 
ava1lal:31e alternative," -.nd evidence that: "demon:Dtrate[s] that the 
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treablle.nt • • • can reasocabl.y be e>tpected. to produce the intended 
bealth result • • • and provides a clinically meaningfQl :benefit 
with respect to safety and effecti'Ylenena in compariaon to other 
availabl.e .ul.tarnat.ivea; • ., • • 11 Propoaad 1141 (a) (2) (A), (ii), (iii)• 
-::cmr.etiqational• treatments qen.era11y e:xeluda4 fraa c~a99 
(except in approved re&earch trials) are de~ined as •o treat.aent 
r~ vh1c::h there 1.a not su.f'ficient evidence. ~o d.atersine the h~naltb 
outcome of the treataent eomp•red with t.he b@st available 
alternative treatment. (or with no treatment if' there is no 
alternative treatment). Proposed 1141{a) (2) (C). Bvidenge t:a ba 
~sad in Daking co~eraqe decia~ons •under any arbitration process" 
a.ppeare to be 1im~ted to p\lblisb.ed peer-review literature, opinions 
ot madical specialty group!:. •and other medieal exp~ts, • and. 
•evidence or 9e~ral acceptance by 'the medical. c:omaun.i.ty.• 
Proposed l.l41(il) (2) (2). 'l'b• t>uranbe~9er amendment would also 
eliminate the authority af ~ne National 1Jea1tb Board tc issue v" 
rellJllla~iong defining what services aze excluded from covera9e on 
~he grounds of no~ :beinq medically necessary or appropriate. 

The e~fect of these provisiafts is to «Jr&n.~ health plans vast 
discretion to exclude traa~ents aftd diagnostic procedures from 
covarage, and to place almost insuraountable obstacles to CQ1lS\DILera 
atta:mpti1'9 to challenqe such exclusions. Tbia is particu.1.a.r:l.y tr-lie 
ror treatments foc:usad:on ~n Md Chilclren, ror whom systematic 
evidence is even less available than for adult ••n· Given the ./' 
early and 1.111deve.l.opocl eta.t;e of 'kncnrledqe a.boa.it. 111.edical n.ce.asity 
and appropriateness for all patients, the fluidity and lack o't 
consensus in the 'IMlriaged ca1'e industry, and new rinancial 
incentives, grantinq health plans such expansive ~ is­
excee4inq.l.y unwi.&8 a1'd. even danqerous. To take t.bilr :c-adical step 
in American health law in the rwth of a leg1sl.ative aarJc-up, 
without hearinqs and serious public c::onaideration. is to run severe 
riska in ~e~s of patient wa1fare and p01itical reac~iou. 

Even wit.bou~ ~e.e.lth C8%'e reform, the increasinq efrorts hy 
health plans to int'lu~c:e the care of indiY'idual pa.tient.s are 
div~se, changing, and the subject or vigorous debat.a. As the 198$1 
lnstitute of Medicine (IOM) study of utilization management put it, 
•we find a serie& of wmkinq hypo'C.hesea and partial solutions tbat 
are contin~ally revised, discarded, and even reinvented as changes 
occur in medical ~hnology, social values, e~onoaic oonditions, 
and otber c:lrcumstancas ... , The IOM utilization manaqemen~ •~Y 
also found that "[s}yete.atic •~idence about the impact of 
utilJ.zation aanac;~t -.ethodc on the quality of care and on 

1 Institute of KedJ;c:if\e 1 Controlling Costs and cnanqinq Patient 
S-:te? The Rple 2f 'Ut:!ilUation 'ManagM!l@nt. (Bradford H. Gray ' 
Karilyn J. rield, ! eels.. 1989} (hereinafter cieed. as 
"10llf/~iization•] at l. 
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p.atiei:1:t and provider costs is virtually nonexistent.":: Given. the 
Vi4e variety ot criter~a, incentives, traininq, &uporviaion, and 
b1plementa~ion metbodologie& found, the Institute of Ke41c1ri.a 
recommended, J.lttcr aHJa, tbat utilisation 111.ii!lmlqement cr1~er1a 
(including t:hose used :by hospitals and HllO&) should be a"VClilab1e 
tor outside scrutiny byphyeiciana,, purdlasers, ancl patJ.antc, and 
~bat a ayste• for patients and physicians to appea.1 ~tili•st~on 
aana9eae.nt deciaion• •i.s •n assgtia1 prczt,ecti.gn £or J2Atjente.-' 

Nolle or this is t:o say that quidel!nes, criteria of necessity 
and appropriateness, arid other devices may not be UJl(eful in 
different contexts ~ ~or different purposes. ~t i& to say ~at 
g-uida1ines and criteria a.'Ce ~rently being developed by a vide 
ranqe of entities C•-~· p~ofessional societies, hospital5, IDIJOB, 
insurance r::o11penie&) for many different purposes, includinq payment 
policy an«! uti11z.11.tion manaqaent, and ~at tbere is little 
cgnaene-yc on :met:bodolOCJY or cri~ia for 9'\lideline eval\lation. ~n 
l.990, an J:nst:itute ot llacSici:ne atudy committee on clin~cal. p.ractiae 
qu.ide.lines :found that:. •no explicit. lDGt.hclcl was available far 
assessing existinq or eaerginq pr~ct!ca qui.cSal.ines • .. • • nothing 
existed tc jucS.J• ~· guality, raliabilit:.y, a.ad validity ot the 
eontent of ~e guideline it$elf.'°' Moreover, qiven this lack of 
professional and induc;try consensus, the 1-.pact of financial 
motivation can be eub&~ti;al. As Dr. Roben:. a. Brook., a leadinq 
researcber on acadical. necessity and appropriateness »oints out, 
varying economic perspectives could intluenca t:.be definition cf 
"appropriateness." of, f'or example, three wajor :surgical ll!rocedures 
in ~ ranqe from 88 to 36 percent of eurrent utilization.i 

Aqainst this Dackq~g~nd of ~ransition and uncertainty. ~wo 
la.;i.sJ.ativ~ issues ar& of cri-Cieal i111POrtilZ1ce: (1) the a1l.oeation / 
ot the burden of proof in the administrative and ju.dicial process, 
aad (2) incorporation or patient interests and perspectives into 
tbe guidelines er crit'.eria the.nsel'Vee. Mgardinq the first,, the 
~enne4y bill. preperly places the burden of j ..astiri.c:1ation on those / 
seeking to deny 5erYieas, aection 5204(4)(1) .. If the claimant has 
the burden of provin9 tllat a clinical proctice gu.icleline or 
necessity/appropria~el\ess exel~siioa is ninValid,• that may we:il be 
1mposs1J)le, 1:1ecausa of the absence of profeasional consensus 
co~~n9 etal'ldard.s for validity, and the possibly lar~e costs 

•OM/Utilization, §URra note 1, at 4. 

'XON/Utilization, eup13. note 1, at~ (e•phasi..s s~pplied). 

4 Institute of Medicine, Guideline& for Clip1gal ;erac:ti9 e 
(Xilrilyn J. Field and. Katbleen N. Lohr, eds,, 1992) [hereina!'ter 
ci~ed as •IOH/Guidelinea"] at 346. 

; ' Rcl:>ert H. Br~ok# •Practice Guidelines and Praecicin9 
Medicine: Are They eo~at~ble?". 262 -l.rA.M.A, 3027, 3029 c1~aa). 
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involved in tryinv to p~esent such proof. Placing tbe burden on 
t:li.e plan ~o prove the gµid.e.line or exclusion •valid• or at least 
•not invalid• is defenailble on several caround.s.. :First, the hul't.h. 
pia.n has tar greater resources to conduct research &nc1 wobili&e 
medical ~rtiae. ,Second, the plan vi11 of c;:ourse :be 
kftOWledgeable about ita own process ot 9Uideline or c:J:"iteri-. 
deve.lopman't. 'l'hird .. p1ac:ing tbe burden on tbe plan would have ~ 
beneficial e~fect ot providin;- pl.ans vi~ on incentive to be. 
careful and t:a uee t:he best a'V'a.ilabla methods in 'Clleir development 
o~ IJQidelines and oovere9e criteria. 

Reqardi.1'l9 the sGOond, the rOM 1992 Guidelinaa lleport 
roc:01m1Ands aa "deair~ble attribut95• of medi~sl review criteria 
(gu!d.elines Wilen used by .a.nagement or third parties) tbe foll.ovinq 
(among others); :ra1tisnt resgonsiyegaeas ("r••iav criteria shaulcl 
speclf.lcal 'ly identify a role for patient preferences or ensure tha1: 
the procec:s ~or asing t:hea allows same c:on5ideration of patient 
preterences•); readability c•review criteria shoul.d be presented in 
language and formats · that can be reacl and understood. b)' 
nonphysician revictorerc, practitioners. anci patia21t/eon6'11D6rE>"); cmd 
appeals eritetla ("cri'Ceria should provide explicit guidance about 
tbe conaid~rations to be takan into acoountwben adverse decisions 
are appeal.ad by profoaaionals or f!-'tienu•) • • 'rba Report al.so 
c:alls for development of •9eneral guidelines on patient information 
and infarmGCl c:onaent" tlire>u.qh "a more inclusive development proeess 
involvi:nci • • • aoz-e repraeentaticn of health care pureh•s.ers and 
third-party paye•s,. coa.swaers and patients, and ~he leqal 
profession. "1 -rhe Bational Health Board or other national .bQdy 
sbould 1'e required to develop policies o" these :.iatters within a 
aet period (e.g. two yeara), wbieh would be binding on ~he 
administrative review (and plan certificat:ton) process. or report 
tg Congress on why such a lN.ndate could not be achieved and what 
leqislative change~ should ba enacted. as a consequence. 

"l'be Ouranberqer aaendment underminas t:he Kennedy bil.l • s --J-. 
allocation of tha burden of proof, i9ncroc tho need for consumar­
~e.apansive criteria of necessity/appropriatenea& or •medical 
review,• iittd. eliminates t:.he national adiainistrative authority 
~eeded to develop ·~~b consumer responsivel'l85S an4 pul1iic 
acc:ountability. ·llthougb the DuranbercJer amen.dllent does not amend 
section 5204(d)(l) in formal te:19S, it cas~s aoQlit. on its lle&J\ing 
by (i) gran~inq health plea the power to •determine .. What ia 
JDGdical.ly necasaary or appropriate. (ii) cleclarimi that treatllents 
Bnd proeed\U"es sba1l be conaidered lftedically nec:a•aary er 
apprcpriate .if c~ain criteria are met (thereby sw;,gesting that 
the burden of pel:'sua.sion or j~atification is on t:boae aeakin~ 
coverage) , and (iii) specifying c;;:ertain typetJ and aJaounts of 

1 ~OM/Guideline&, supra note 4, at '· 

'~at 15~; see:also J.st. at 204, 217-219. 
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avi~nce needed to sati5fy (ii) .. Moreover, the Durenber<j'8r 
aaendmant preeumeao that :criteria of necessity and .:apPropriataness 
iU\4 their ilpplica:tion ~e natters of bard. science, 1qnoring the 
jucSgJD&nta 1 and policy •issue a that 190S.t axperta in tbe t ield 
acknowl.edge a9 pervasive, and unwi•ely el.iminating the reC)\ll.atary 
powara of t..h• Mationa1 Hea.l'tt\ Board. 

!"1nal.l y, the l>urenbert;Jer amendment is tecbnica lly problematic. 
'l'arms such as °health outcome," AdecrelD8ntal change in a heal.th 
sutua,• •aagn.i~ude of t:he chaiuae in heal.t:b out.coae,• and "ot:ll.•r 
-.edioa1 experts,.• vhile pres~ab1y intended to struc:turf!l and 
rational.i.ze <li51>ute resolution, are actually more likely to 
increase uiicertainty and litigation. 

The devel.opaerat of a process to de.fin~ and implement concept:. 
of DliLlliClill. ngees&ity and 11.ppropri.&t:eness i.• one of t:he grea~ 
political.. proreeaianal, scientific, and human challenqes of our 
time. It should. not: ~ done hurriedly, without b~inqs, in a 
lec;islat:.ive. •ark-up. :It sbould be given the respect:. tbat it:.s 
coau>lexity and importance deaarve. 

lland E. Jtoeenblatt 
PrO.f e.seor or Law 
tel: (609) 225-S379 
FAX: (609) Z25-6516 

P.09 
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Potential Standards for Medical Necessity 
for the National Health Board 

1. Criteria similar to Cooper/Chafee 

• treatment of medical conditions 
• not investlgational 
• effective and safe 
• consistent with practice guideline 

1 a: Limits of Cooper/Chaffee 

• preventive services - risk assessment. tests for monitoring/surveillance of 
disease conditions. health promotion: 

• patient education, etc to reduce risk behaviors, training in self care and the 
management of chronic diseases, etc ... : 

• adverse change in health outcome: need to Include quality of life, functional 
status, cognitive, and behavioral outcomes, not just biological or psychological 
decrements; 

• relationship to developmental needs, promotion of optimal outcomes, and link to 
different appropriateness at different ages 

2. Explicitly addressing the role of the physician in decisions about medical 
necessity/appropriateness 

• physician role in facilitating and promoting patient choice through: 

disclosure of therapeutic options (duty to inform) with information on 
risks and benefits 
approprf ate explanations which are understandable to patient 
working through the decisionmaking process 
seeking informed consent in ways that are effective and culturally 
competent, especially for populations that have been up to now 
excluded from the system 

• respect of patient rights Including autonomy. patient privacy and confidentiality, 
and right to refuse unwanted treatments 

• physician non discrimination in clinical judgment as to decisions on medical 
necessity 

• physician responsibility to not have own moral/religious views interfere with 
decisions 

• physician role as patient advocate 



.-
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3. Explicitly addressing the role of the patient in decisions about medical 
necessity/appropriateness ---· ,,,,,,,,,,.,,..... •,. 
• 
• 
• 

seeking and informing themselves about options 
informed decislonmaking about health plans and providers 
patient rights If disagreements occur as to medical necessity/appropriateness 
speak to the role of family and other loved ones in decisions about treatment 

4. Decisions must result in equitable and appropriate access to services for all with 
safeguards for previously underserved groups 

5. Role of surrogates/advocates in decisions 

6. Role and hmits on health plans in such decisions 

7. Relationship of rights and remedies and consumer protection provisions in HSA to 
decisions of medical necessity/appropriateness 

8. Confidentiality 
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4 ~G~G-~~J~ )ft~in;·~ 
AMENDMENT NO._ Calendar No. _ 

Purpose: To provide criteria for the determination of medical 
neceuity and appropriateness by health plans and not 
by the National Health Board. 

IN THE SENATE OF THE UN1TED ITATES-108d Con1., 2d 8aH. 

8.17'79 

To ensure individual and family security through health care 
· coverage for all Americans in a manner that cnntainR 

the rate of gTowth in health care costs and promotes 
responsible health ins~rance practices, to promote choice 
in health care, and to ensure and protect the health 
care of all Americans. 

Referred to the Committee on ----------­
and ordered to be printed 

Ordered to lie on the table and to be printed 

.A.MEND'1ENT intended to be proposed by 

Viz: 

1 Strike 1ub1ection (a) of section 1141 and insert the 

2 following: 

3 (a) MEDICAL NECEBSI~fi2'r69'!1'•&s.-
4 (1) IN GENERAL.-The comprehensive benefit 

5 package shall provide coverage for health care inter· ... 

6 vention that the health plan determines is medically 

7 neceaaary and appropriate. 
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1 (2) CRITERIA FOR DETERlll~~TIO~ OF l'IEDI-

2 CAL ~ECESSITY ~-D l!P.ftePl&ii~S.-;-

3 (A) I~ GE~'ERAL.-In making a determina-

4 tion of medical necessity or appropriateness and 

5 subject to the succeeding provisions of this 

6 paragraph, tor purposes of this title, health care 

7 intervention (as defined in subparagraph (F) (i)) 

8 shall be considered to be "medically necessary 

9 @ppy;priat~ it the following criteria are 

10 met: 

11 (i) TREA.T:\IEXT OR DIAG~OSIS OF 

12 MEDICAL CO:s'DITIOS .-

13 (I) IN' GE~"ERAL.-The health 

14 care intervention i1 tor a medical con-

15 dition. 

18 

19 

20 

21 

22 

23 

24 

25 

(ll) MEDICAL CO~DITIOX DE-

FI:\'ED.-The term "medial condition" 

means a diseue, illne11, injury, ge-
- . 

netic defec;,t, 2! biolofcal or J?B;jcho· 
I Q 

logical condition or status for which --
health care intervention is in~cated to 

improve, maintain, restore, or stabilize 

a health outcome (as defined in aub­

patagraph (F)(ii)) or which, in t~e 

absence of such intervention, could 

94562878;# 3 
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1 

2 

3 

4 

s 
6 

7 

8 

9 

10 

11 

12 

13 

14 

15 

16 

17 

18 

19 

20 

21 

22 

23 

24 

3 

lead to an adverse change in-E health t" .. 
'' ._.Jvt ,,.~ 0 I a_a_ outcome. 

(lli) ADVERSE CHA.i.~GE IN 

HEALTH ot·TcOME DEFI~ED.-In 

aubcla.uae (II), an adverse change in a 

health outcome occurs if there is a bi~ 

ologico.l or paychological decremental 

. change in a health atatua. 

(li) &\Ji'ii .A.~D EFP'ECTIVE.-An item 

ia u.fe and effective if there is Bufficient 

evidence to demonstrate that such item can 

reasonably be expected to produce the in­

tended health outcome or provide the in· 

tended health intonnation. 

(iii) MEDICALLY APPROPRIATE FOR 

THE SPECIFIC PATIENT ..-An item or serv· 

ice is medically appropriate for a specific 

patient if1 with respect to that patient's 

medical condition, the item or service can 

reasonably be e>..-pected to provide a clini· 

cally meaningful benefit and such item or 

service i1 fu~ed in a setting coz:nmensu­

rate with the patient's medical needs. 

(B) PRESUMPTIONS.--:-

ev.~ 
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1 

2 

3 

4 

5 

6 
... 

4 

(i) A drui or biologi~ which is ap· 

proved for marketing by the . Food and 

Drug Administration is deemed to be .aa.fe . 

and effective if_!uch drug or biologic is fur­

nished for treatment of a medically accept• 

ed indication (as defined in section 

--- ' 
__...,___ ____ .~ 1122(a)(l)). 

8 

9 

10 

11 

12 

13 

14 

15 

16 

17 

18 

19 

20 

21 

22 

23 

24 

(ii) A medical device that has been 

cleared for marketing by the Food and 

Drug Adnlinistration is deemed safe and 

effective when used for the conditions pre­

scribed, reco1nmended, or suggp,sted in the 

labeling of the device. 

(iii) An item or aervioe furnished to a. 

patient consistent with a practice guideline 

developed by the Agency for Health Care 
• 
Policy e.nd Research under section 912(a) 

of the Public Health Ser.ice Act or cer­

tified unde1· section 912(g) of the Public 

Health Service Act is deemed to be safe 

and effective, but the omission of an item 

or procedure from a practice guideline does 

not give rise to a presumption ·that an item 

or procedure is not safe and effective. 

94562676:# 5 
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1 

2 

3 

4 

~ 

6 

7 

8 

9 

10 

11 

12 

13 

14 

15 

16 

17 

18 

19 

20 

21 

22 

23 

24 

23 

(C) COVERAGE OF I~"YESTIGATIO~AL 

TREA.TllE!\TS I~ APPROVED RESEARCH 

TRIALS.-

(i) Ix GEXERAL.-Coverage of the pa .. 

tient care costs (aa defined in clause (iii)) 

alsociated with the delivery ot investiga­

tional treatments (aa defined in clausA (ii)) 

a.rti aonsidered to be medically necessary 

gpj ?E?Hf'Nrte only if the treatment for 

the patient is part of an approved research 

trial (as defined in clause (iv)). 

(ii) I~~STIGATIONAL TREATID:~T 

DEFI:\"ED.-In clause (i), the term "inves· 

tigational treatment" means health care 

intervention for ~hich there i1 not suffi· 

cient evidence to establlah that such inter· 

vention ia safe and effective as determined 

under subparagraph (A)(ii). 

(iii) PATIE~T CARE COSTS DE· 

FIXED.-In clause (i), the term "patient 

care coats" means the cost of health aerv· 

ices required to provide. treatment accord· 

ing to the design of the trial, except those 

costs normally paid tor by other funding 

&ources (as defined by the Secretary), such 

94562878:# 6 
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1 

2 

3 

4 

s 
6 

7 

8 

9 

10 

11 

12 

13 

14 

15 

16 

17 

18 

19 

20 

21 

22 

23 

24 

as the cost of an investigational .drug, the 

coats of any nonhealth serVices that might 

be required for a person to receive the 

treatment, or the costs of managing the re· 

search. Items or services subject to this ex­

ception may be covered in addition to pa­

tient care at the discretion of the health 

plan. 

(iv) APPROVED RESEARCH TRIAL DE· 

FI~ED.-In clause (i), the term "approved 

research trial'' means a trial-

(I) conducted for the primary 

purpose of determining whether or not 

a health care intervention is safe, ef­

fective, or having any other character 

of a health care intervention which 

must be demonstrated in order for the 

health care intervention to be medi­

cally necessary and appropriate, and 

(Il) ·approved by the Secretary. 

A trial is deemed to be approved under 

subclause (ll) if such trial ii approved by 

the N a.tional Institutes of Health, the Food 

and Drug Administration (through an in· 

94562878:# 7 

i ' 

i 

veatigational new ~g exem~t!?, the De- i 

S
C •365 or an 1nveatlg1tlonal cf.vice exemption 

25 

purauant to 21 U. • · ) 
pursuant to 21 u.s.c. § SSO)(g} 

. . 
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1 

2 

3 

4 

' 6 

7 

8 

9 

10 

11 

12 

13 

14 

15 

16 

17 

18 

19 

20 

21 

22 

23 

24 

7 

partment of Veterana Affairs, the Depart­

ment of Defenae, or by a qualified non·gov· 

ernmental research entity {aa identie.ed in 

auidelinee issued by one or more of the 

National Institutes of Health). 

(D) COVER.AGE DECISIO!\S.-

(i) IN GE~"'EB.AL.-Each plan shall 

provide for coverage of all items and serv· 

ices within the comprehensive benefit pack· 

age. A ple.n at its discretion may. but is 

not required to, exclude items or services ( .. 
pursuant to this subparagraph. 

(ii) DETER:.\UXATION .-In determin· 

ing whether an item or service is medically 

necessary ~appropriate,. as defined in 

subsection (a), a health plan &hall 

consider-

(I) any preaumptiona established 

pursuant to section 1141(a)(2)(B); 

(II) any determinations by the 

Food and Drug .Administration with 

respect to its safety and effectiveness; 

cm) any practice guidelines that 

have been developed or certified under 
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7 

8 

9 

10 

11 

12 

13 

14 

1~ 

16 

17 

18 

19 

20 

21 

22 

23 

24 

25 

section 912 of the Public Health Serv-

ice Act: 

{IV) published peer-reviewed 
. 

medical literature; 

(V) opinions of medical specialty 

groups; and 

(VI) evidence of generB.l e.ecept­

ance in the medical community. 

'(iii) TRE..\.TllE~T Gt"IDELI~"ES OR t·Tr­

LIZA.TIO~ PROTOCOLS.-In the event a 

health plan has established a treatment 

guideline or utilization protocol, or has 

made a determination of general applicabil­

ity that a particular i tern or service is not 

available to the plan's enrollees as part of 

the comprehensive benefits package, the 

health plan shall provide a. copy of the 

guideline, protocol, or determination and a 

written statement of the basis thereof'-

(I) at least 60 days prior to its 

effective date to the cert~g author­

ity and to each affected provider with 

which the plan haa a contract; and 

(II) upon request, within SO days 

to any interested party. 

94562878;# 9 

I . 

.. 
i 
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14 
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18 
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20 

21 

22 

23 

24 
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9 

(iv) REQt:IRE~IE~Ts.~Any treatment 

guideline, utili.!ation protocol,. or deter­

mination of general applicability used by a 

plan in implementing this section-

. (I) shall be revised as soon as 

practicable after new evidence of the 

type described in aubaection (a) be­

comes available, but in no event shall 

a plan's guideline, utilization protocol, 

or determination remain in effect for 

more than 1 year after the develop· 

ment of new evidence without reevalu­

ation and republication pursuant to 

subaection (b) ot the determination: 

guideline, or protocol and a Mitten 

statement of the basis thereof, and 

(ll) copies ot all treatment guide­

lines, utilization protocola, and deter· 

minations of general applicability, and 

a description of the process for pro· 

viders to comment on such· g\lidelines, 

protocols and determinations and revi­

sion• thereto, shall be supplied to each 

provider contracting with the plan to 

be a participating provider. 

94562878:#10 
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1 
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3 

4 

.5 

6 

7 

8 

9 

10 

11 

i2 
13 

14 

15 

16 

17 

18 

19 

20 

21 

22 

23 

24 

2~ 

Prior to implementing any guideline, proto­

col, or determination pursuant to this sec­

tion, the health plan shall give due consid­

eration to comments the plan may receive 

from providers and other interested per-

eons. 

(E) HEALTH CARE I~TERVE::\TIOX ~~D 

HEALTH Ot:TCO)IE, DEFI:\ED.-As used in this 

paragraph: 

(i) Ix GE~ERAL.-The term "health 

care intervention" means any activity un­

dertaken, with respect to a specific indica­

tion, to diagnose, improve, maintain, re· 

store, or stabilize a health outeome or to 

prevent or mitigate an adverse change in a 

health outcome. 

(ii) HEALTH Ot9TCOME.-The term 

"health outcome" means an outcome that 

affects the length or quality of an enroll· 

ee's life. Improved quality of life includes 

ability to perform activities of daily living, 

ability to work, relief trom discomfort or 

pain, alleviation of fatigue, and improved 

cognitive, social, or emotional functioning 

and well ·being. 

94562676:#11 
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1 Strilte sections 1151 and 1154 and insert the follow-

2 ing: 

3 SEC. 1114. E8TABLI8HMENT OF PRACTICE GUIDELINE. 

4 (a) I~ GE~ERAL.-The Board may recommend that 

S the Agency for Health Ca.re Policy and &,earch under-

6 take the development ot a practice guideline or a clinical 

7 list if the Board determines that health pla.ns need guid-

8 ance for determil1at.ion of coverage decisions for an item 

9 or service. 

10 (b) PETITIO~ FOR GCIDELIXE.-Health plans, pro· 

11 viders, or citizens may petition the Agency for Health Care 

12 Policy and Research to request the development of a 

13 guideline. The Agency for Health Care Policy and &-

14 search must consider all such requests in determinin1 ita 

15 priorities. 



Potential Standards for Medical Necessity 
for the National Health Board 

1. Criteria similar to Cooper/Chafee 

treatment of medical conditions 
not investigational 

• effective and safe 
consistent with practice guideline 

1 a: Limits of Cooper/Chaffee 

preventive services - risk assessment, tests for monitoring/surveillance of 
disease conditions, health promotion; 

• patient education, etc to reduce risk behaviors, training in self care and the 
management of chronic diseases, etc ... ; 

• adverse change in health outcome: need to include quality of life, functional 
status, cognitive, and behavicral outcomes, not just biological or psychological 
decrements; 

• relationship to developmental needs, promotion of optimal outcomes, and link to 
different appropriateness at different ages 

2. Explicitly addressing the role of the physician in decisions about medical 
necessity/appropriateness 

physician role in facilitating and promoting patient choice through: 

disclosure of therapeutic options (duty to inform) with information on 
risks and benefits 
appropriate explanations which are understandable to patient 
working through the decisionmaking process 
seeking informed consent in ways that are effective and culturally 
competent, especially for populations that have been up to now 
excluded from the system 

respect of patient rights including autonomy, patient privacy and confidentiality, 
and right to refuse unwanted treatments 

• physician non discrimination in clinical judgment as to decisions on medical 
necessity 

• physician responsibility to not have own moral/religious views interfere with 
decisions 

• physician role as patient advocate 



3. Explicitly addressing the role of the patient in decisions about medical 
necessity/appropriateness 

• 
• 
• 

seeking and informing themselves about opti0ns 
informed decisionmaking about health plans and providers 
patient rights if disagreements occur as to medical necessity/appropriateness 
speak to the role of family and other loved ones in decisions about treatment 

4. Decisions must result in equitable and appropriate access to services for all with 
safeguards for previously underserved groups 

5. Role of surrogates/advocates in decisions 

6. Role and limits on health plans in such decisions 

7. Relationship of rights and remedies and consumer protection provisions in HSA to 
decisions of medical necessity/appropriateness 

8. Confidentiality 
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Mr. Chairman and Members of the Subcommittee: 

It is a pleasure to be here to share with you the results of 
our ongoing work on the Medicare Part B claims processing system. 
As you requested, in our testimony today, we will present 
information.Dn claims processed by six carriers that were denied 
for lack of medical necessity. To develop this information, we 
analyzed data provided to us by the Health Care Financing 
Administration (HCFA). 

Before turning to the results of our work, let me briefly 
discuss the program and the process by which carriers determine 
medical necessity. 

The Medicare program, authorized under title XVIII of the 
Social Security Act, is a nationwide entitlement program to 
provide health care benefits to persons 65 years of age or older, 
certain disabled beneficiaries, and most persons with end-stage 
renal disease. Once eligible, beneficiaries should not receive 
different benefits solely because their place of residence 
differs. 

Since its inception, the program has grown considerably: 
The number of people with coverage increased from 19 million in 
1967 to over 35 million. Currently, about 96 percent of those 
eligible for Medicare are enrolled. HCFA, within the Department 
of Health and Human Services, administers the Medicare program 
and establishes the regulations and policies under which the 
program operates. 

The Medicare program consists of two distinct insurance 
programs. Part A (Hospital Insurance Benefits for the Aged and 
Disabled) covers services furnished by hospitals, home health 
agencies, hospices, and skilled nursing facilities. Part B 
(Supplementary Medical Insurance for the Aged and Disabled) 
covers a wide range of medical services and supplies--including 
physician services, outpatient hospital services, and home health 
services not covered under Part A, as well as diagnostic 
laboratory tests, x rays, and the purchase or rental of durable 
medical equipment. 

In accordance with title XVIII of the Social Security Act, 
as amended, HCFA contracts with 34 private insurance carriers to 
process and issue benefit payments on claims submitted under Part 
B coverage. Carriers are required to process claims in a timely, 
efficient, effective, and accurate manner. During fiscal year 
1993, carriers processed about 576 million Part B claims 
submitted by about 780,000 physicians and 136,000 suppliers. 

The Social Security Act mandates that carriers pay only for 
services that are covered, and reject the claim if they determine 
that the services were not medically necessary. In fiscal year 
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1993, carriers denied 112 million Part B claims in whole or part 
(19 percent of all claims processed) for a total of $17 billion 
(which represented 18 percent of all billed charges, a figure 
unchanged from the previous year). The percentage distribution 
by reason of the dollar amount denied was as follows: duplicate 
claim (30 percent), service not covered (14 percent), claimant 
ineligible (8 percent), missing information (10 percent), 
rebundled (6 percent), filing limit exceeded (1 percent), 
Medicare secondary payer (6 percent), and other (16 percent). 
Services deemed not medically necessary constituted about 9 
percent of the dollar amount denied by carriers. 

With the exception of determination of medical necessity, 
the above reasons for denial are generally the result of routine 
administrative checks made during claims processing. Determining 
the medical necessity of a service, on the other hand, requires 
that carriers develop a medical policy that reflects local 
standards of medical practice and apply that policy in making 
determinations as to whether the billed service was performed in 
accordance with those standards. Carriers have been given broad 
latitude in this respect--that is, they have been given primary 
responsibility for defining the criteria that are used to assess 
the medical necessity of the services on a claim. 

Concerning medical necessity, you asked us to assess whether 
there are differences among carriers with regard to the rates of 
claims denied for this reason, and to describe the 
characteristics of the types of claims denied. In response to 
your request, we analyzed data on claims processed by six 
carriers to ascertain rates of claims denied specifically for 
medical necessity. This testimony presents our results. Our 
analytical methodology is given in Appendix I. A forthcoming 
report will examine these issues as they relate to the question 
of claims appeals. 

FINDINGS 

Our study addressed the issue of consistency in denial rates 
for the 71 most utilized and costly services across the six 
carriers we examined. We have three findings to report. 

First, we found sizable differences among the carriers with 
respect to denial rates for the services screened for medical 
necessity. 1 The denial rates for the top 71 services are 

1For the purpose of our analysis, we assumed that, if a 
carrier denied at least one service for reason of medical 
necessity, that carrier must have had a screen in place for that 
procedure code. It should be noted that, while a medical necessity 
denial constitutes evidence of the presence of a screen, the 
absence of denials for a particular procedure code, though strongly 
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presented in table 1, and show notable variability across 
carriers. For instance, the first line shows the denial rates 
for code 99213, billed for an office or outpatient visit (see 
Appendix II for a glossary of service codes), among the six 
carriers. For example, the Northern California carrier denied 
0.4 services for every 1000 they allowed, while the Southern 
California carrier denied 3.7 services for every 1000 they 
allowed. 

suggestive, does not preclude the possibility that the carrier may 
have had a screen in place. However, given that the top 71 
services generally have high utilization rates, such screens, if 
they existed, must have been fairly inefficient. 
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Table 1: Rates of Denial for Medical Necessity Per 1000 Services by 
Service Code and Carrier for 1992 
(Top 71 Part B Service Codes, Ranked by Allowed Charges) 

Code N. CA s. CA NC SC IL WI Sig. 

99213 0.4 3.7 0.3 o.o 3.7 9.7 .01 

66984 0.2 10.8 5.5 o.o 1.1 o.o • 01 

99232 0.9 13.7 0.4 1. 7 11. 9 17.1 .01 

99214 0.2 4.4 0.3 0.3 3.8 8.2 . 01 

99231 0.3 12.4 0.3 2.2 13. 4 21. 5 .01 

99212 0.6 7.9 0.5 o.o 5.5 18.4 .01 

99233 0.8 22.9 0.3 2.1 9.1 20.4 .01 

AOOlO 0.3 20.4 1.2 48.6 o.o 42.4 .01 

93307 4.1 140.0 1. 2 o.o o.o 1. 5 .01 

88305 0.1 19.9 1.5 0.5 o.o 0.7 .01 

99223 0.3 9.5 2.6 1.2 7.8 6.6 .01 

99215 0.1 6.3 1. 0 o.o 5.6 6.2 .01 

99254 0.2 2.3 0.4 0.8 0.0 0.5 . 01 

66821 0.0 1. 0 1.1 o.o o.o o.o N.S. 

A0220 0.4 10.8 o.o 47.2 o.o .01 

71020 0.4 12.4 0.9 0.2 103.2 0.9 • 01 

90844 0.2 9.9 1. 0 o.o 0.0 0.7 • 01 

99222 0.6 11.3 1. 5 3.1 9.8 2.5 • 01 

92014 0.1 2.8 1. 0 o.o 2.5 83.5 • 01 

27447 o.o 2.9 0.0 o.o o.o o.o N.S. 

E1400 21. 9 63.4 51. 6 o.o 10.2 6.9 .01 

99238 0.5 12.2 0.4 0.3 10.3 13. 7 . 01 

93547 o.o 3.0 1.5 o.o o.o o.o N.S. 

80019 1.1 3.5 0.2 2.8 93.8 o.o • 01 

99244 0.0 3.0 o.o o.o 0.0 3.6 . 01 

A2000 77 .1 72.2 173.9 116. 5 142.8 18.3 . 01 

B4150 66.5 o.o 0.0 .01 

77430 o.o 1. 2 0.0 o.o o.o 1. 6 N.S. 

B4035 66.8 o.o • 01 

99255 0.4 2.6 0.0 o.o 0.0 o.o . 01 

J9217 0.0 1. 0 17.1 o.o o.o 2.7 .01 

90995 0.6 1. 8 9.7 o.o 2.1 o.o .01 

93005 1. 0 8.5 0.6 o.o 0.1 0.8 .01 

92982 0.0 182.4 29.2 o.o o.o 33.3 .01 
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Code N. CA s. CA NC SC IL WI Sig. 

99284 0.2 8.5 1. 7 0.0 0.0 4.8 • 01 

99285 o.o 30.7 2.9 0.9 0.0 8.3 • 01 

45385 0.0 3.7 o.o o.o 0.0 o.o N.S. 

92012 o.o 1.8 0.5 o.o 1. 6 51.5 .01 

45378 o.o 0.9 o.o o.o 0.8 0.0 N.S. 

99311 0.0 2.6 0.8 0.0 4.1 5.0 • 01 

71010 0.5 16.0 4.4 1. 0 80.6 1.0 .01 

00142 o.o 1. 3 5.7 0.0 0.0 17.8 • 01 

E1401 22.4 35.5 17.7 o.o 19.6 14.0 . 01 

E1403 18.1 37.3 18.9 0.0 19.3 18.9 .01 

33512 14.6 o.o 0.0 0.0 0.0 0.0 N.S. 

99291 0.3 6.9 1.8 4.2 13.8 27.7 . 01 

Q0043 9.5 32.7 0.0 0.0 10.8 19.2 . 01 

93320 0.4 88.8 8.1 o.o 0.0 4.8 • 01 

99253 0.5 2.6 2.2 o.o 0.0 1.1 • 01 

52601 9.0 3.2 0.0 o.o 0.0 0.0 N.S. 

99312 0.2 4.3 0.3 0.0 3.6 3.1 . 01 

99204 0.0 8.6 0.0 0.0 4.1 0.0 . 01 

93549 0.0 o.o 198.6 0.0 0.0 0.0 .01 

99203 0.7 10.4 0.2 0.0 3.6 1. 3 • 01 

43235 0.0 0.9 1.1 0.0 1. 8 o.o N.S. 

43239 0.0 1. 6 3.7 0.0 2.2 0.0 N.S. 

A0020 6.2 74.3 1. 4 18.4 0.1 49.5 • 01 

33513 3.9 0.0 0.0 o.o 0.0 o.o N.S. 

99283 0.1 12.5 1. 0 0.8 o.o 14.7 • 01 

90843 0.2 14.7 1. 6 o.o 0.0 1.0 • 01 

27130 0.0 4.7 o.o 0.0 o.o 0.0 N.S. 

85025 0.9 5.2 0.2 0.0 0.0 0.3 • 01 

A0150 302.5 83.2 1. 9 13.0 • 01 

84443 0.6 3.4 0.3 4.4 0.0 0.0 • 01 

93880 o.o 124.9 13.6 o.o o.o 0.0 • 01 

36415 0.2 3.2 0.9 0.2 0.0 0.1 • 01 

99205 0.3 6.9 0.7 o.o 9.3 o.o • 01 

00562 0.0 0.0 0.0 o.o o.o 0.0 N.S. 

76091 0.3 54.0 0.3 0.0 0.0 0.4 .01 

83720 1.8 11. 2 0.1 2.1 0.0 0.0 . 01 

99245 o.o 2.4 0.0 o.o 0.0 12.8 . 01 
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We found that for 58 of the 71 services shown in table 1, 
significant variations existed among carriers in the denial rates 
for medical necessity. 

The following figures graphically illustrate this overall 
pattern by showing, across carriers, denial rates for three 
services: chiropractic (service code A2000); percutaneous 
transluminal coronary angioplasty, also known as PTCA (service 
code 92982); and critical care (service code 99291). 

Looking at chiropractic services, we see that the rates of 
denial for medical necessity (per 1,000 services allowed) ranged 
from 18 to 174 among these six carriers. (See figure 1.) For 
PTCA, one carrier had a denial rate of 182, two had denial rates 
of about 30, while three carriers did not deny any services for 
medical necessity. (See figure 2.) Lastly, for critical care, 
while the overall range was smaller (0.3 to 27.7), there again 
was significant variation among carriers. (See figure 3.) 
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Figure 1: Variation In Denial Rates for 
Medical Necessity-Chiropractic Visits. 

{Fiiename: C:OPCNEDFIG2) 
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Note. Rates based on a 5 percent sample of 1992 Medicare Part B Claims. 
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Figure 2: Variation in Denial Rates for 
Medical Necessity-Percutaneous 
Transluminal Coronary Angioplasty. 

(Filename: C:OPCMEOFIG3) 
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Note. Rates based on a 5 percent sample of 1992 Medicare Part B Claims. 
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Figure 3: Variation in Denial Rates for 
Medical Necessity-Critical Care. 

(Fiiename: C:OPCMEDFIG4) 
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Second, we found that the number of services that carriers 
screened for medical necessity varied markedly. As shown in 
figure 4, some carriers had screens in place for almost all of 
the top 71 services, while others screened for little more than 
one third of these codes. 2 

Finally, our third finding is that the overall denial rate 
for medical necessity also differed among these six carriers. As 
shown in figure 5, at one extreme, one carrier denied as few as 1 
service per 1,000 allowed, while at the other extreme, another 
carrier denied 23 services per 1,000 allowed. 

2Service codes are also referred to as procedure codes. 
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Figure 4: Number of Top 71 Services 
Screened for Medical Necessity by 
Carrier. Number of Services Screened for Medical Necesshy 
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Figure 5: Variation In Denial Rates 
Among Carriers. 

(Filename: C:OPCMEDFIGS) 
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CONCLUSIONS 

Significant variations exist among six Medicare Part B 
carriers in the ratio of medical necessity denials for 58 of the 
top 71 services. What do such differences in denial rates among 
carriers mean? The answer to this question depends on how these 
variations arise. Two plausible explanations have been 
advanced--with each having a different policy implication. One 
explanation focuses on differences in the medical policies used 
by carriers, while the other focuses on the billing practices of 
providers. 

Variation Due to Differences in Medical Policy 

The Social Security Act mandates that carriers pay only 
those Medicare Part B claims that are reasonable and medically 
necessary. Medicare law recognizes regional and local 
differences in medical practice and thus gives carriers broad 
latitude in defining the criteria for determining medical 
necessity. However, this latitude, in and of itself, produces 
some degree of variability in how similar claims are treated 
across carriers representing different geographic areas. That 
is, a policy cannot, at the same time, both allow for local 
variation in what is or is not viewed as medically necessary and 
also produce uniform results. 

As our results show, carriers have in fact exercised this 
latitude. We found significant differences in both the number 
and types of services that are screened for medical necessity. 
Moreover, even when screening the same type of service, carriers 
used different working definitions of what is medically 
necessary. 

For example, the first 12 visits to a chiropractor for 
spinal manipulation to correct a subluxation (code: A2000) must 
meet certain basic HCFA coverage criteria such as the following: 
An x ray must be available, if requested; signs and symptoms must 
be stated; and the precise level of subluxation must be reported. 
The carriers we spoke to had all incorporated these criteria into 
their medical policy for chiropractic spinal manipulation. HCFA 
requires that carriers assess the necessity of visits in excess 
of 12 per year, but carriers diverged in how they assessed such 
treatments. One carrier stated that, after 12 visits, additional 
documentation on medical necessity would be required. Another 
carrier set the number of additional visits allowed based on the 
injured area of the spine. When that number of additional visits 
was reached, this carrier required additional documentation from 
the provider. Still another carrier stated that, while they 
reviewed additional visits beyond the 12th, they usually did not 
require additional documentation until the 30th visit. 

Given the broad variations found in denial rates across the 
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six carriers we examined, it would seem reasonable to conclude 
that some portion of that variance is due to differences in 
medical policies. Thus, one unintended consequence of setting 
medical policy locally is that, while it attempts to promote 
congruence between local medical policy and practice, viewed from 
a national perspective, it has also produced inconsistent 
treatment of Medicare providers and beneficiaries from one region 
to another, and one carrier to another. 

Variations in Billing Practices 

In our discussions with HCFA officials and representatives 
of the six carriers, it was asserted that difference in medical 
policy is but one possible explanation for variation in denial 
rates. Both the carriers and HCFA pointed to a second potential 
source for the observed variation in denial rates, one that 
focuses on differences in the billing practices of providers. 
Their explanation has several variants, which we summarize below: 

• the various regions of the country have different 
levels of fraud and abuse, which in turn produce 
different denial rates; 

• differences in denial rates could be due to aberrant 
billing practices by as few as two or three providers; 

• in certain regions of the country, providers disregard 
the feedback they receive from denied claims--that is, 
they continue to bill for services they know are not 
medically necessary in the hope that some will be 
approved; and 

• certain carriers do a better job of educating providers 
in how to submit Medicare claims correctly. 

In sum, although at least two hypotheses can thus be 
advanced to explain the wide variation we found in the denial 
rates of our six carriers, it is important to note that (1) these 
findings are new: the size of this variation had not been 
previously examined by HCFA; and (2) HCFA is only now beginning 
to conduct evaluations to determine which, if either, of the 
above major explanations (that is, medical policy or billing 
practice) best accounts for the inconsistency we observed in 
denial rates. Given this lack of information, it has been 
difficult for HCFA to take a position on the question of whether 
a high or a low denial rate represents better public policy. 
HCFA officials told us that, although low denial rates are 
desirable from the standpoint that they imply less trouble for 
providers and beneficiaries, they are only desirable insofar as 
providers appropriately bill only for what is medically 
necessary. If providers are inappropriately billing Medicare, 
high denial rates are desirable. 
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The issue here, however, is not the size of denial rates, 
but rather their consistency. Medicare is not a local 
initiative. · It is a national program under which beneficiaries 
should not receive different benefits solely because their place 
of residence differs. Yet we found that beneficiaries and 
providers have in fact been treated with considerable 
inconsistency by six carriers making individual determinations 
concerning what is and is not medically necessary. While it may 
be essential for Medicare to allow for local determination of 
medical policy, we found that this allowance, left to itself, 
leads to inconsistent treatment of beneficiaries and providers. 

Carrier representatives told us they believe that inter­
carrier variation would be reduced if HCFA established more 
national medical policies that define specific parameters for 
what is medically necessary. What is clear from our work to 
date, however, is that denial rates provide useful insight into 
how effectively Medicare contractors are managing program dollars 
and serving beneficiaries and providers. We believe that HCFA 
needs to play a greater role in using such data to oversee 
carriers' claims review activities to better assure that 
beneficiaries and providers are equitably treated. 

Mr. Chairman, this concludes my remarks. I would be happy 
to answer any questions that you or members of the Committee may 
have. 
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APPENDIX I APPENDIX I 

METHODOLOGY 

To develop the information in this testimony, we visited six 
carriers and analyzed claims processed by each of them. In 
selecting carriers, we considered two factors: geographic 
location and the number of claims processed. 3 Table I.1 lists 
the carriers we visited and the number of claims they processed 
in fiscal year 1992. 

Table I. l: Selected Medicare Part B carriers 

Carrier 

California B/S 
California-occidental 

Illinois B/S 
Wisconsin-Physician Srv. 

North Carolina-Conn. Gen. 
South Carolina B/S 

Geographic 
location 

West 
West 

Midwest 
Midwest 

Southeast 
Southeast 

(Data for 1992) 

Number of claims 
processed 

(in millions) 

24 
25 

22 
10 

18 
8 

Taken together, these six carriers processed about 19 
percent of all Part B claims in fiscal year 1992; however, 
because of our judgmental selection process, we cannot generalize 
our findings to the universe of carriers. 

30ur sample included two carriers from each of the following 
three regions: the Southeast, the Midwest, and the West. In making 
this selection, we sought to maximize the geographic distance 
between regions, while at the same time retaining the potential for 
examining intraregional variation in medical policies. In terms of 
the number of claims processed, the frequency distribution of 
carriers is essentially bimodal--that is, there are two large 
clusters of carriers, those that annually process between 2 and 13 
million claims and those that process between 18 and 29 million 
claims (2 carriers processed over 46 million claims each). Our 
sample included two carriers from the former cluster and four from 
the latter. 
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APPENDIX I APPENDIX I 

Source of Data 

To compare medical necessity denial rates among carriers, we 
obtained from HCFA a 5 percent sample of 1992 Medicare Part B 
claims for the above six carriers. This information was 
abstracted from the physician/supplier portion of the Common 
Working File, which serves as a repository for all Medicare 
claims. 

The Common Working File contains information on many claims­
related variables, including the type of billed service and the 
action that was taken as a result of the claim review process. 
Medicare claims can contain submitted charges for more than one 
service; a claim for a simple medical checkup, for example, may 
include both the doctor's fee as well as the charge for lab tests 
performed during the visit. On the Medicare claim form, each 
billed service, or line item, appears as a separate charge with a 
corresponding five-digit service code that describes the type of 
service provided (for example, office visit, chiropractic 
treatment, and so on). Each of these services listed as a 
separate line item is subject to approval or denial by the 
carrier. During claims processing, carriers assign an action 
code to each line item that indicates that it was paid or, if 
denied, the reason for denial. 4 

In our analysis, we focused on two line item variables--the 
service and the action code. In calculating denial rates 
presented in our statement, we contrasted the number of services 
denied for lack of medical necessity with the total number of 
services allowed for a given service. Services denied for other 
reasons were excluded from the analysis. 

Because there are more than 10,000 different service codes, 
we ranked service codes in terms of the total of allowed charges 
(in 1992), and then restricted our analysis to the top 71 
codes. 5 Services that rank high in allowed charges are those 
that have high utilization rates and/or high cost per service. 
The top 71 service codes constitute approximately 50 percent of 
all Medicare Part B allowed charges. 

4Reasons for line item denial included in the Common Working 
File are: benefits exhausted, non-covered care, invalid care, 
duplicate line item, medically unnecessary, reprocessed adjustment, 
secondary payer, and other. 

5The "allowed charge" is set by HCFA. The amount actually 
paid by HCFA is 80 percent of the allowed charge less deductible 
and/or co-payment. 
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APPENDIX I APPENDIX I 

Sampling Considerations 

The 5-percent sample used in our analysis was extracted from 
the Common Working File by keying on the last two digits of the 
beneficiary identification number. This method is commonly used 
by HCFA, and while we have no reason to believe that it is 
biased, it is not, strictly speaking, a random sample, but rather 
an approximation of a random sample. Consequently, the tests of 
statistical significance presented in this testimony are included 
mainly for heuristic purposes: that is, to identify those codes 
where carriers had especially large differences in denial rates. 

To avoid unstable estimates of denial activity for certain 
service codes with low frequencies, we focused on the top 71 
services (based on allowed charges). This group of services 
generally has high utilization rates and thus sufficiently large 
frequencies for making inter-carrier comparisons of denial rates. 
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APPENDIX II APPENDIX II 

·LIST OF TOP 71 PROCEDURE CODES RANKED BY ALLOWED CHARGES FOR 1992 

Procedure Code/ Narrative Description 

99213 Office or other outpatient visit 
66984 Extracapsular cataract removal 
99232 Subsequent hospital care, per day 
99214 Office or other outpatient visit 
99231 Subsequent hospital care, per day 
99212 Office or other outpatient visit 
99233 Subsequent hospital care, per day, 
AOOlO Ambulance service, basic life support 
93307 Echocardiography, real-time with image docwnentation (2D) 
88305 Level IV - surgical pathology, gross and microscopic examination 
99223 Initial hospital care, per day 
99215 Office or other outpatient visit 
99254 Initial inpatient consultation for a new or established patient 
66821 Discussion of secondary membranous cataract 
A0220 Ambulance service, advanced life support 
71020 Radiologic examination, chest, two views, frontal and lateral 
90844 Individual medical psychotherapy by a physician 
99222 Initial hospital care, per day _ 
92014 Ophthalmological services: medical examination and evaluation 
27447 Arthroplasty, knee, condyle and plateau 
E1400 Oxygen concentrator 
99238 Hospital discharge day management 
93547 Combined left heart catheterization, selective coronary angiography 
80019 Automated multichannel test 
99244 Office consultation for a new or established patient 
A2000 Manipulation of spine by chiropractor 
B4150 Enteral formulae; category I 
77430 Weekly radiation therapy management 
B4035 Enteral feeding supply kit; pump fed, per day 
99255 Initial inpatient consultation for a new or established patient, 
J9217 Leuprolide acetate, for depot suspension, 7.5MG 
90995 End stage renal disease (ESRD) related services, per full month 
93005 Electrocardiogram, routine ECG with a least 12 leads 
92982 Percutaneous transluminal coronary angioplasty 
99284 Emergency department visit 
99285 Emergency department visit 
45385 Colonoscopy, fiberoptic, beyond splenic flexure 
92012 Ophthalmological services: medical examination and evaluation 
45378 Colonoscopy, fiberoptic, beyond splenic flexure 
99311 Subsequent nursing facility care, per day 
71010 Radiologic examination, chest 
00142 Anesthesia for procedures on eye 
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APPENDIX II APPENDIX II 

E1401 Oxygen concentrator, manufacturer specified maximum rate greater than 2 
E1403 Oxygen concentrator, manufacturer specified maximum rate greater than 4 
33512 Coronary artery bypass, autogenous graft 
99291 Critical care, including the diagnostic and therapeutic services 
Q0043 Stationary liquid oxygen system rental, includes contents (per unit) 
93320 Doppler echocardiography, pulsed wave and/or continuous wave 
99253 Initial inpatient consultation for a new or established patient, 
52601 Transurethral resection of prostate 
99312 Subsequent nursing facility care, per day 
99204 Office or other outpatient visit 
93549 Combined right and left heart catheterization 
99203 Office or other outpatient visit 
43235 Upper gastrointestinal endoscopy including esophagus 
43239 Upper gastrointestinal endoscopy including esophagus 
A0020 Ambulance service, (BLS) per mile, transport, one way 
33513 Coronary artery bypass, autogenous graft 
99283 Emergency department visit 
90843 Individual medical psychotherapy by a physician 
27130 Arthroplasty, acetabular and proximal femoral 
85025 Blood count 
A0150 Non-emergency transportation, ambulance, base rate one way 
84443 Thyroid stimulating hormone (TSH), RIA or EIA 
93880 Duplex scan of extracranial arteries 
36415 Routine venipuncture for collection of specimen(s) 
99205 Office or other outpatient visit 
00562 Anesthesia for procedures on heart, pericardium 
76091 Manunography; 
83720 Lipoprotein cholesterol fractionation calculation by formula 
99245 Office consultation for a new or established patient 
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