
v P.2/18NOV 16 '93 17:08 GENENTECH - WRSH. DC 
. I; 

I 

nOT ATE S' TIM 0 N Y 
I 

Statement of 


JUdith L Wagner, Ph.D. 

Senior Associate, Health Program 

Office of Technology Assessment 


Before the 

Senate Special Committee on Aging 


Hearing on 

Pharmaceutical Marketplace Reform: 

Is Competition the Right Prescription 7 


November 16, 1993 


<Ii>Congr...oflho UniIod_ 
Oftice of Technology Assessment 
Washington. DC 20510-8025 



.fNOV 16 '93 17:08 GENENTECH - WASH. DC P. ::1/18 

Prospects for Competition in the Market for Pharmaceuticals 

. Thank you, Mr. Chairman. I am here today to provide the Committee with 

information on the potential for competitive forces in the pharmaceutical market to 

contain prescription drug and overall health care costs. OTA completed an 

assessment of the economics of pharmaceutical R&D in February of this year: MV 

comments today draw on what we learned in the co~rse of that study and in the 

months since its publication .. 

The pharmaceutical market place is changing rapidly, forcing the makers of 

branded prescription drugs to adopt new tactics and strategies. The changes in 

the marketplace bode well for cost containment in the short-run, but questions 

remain about their effectiveness in the future. 

Competition in The Traditional Pharmaceutical Marketplace 

Pharmaceutical companies are no strangers to vigorous competition for 

business, but in the traditional prescription drug market place, product 

competition, in the form of advertising and promotion, was the main vehicle for 

generating sales. Price competition played a we~k secondary role. 

The traditional market place was characterized by strong patent protection 

of specific compounds and low sensitivity to price on the part of the prescribing 

physician, who practiced in a fee-for-service environment. Most patients are· 

insured for prescription drugs (approximately 70-75 percent), so they are much 

less sensitive to drug prices than they would otherwise be. For this and other· 

reasons, when doctors made decisions about what to prescribe for their patients, 

their opinions about the Quality of one drug vs another dominated their decisions. 

Given this market environment, it is easy to understand why pharmaceutical 

companies would spend a great deal of money (on the order of 20-25 percent of 

sales) to advertise and promote their products to doctors. 
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In the past, strong patent-like protection for innovators' compounds lasted 

much longer than the patent laws allowed, because FDA regulatory reQuirements 

made entry of generic copies of off-patent compounds nOt only costly but often 

infeasible. Thus, many compounds' markets were secure against copy; only, 

therapeutic competitors (different compounds acting on the same condition) could 

threaten a product's market, and the choice among therapel,ltic alternatives was 

decided largely on physicians' perceptions of each drug's quality. 

The willingness to pay high prices for drugs sent signals to the 

pharmaceutical industry that new products would be handsomely rewarded, even 

after 'the lengthy development process and risks of failure were taken into 

account. Even when a new compound was a "me-too" drug, offering no reai 

therapeutic advantage over others on the market, it could find its market niche 

through advertising and promotion. The result was a steady increase in real 

outlays for pharmaceutical R&D throughout the 1980s and the 'availability of a 

wide array of choice among competing compounds within certain therapeutic 

categories, particularly those with large markets. A recent European study found 

that more than one-half 01 the new compounds introduced to the U.S. market 

between 1975 and 1989 were judged to offer no therapeutic benefit over 

compounds already on the market {Barral, 1990). Table 1 shows, for example, the 

compounds currently on the market in the United States in 7 narrow 

cardiovascular therapeutic categories. 

The New Marketplace for Prescription Drugs 

Four developments in recent years interacted to enable the emergence of 

active price competition in certain segments of the pharmaceutical market place. 

-:
,,' 
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Table 1--Number of Unique Compounds AvaUable.in the United States 
in Selected Catdiovascul,at Categories. 1993 

, 

Number of Unique Compound~ 

Adrenergic Blockers: 
Adrenergic Stimulants 
Alpha/Seta Adrenergic Blockers 
ACE Inhibitors 
Beta Blockers 
Calcium Channel Siockers 
Oiuretics 

6 

4 

2 


'8 

11 

13 


. 17, : , 

SOURCE: Physician';', Desk Reference, 47th 'EditiOn, 1993. 

First, and most important, was the passage of the Drug Price Competitio,n 

and Patent Term Extension Act of 1984. which changed FDA law to permit niarket 

entry of generic version,s, of off-pi!ltent pharmaceutical compounds. Because FqA's 

Abbreviated New Drug :Approval (ANDA) warrants the therapeutic equivalence of 

generic versions of originators' compOl,lnds. healtn insurers could easily encourage 

or require that prescriptions be filled with Iqw·cost generic alternatives. 

Second, the grOlNth of bundled and capitatedpayment increased :providers' 

incentives to contain expenditures for prescription drugs. ,Medicare's adoption"in 

, 983 of DRG payment for inpatient hospital serviceS. strengthened hospitals' 

incentives to manage tt:-eir inpatient drug costs. And, HMOs, which provided 
, , 

services on a capitated' basis, grew rapidly throughout the 1980s, today cove,ring 

over 16 percent of the U.S. population (lnterstudy, , 993)~ Wh~n prescription' 

drugs are included in the covered bundle of services provided by HMOs, these',," 

organizations have an incentive to take drug costs into account when making 

choices about particular products. 

Third. advances in interactive on*line computer technology have opened up 

new possibilities for employers' and insurers' management of their prescriptior.,.· 

drug benefits. Third-party administrators of prescription drug benefits have 
, 1 \, 

, , " " , 
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.t, ' 
, ,'. 

, .' ,: ',.' 
, .:/ ..~;established computerized networks in Pharmaci~s that'track"~r~~criptions':as 'ih'~/: 

are filled. These systems permit n~w a~e'nu~s:'f~r'::i~flue'nc'ih9" a~Cl~ontroll'ing .'. 
: .'.: ;. ' 

, ' 
.' 

. ' , ~.prescribing and dispensing. .' ':..' "~' ';, 

Fourth, employers are under new pressur~' to' co'ritai~ prescription drug cc;>sts 
: " " ':,. :'., t, ... , ..' :,' '.' .,. ", . > , •• '" ,,', ':.: 

as a result of the recent Federal Accounting Standards .Board '.ruling'requiring . 

companies to report their obligations for retirees'. health care costs as a liability in 

their financial statements. A!tho~gh prescri~ti~n' d~dgsare'.'a' ~~all p'ropo~io~of' .. 
. ': 
. " . ;/overall health care costs (7·8 percent), they represent a much larger proportion -
: ,,

roughly one-third -- of employers' :co~ts of 'reti;~e health ben~fjt~ (Alex Brown &>" .' :,. ,
." ,'.. ,.' ' " :., ;: 

. ,'" ". 

Co., 1993). Every new dollar spent on prescription drugs for their retirees goes to . , '" 

'. ... " 'the bottom line of companies' finanCial state'ments>.:.' .'<.'. :"<:" ' .. ;' . ,.1,. .. ,",' ,.' , , " :." :,' , . . '." ,~, ': '.. ',':'~ , : ' 

employers and insurers have bo:th ·str~ngince~~ive.·s ·and.the··~p~wer· t9 co~talp .the .' 
': :.. , ' ,.,,'; , ,":,' \ . . . , ".' 

costs of prescription drugs by forcing drug c'ort1pahieslo compete' more' vigorously" 
, 

: , ' .. :: '.:' . , ... , 
,', , ': .', " , "on the basis of price.' 

,. • • ", ",: ,'I." ,:,' " " '.' ••• , ' ", ". • ':. :,'. ,,'.: .~.":, : .~ " 

'. ,"Generic Substitution: Today, many healt~'i~~.~;:e·~~ ha~~prOgram~' in: pla~e' 
to encourage' or require substitution of cheaper ,ge~e:ric prod.iJCt~ for 'bran~.nam~ " '. 

'"pharmaceuticals even when the' pre~criPti'onis Hwrltt~n )~·r~h'e·::~;anCF~am~·~·r~·du~~·.· ". ' 
'. ' .' " . ' " , . . ". .'~' 

The most common incentive in private health plans is a lower patient copayment 

when a prescription for a multi-~ource 'dr~gis filled '·~iih.a g~nedc·versiOf1. Mail-
"" ,

" . t' •. " I'"~ 

order pharmacy programs are another vehide' to maximize .ge·ne(ic substitution, 
,. .. " " ,',' : 

because these pharmacies are ofteri i~cate'd inStat~s wfth':th~ :I~ast restridti'\~e :'.:' 
" ' " ' ", '. ," 

. " :.' <.'. " • .' .. ~::< ' , '" ' .'. 

laws on generic substitution. The Federal Medicaid program requires generic 
. " 

'" 
.' " 

" 

"'. 

substitution unless the physician prohibits substitution in his or her own 

handwriting on the prescription form. 

counterparts and become more so over time (Figure 1), the market share of 

generic drugs is still surprisingly loW.':' Dat~': ~·rOvjded:tci.·:OTA on;:pr~s'cription~ for 
" .' 

, '.: 't'." " " , :. ': ,. '"" •• ' • 

...... ' ',.,'. ",: .":". '.' .' " ,~ ",,, 

, : :' ,:' -: ' : ,' ... : ,,' . " " : " . 
." .'",". ,':. 4-: ",'

':", ,".' ." .' , " . '. ,:: ' 
~< . " . . .: .. 
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Figure 1 ....Non·Originator,. Price':asape'rc~,';t,()f ',', 
" :~ , ,,', , .

'Originator Price*',(SJ9$O)·':.,' ':",' :~:.' " . '" 

, , ',' '.' :',~" . .:", , " . ,:" '. ,,;. .. 
"', '; " ' .. 

',", ; 

. ,': ~' ,80 Percent 
:",' '!'" 

": ,'" 
" '., ,'. . 

/ 

,:," " 

"':: " 

" 

"'" ' , \. '. , "i' 
"" " 

60 
, " , 

. ,~ ~ " ' .. ':. '.: ' 
;.;' . 

''<, ; . 
. 

40 

20 
" 

, . ," , 
, ~" ' 

:' .. 
.',',': 

, ... 
, "o ' 

o . 1 . 

" ' , ~ , ..:' 
, ' 

" 
' .. ' :':::. ,,'" ' 

" ' " , 

;,.' 
: 

, .' " 
, " 
", 

2 :' '·3 ' , ,'4' ,5 8 ' 

':\ .'~eanaite,o~·patlot~~. 
. "" " :', :' . ,.",' .. " 

" '," 

.. " ,,: 
, ',.' 

'DAverage revenue ($SaIe&/ODD). Cf,non-origlnatordrugs 
" .,',divided by average revenue Pf originate)( drugs.. '.' . " 

, . ,: ", '",'," =....... ';,', ,>.: ", " 

", . ",',.,',' . ':,' 

~' " I ' 

.'. ,~ , .,' .. 
',' " 

Source: Office·ofTed1nologyASs8SSmBnt.,1993.~~,:~ S~~;:,:~~hod~~yer;':: .'," 
BEcanomic.lmpact of Multiple SO!J~ cQm~~ 'onQriguiato~ Produc:ts~· ,,': ' 

, contract paper prepared for Office of Technology:AsSessment; .December '199{ 
I"~:"~ . .., ,.,'.." ",' ,.r 
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. multi-source ~~rugs for 'I()n'g~te'rrn'~heia;py',~/.Med,to, ,Co~'t:~'inm~n.t'se'rYiC'~S, :a'," 
"', .: 

company that' administers health'pl~n$~,drugbe,(1efits, 'illustrates the 'poi'nt., ' A$ 

Table 2shows, in the'first 9:'mo~'ths"of 199~,':b~:iv 5'S' ~'ercent oft~~~e :'" . , "" ',' . ,.' 

prescriptions disp~nsedthroug 11' M~dC~·~. p~rticipatin9: retail pharmaCies ,:were:JiUed 

~ith ~ :g~neric versio~' of th~, co'mpound;:'(A :mu~'h" hig'her ;Pto'p,~ni,on: -~: ,;i2, per~ent ' .... ' . 
~, '. 

-- of s~ch prescriptions filled in Medco~s rnail·order 'facilities ,were fiJ1ed \;vit~, 

ge~eries:),':' Even to~a~,' ~h'~re':i~ '~~HI 'a"g;eat:de~~ ;~fPbtentiai 'fO>further'c~'s~:' ' 
, ' " " ,",', ". ,. , ',' '',: 

.,.' :~;,savings thro~gh higher rates of geri'er'ic:substitution, ~t,the:'{etail;:leveL 
, ' 

, ,:, ':',:,~'Th~ra~eutie 'Pri~e' c~~pe'iitiQn:':"'Hosp,itals':and ,~MOS'have'~sedthe, power 
" ,.' 

of restrJ~tive formularies to manage th~ir drug cost$~ ':,Formula,rijils ijrelists ,oJ drugs 

that ca'n be pr~scribed by PhYSid,~:oswith6~t,~peCial"~pp~als:. 1h~"av~'~labiiitY "O'f,: 
,I " ,. " ,.", .,'" .I . " • .,' " , , 

numeroo'~ s'imiiar co~pounds in'some,'narr6w,:thera'peutiC"categ~ri~s ha$' r'ni3de'it ' 
~' . " , . " . 

,: p'ossible for th~se organizations: to co'nsider'p:ric~"~S v,ve"ets qua.1,ity,"in'd:e~~r~ih'ing , " 
, ~h~ther.a'drug Sh~ulcf be allowedon:the forrTlUliny,~:'Jn:1,9'92, about,S:1, ,percent of" " 

,. ' ", ,.', ......, "','. ' '.' , • 1 . , 
", . 

, , 
. '; . ' 

,',' ',' Table Z·:.perc'ent:ot Pre$e'rip~~ns to; Multi~~~rc:e M~intenince Drug's8 Oispe~s~dW,thBrand..f\am~' ' 
,,"l, ,_.., , " , , ' '" ,8nd, Generic Products. January·$eptemb~r 1992' , " , ",: "': ' :' " 

: " 

Market sector 

and drug type Rx volum,e, 
 RX' d~il~i' ,:valueb", 

, ,', 
',' :, 

----:-----;----------..:.:...;.:....-~-~--:-.....;.,...;...~-..,;;-.,..--.:;:....-::---~'--.,.--,- , , ", 

, ' , ", .''.,' 
, "~,' "" . ',' 

Mail order ::' 

Brand-name , '" 27.:6%'" 


, Generic , 72':4,':,' 


:' ' Rerai'C , 
" i ,

Brand,.name ,', :" 44~1 : ,'67,,6, 

Generic , , ." :55~9:: ' , , 32.4', '\' .",' 

, , 

.. ""', ' : :, ':., " :' .' ' 

·Maintenance drugs are generally used 'for long-term therapy. 
",\ 


bOoJtar value is derived from the average wholesale price. 

cPrescriptions ordered through Medeo' s retail prescription programs. Some of these, programs 

actively,promote:incentives to encourage dispensing of generic drugs. ',:,: "" , :','" ":, 

, . . ~',

KEY: Rx:;;;; prescription drug. 

'. " 
SOURCE: Medcb 'contai'nment Services:' In~; .. 1993,.' 

• '. ,H ,. ',' " ••• " 

: ,. " ,.'" 
, ,

'-' , 

': ' , '/' 


" 

" ' 

, , ,;." ,", 

',',', , 


"'" ." .',' ." " ~,' 
, , , ," 

~ . 
'.:. ~"~ , ',"" " , 
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. all hospitals had a well controlled formu.larY· syStem in plCi¢e (Craw.ford ·and. Myers,
" ' , " .' " , 

'993), .Over:two..thir·d~ofa:jl lio'spi'ta'IShad inplac~ for at I~ast one therapeutic 
, .. ' , " • :,' ".' • '. ". :!,' 

cate'gory a system of autorriatic substitution of,Q.n~:compoundt.p'r anritherunl.ess 
, :. . , . 

• ,," ',' ',.. I, • 

, ,': the"d'oct6r specifically proh'ibits it on:the prescription;: 
", , 

'; .:' ." " ' . ' .' /,' ~ 

,.".' " ;', :.:..... '. HMos>par~i~Ul~riy "'t~o~e' with tight organizati'onal 'structures, have been able· 

.. : ,to.'influence·physicians' prescribln'g" praC::ti~~s..t.~·i':OUgh. tcirm~l~iies'" 'The':power t()" 

........ ' ,.:' :" . ': impose nmit~tio'n~:"on pre~~ribi~'9" h~S' given H~'~Sj~u:rc~aSing c~out with 

manufacturers andover the past few· years has led some manufacturers :to offe~' '. 
,;:' ':, 

., " ..' :.,.:' .s~ti~iariti~1 price "'d'iscountS't~' s,ome HMOs. When ·there· areeno'ugh close 

SUbs~itutes in a 'therapeutic ~'ass" ':the' HMO" c'an:u'~e ih¢:;~c"rnlliJary :·as a' bargairting 
'. ' , , .', I ' '. .',', ': "", , ., 

,'" 

, ';' ", ' ' 

" . chi~)"to ~xact 'pric~' :c'6nCes~iQns -irom :··pr6duc~rs .. 
, ,;,' 

,;The .successof,.some H~Os and h<>spit~'isJn·gettin:g price concessions from 
'.' .'. ," .,..... 

, ',:' 

to the potential for price competition to lower :tlie' ~ost,:.of 'drugs to.patienis: or . 
, ., " ,~ 

";"'.. 
."', ." 

: .• effectiv'e,how~~~r,':'~nc:)~gh 'Similar competing 'prOQuctsmust exist to ,a'llcp.,v· 


...... :,' ': .. ,pr9viders:t~ .cho~se'a~'on~' ~1,~rnatiY~S.:00. the bas·is of price as . well a'$ .Quality. 


;::' ::. .' :'I'r~niCaIlY~" the :prolif~raii~~'o(me-too products, often derided as ,wasteful,: is the 


. key to cost containment through price cOn1peti~i()n in segm~n.t$·of the market that 

'.ca~' tak~:'advantage of th~fu~' :.' " ..... ... :.' ,...... . .. '.,,";'..... 
':'. ".' 

.' ': ,:' . Managed Ca're 'Pharma~y ,Progra.m$: The' poten.tial for ,price competition is ' 
.: \ ": ~ . '. ,. ' '".' 

':.'.'.::: ;.,' .expandi~g 'r~pidl~ 'as"ali kirids. of he,alth,plans, <both HMO:s and in:d~mn'ity 'plans, 
.' . , . ' 

. embrace .theconcept .of managed' c~.re: phartT'acy·,· ·tJn~er a man,age.d care 
, 't 

'pharmacy' p~og'ran" ihe' health 'plan (or its subcont~actor) establishes.a fo~mulary .'. , 
.. ",' " " ." ' ,",.; "" 

and attempts, to enforce it with the help of on-line computer networks in (etail 
" '. 

and/or m~iI-~rd~r Phar~acies. Enfor~ement mechanisms range'frdm' 6ou'~~eling .. ' 

doctors whose prescribing profiles $how a high incidence of prescribing off 
.:. '... ;, ".' . , ' 

'" ", ~ .. '.' .. '.' . 
';.' " 

.,' , " :', ' ~, ': ~ 

>,\' 


:,", . 6 

" I: " " . ' , ~. 


,-::",: ,,",'" '.' 

.,
,.'. , ", .' :' .," ..', 


l' ", .':, ,:"', " 

I,", " 

"."; 

: " 

.;' ,} 

:
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forr1?ulary dr.~~·~~o r~fusal :t~) pay tor ·d~u.gsno.t on the formulary ,~~c.e'Pt,.for a 

fo'rmar ~pp'ea'ls:'p'ro'ces~'''':'' H'Mb physicii3n~ are prov.ided·lists· (so,,:,.etime·S "in' 
,\ .' " . , . ' , .,' " " ,; . , . . 

co~pliter f~nnat)'()f d~ugs in the 'formulary and are' 'e:;C'pecteQ~o pre~cribe'from 
"',' ' . ,'" ,'. ' , '" ,',' ' " , ' 

::,:. the jor~ula'i~ e'~ce~t .in' .~xtrao.rdinary· circumstances: . ·Iri.soin~::~managed. care ',' 
,': ' "~haimacy ~ro~ra~s n:etw~r~ pharmacies 'are gjv~nfinancial incentives to 

, ,', ' ".,", " : ," '.' ",' ",I""', ,",' ,,"" '" 

":'" . 
..,' ':': .' '.: '. :·.substituie I~ss':'experis'iveg~rieric drugs for brand-name 8Quiyalents. ·,f'o.r~~amplel,.:

'.' ' . ',:,;, 
',' , 

, ~'ed'co' re6ently.~nno~n:ced' that it will,'establish "a' "Coordina~,e.Q·~are Network' .:. , ...... 
, ,,' , ' " ",' . ," ~ 

" 't., " . ,.Program" tfuit~' wiil share20:,percent of sayings from generic"SUbstitutions with' 
, .', ' , " , , ' ' , 

; " 
• '. i,',,',: ,:' 

. " , . 
" Managed c~re pharmacy programs:·havethe·potential 'to.rapidly' increa$e 

. ,:! ' . " ,,", ' :~, " ' ': ,,' , ": ~', ' ' ,'., ;.' ' ~ . , ,. ",' 

. ".'. ··..·g·eri·eric ·substitutio~:.:rat'es~. and:i.n cr.(;wded .therapeutic ·categories·they c.~h al5,o. 
, :' . ,'.. , ",' . " " . . . '"" ' ',' " 

.' .. f9rce m'ore p'ric'e competition amOng therapeutic ,alternatives. ·For ·exampJ~, 

:....... ",~ .. ' ,. '. :~ard'i~~asc~'i~~ .. dr~~s:~~nstit~t~d ~2 percentof pharrnaceutic.al.ss·le$ in the ·United 

States in 1991 (Pharmaceutical Manufacture'rs: AS:$~eiation, ·.·,'··993,)'As Table ., 
" ,'. ',' '.' . 

", ' .;sho~ed.· mos~ 'thera,peutic: c'ate,g9ties of c~r(jjovascularagents have a large 
:\.'
',', 

'. "', . ,'" . ,.' ',. , 
'. ,. " " 

'nu~ber 'of' e~rripeti~g 'compo~nd$~"sonle'of .which 'are already off'patent.... 
': " . "',: :," , '. :' " ' ',' " ,:,:' ' 

. :. :,:. '::::'; ~ "',' '·...The potenilalfor: crist. savings .f(pmg~l1fi!tiC comp'ethion and managed carE! 

". '.' . '. ph~'r~~y'~nl '~~~W\1'~amaticaIlYiri' the' next 'three 'years' as seVeral drugs with 
, ' , ,", .'. ' . " . 

, ' ",' high U.S. sales come off 'patent; "B~,tween 1.99.3 and:1S'96. foiJi compounds .. 
, . , ,'" , " ,,". ' .. ."',' 

. , ." WhO~~, 1992 U.S.$ale·sp;~ced ,tnern·amohg·the·top JOdru~s. in, th~ Un.j~ed States 

.. "...will 16se pate;1t p'(otection' (~antell; "19~3; ToplOODr.ugs., tS93) .:These fov':" . 

::,.'. :.:.' ·~dr~g~~I~ne::acc~u~tedfor:$3.6 billionin sales)n1992;Manv.:other'·drUgS with, . 

.;' ')s'Jb~tantial ·markets''!Vili. also .Ios,epatent protection. in:thenext three· ,years.' ;. :, . 

. ,'" . ',.,": "":Th~~:, ,.~~er 'the :·n:e)(t:·fe~·.ye.arsl,·grO~ingpriCe competition cari"be expect~d" . 

to provide a strong moderatinginffuence on the rise in prescription·drug. 
. '" ' 


expenditures., '. ',:, 
' 

',' ',"." ..: 

" ,'" :' ::' .'': 

" ., . 
.. ,," , 7'. . ,~ 

"" . 
, :. . ,' ,",:':,,: " 

, , 
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, ',hn~actot a ,Univ~rsal PresCription Drug ,Benefit under Health Reform: 
" , 

,', 

";,:' ,',' '.:' " . 

::, ,$~v~r~I'legislative:proposaISfor health care reform call for a prescription drug .'. ~. 

.. '\~ 

benefit for, both the Medicare ~nd,riori'~Medicare populatJons. If the systen, 'places 
,.:',.: ' ':,' ',', :" , . . ' , . . ,."" 

" " , 'man\':Arn~r,i~ansi,unariaged,care health p,lans, the trend toward increasing price 
, " . ;' 

c~mpetiti~n' fa,'. ~res'criPti~:n drugs will. be r~jnforc'~d;, On the other hand, while a 
" :' 

,',' ':preS~9ription ~rug"benefit 'for :Medicare :beneficiaries w.ould ,improve ,access to 
". ' " .. . 


.,' " 

tiea'ith care 'for t~e rou~hly 55 pe'rcent of peo,ple 65 years of age and older who 

", ,'" ' 

" ,:'"h~"e"ry?"p,resc:riPtion d,rug,~overa~e today, it would also remove retirees, from 
,~ " " 

" tnanaged ca'r~ 'ph~;'macy 'programs and would el'iminate employers' current, 
.. 

.; . ' ", , incentives t~ see',~h~t their prescrip~ic)n :dr~g benefits are mana'ged a,ggressively . 

"':',: :':," ::, 'T~insure':'that"Me'diCai'e"PharmaceuticaJ ~enefits are mallaQed aggressively" 
" :" . , ' 

the lawco'uld 'stipulate'that,Medicare beneficiarjes purchase the benefit throug,h ' 
., . ",' ..', ' 

,~, , ". .' .' " 

':~he~egio,naU,eijlt.h ~I,llance, ,which in 'tum would develop a:Medicare managed 
'J "'. ,.' ,.' '" • 

"," . , 

..,' ',' 

".,' 
carepharma'cy' program" 
'~, ,: '.,.'~ :' ":' ,",' ,':',' . .'". ..' 

':: ' ',.' :, ";,'Llmitations ,of,N,lanaged 'Care Pharmacy Programs: Manag~d care pharmacy : ',. 

, ' 


progra~:s,'ha~e;~a~lJra"li~jts to thei(~biHiy to cont,ain costs. Health p1,a'~s' may be ' . ' .', .,'" ,..' " ','.' , ' ,,', . 


i, , '~' " . '.,': ' 


" ' 

"able to 're~uire':therapelltic irlterchange within a v,ery narrow therapeutic category 
,", 

.;: . '(e.g~I',AcE'jnhnJit()r~)', but'u~l~ss th$,pl,an:can' persuad~PhYS'iCians"to'ad~ere ,to 

,':,:": "'::: 't~eatmen~' 'g~idenn,es~' ~hoices: ~'cr~~s :therap~utic categprie,$ typi¢~lIyare 'i"the '.. ' 

, ' ": domain '~'f' phY,~'i~i~~S;':' For example'" today severa1d ifter~,nt cl,jnicaJ approaches 
" , ", " " ,. , . 

,~: :,~te: a~ail~ble, tc"~r,eat':hyp'~fte'rJsion, including calcium channel blockers,ACE 
, "," .> \.. ,,', ' :: ': :'. .' ',' • ' ,: '" ' , ", "~ ~, ' : " , 

", ," " 

, ,. , ' inhibitors';' beta blockers 'and diuretic,~: (Alderman, ,1992). Suppose Qnly one 
'\ ,: '" '.,' " " ' '. ' ., " "', 

': ,cQmpound 'viere':'a,vail,a'ble-ln,ea9h of th~se categories.' Active ,p.r-ice cO,mpetition 
,'" 

, .'. 

" ' ' '~i9tlt: stiu~:~~rg~ :a~~~ss' classes ,if .(1) 'enough 'health plans were' 'to 'adopt, 

,~ , 

guidelineS' based 'on the cost anCs'effecthieriess of tHe alternative approac"es'~"and" 
" .' 

" (2)' ,health plans had the power to persuade physicians to adhere to 'ih'eir clinical 
,",' 'I 

guidelines. ' At pr.es~nt" relatively few HMOs have the Structure,s in place to ' 
.' ", ,,', .:1 ,,' ' 

,',,' ,'>, deve}O'J::)and,:,enforce":c,iinical, guidelines. 
, ' .",' ,.:,' '. , 

• • '1 

. ','" 

'" ' 

','" 


',' , "8 
':,. .' .. ,.:' :, ':',

': . 
:, .. 
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, ' ' .::, 

, ~' . 

, ..' , 

" 

( ,',,',,' ":: :Ev'en ~her,esuch 'systems' ate 'feasible, the managed care ph,armacy is 
';, ' 

'unJi,ke'ly'to be the :cer:n~r 'of this process. First, prescript10ns contain no 
'., .... ' .' , . 

inform~tiOr:l, on diagnosis, 50 p/:larma~y dCilta systems are generally not very useful, 
., ,'.." ":; , " . , ' . ' 

" ,",: " ",•• ,:i~' r:nonit~ri~g'~~dherenc~ 1:0 Clinical 'guidelines. Second, formulary committees are 

not neces~arilY ,~h'e, ~05t appropr,iate gro~p's .to, d~vejop:,eHriica'i guidelines" 
, , ' ''',,','', "",", ", .,', .' .. ,,',. ,'. 

',:invohiing,'ch'c;ices, among different cJassesof drugs,:l 
.. ~: " . . ',", ' ' 

" l' 

long·Terl'fl Problems for P~ice' Competition' , '. ",: . ", 
. ,. . " ".. " . 

, . " "", ' 

,':Ttiou~hfh~ prospe~ts are bright in the next few years for the emerging 

~: 'pharmaceutical marketplace to moderate:incr~ases inpresc;:ription drug 
. ','" " " .': , " "" 

, , ,e~pend.iture$,' the (Jynamic$.,of technical change in pharmaceuticals may put new 
. . ' .' 

,',', 

p~es$u~~s' tin 'health ~are costs in the future. 
" . ," .'. "'. 

': '~ 

," ,I .TheTt.in,rling of ~rhe,rap.utic Competition: For price comp,etition to 'flourish, 

, .. it sufficient 'number of generic'or closeth~rapeutic alternatives .. must be, on the, 
, , . ..' , ", .' 

, " 

... , ,,~ark:et",lnn1any'impor.tant ¢ategori~s today,the conditions are ripe for such 

1 ; ,pricecompetitiorl.But thenewmatk.et place will ct,ange tne dyna,mics of. 
>" ",' • " 

'," . ,'. 
, ), 

, pharr:nac~utical;R&D"lnwaY$that are difficult to predict. Because the cost of , 
, . '. :. " , "', " ",'" . , 

: " ..' 

', ,'" .' . developin9arw'n~w c9mpound ,is high, pharmaceutical companies will be I.ess 
", .," ' 

IikE!ly',to '~ddaddh,ionaJ n,ew,drugs ~o"C;iln already eX;isting ther~p~utic categ~ry. 
, .....,.. "", " . 

, :', ' 

".',', .' '" ::The, expected :';~tu,rns.'from 'such imit~~i~n:'wiUcertairihl' b~ ,Iow,e.r :than 'they. w~re i~ '::~'
" " 

/ " . '.' , , '. , ,.. :" . ' ',',,".. .","~. :" ~, ,.'." " : ," ," . " " . .' , , '.:;' . 

.. ",' . , , , ". "'", ' 

., Th~: Qrganizatio~, of.such:'efforts within health plcms vades, of co,urse.A recent ' 
, ~;x~m'ple o,f ,a',forri1ul(;t'r~{decisicinin a large group~p.ractice HMO, illustrates how 

..', . formulary decisions can be"implicit treatment gui,d~nn'es: 'Kaiser Permanente, 
' .. " :., 

,e~ently announced ~hat, t~crin~, the first drug approved ',by the FDA for, the 
tr,eatment of ,mild and moderate Alzheimer's disease, would not be listed on its' 


.for",ulaty ,(FD,C:~epprts~:' 993).' Although K.aiser physicians are not barred from 

,pres,criDin'g:the'drug, the:messagEtjs clea'r that the plan considers such decisions 

exceptions from standard practice. Whether this formulary decision to withhold a 

, drug which is,~he','o,hl'y one so far to show any clinical· ben~fitsforAlzheimer$' 
"" :::~is~ase'wilfulth:n~teJy stand is uncertain, as Kaiser officia.ls'ha~e ~:cknoWleQge(L "" '".'" 

- ',,' 

:' "'" 
,.,' ': , " , '" 

", 
, ":: .,' . ' 

. " " 
~, "':, ,':' . 

,:" 9 
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~;' , 

<, 'thet~aditiOrial marketpJace. Thus,' ov.er time, the number of compounds in new . : ... 
.. 

. .' . ':' .. 
" 'I, 

:.', 

therap~ut,ccai:egorie,s, may thin out, offering managed care pharmacies fewer 
, .. ' ' . .' ',' ' " '," .,."" .' .,' ",

\", 

" oPP,ortunities fot )OO,sts$,Ving$' through restrictive formularies. 
. t,' .'. . ' . 

.The..p'roblem ,0f'Sr.ea,ktl:'!rough D~ugs: Breakthrough drugs, which offer 

, " " 

' substantial new, r:nedical benefi~s! yviU ,present the greatest challenge to 

"Pharm~'ceutlcal a~d:h.ealth care cost ' containment in ~h~ future. The U.S. 

", g~ve'~nmentha,s"invested tens 'of bjllio.ris' of dollar's Qverthe past two decades in 
".',' 

, '. " " ,:" ; " : •• , .',,', '<', 

baSiC, 'tes~~rtb:in, the 'biological an~ medical sciences, research that is .paying off 

today with a genera'ti'on of drugs. that, r~ly on new 'knowledge of molecular 

.,,' "biOIOgy',~Ch~niistrY."ahd: genetics;, ,For,ex~:mple. the first biotechnology drug was 
, . ,';",:. ' " " ' " . :',.... 

"approved for sale itl theU,nited States'in '1985. As:pf mid!'1.992, 36 . ." ' 

"'.", 

':biote.chr;:ology~ba$ed'(j'rLl'gs were approved for sale in the U.S., Europe or Japan, 
':" 

and '253 prOdLJcts 'had entered ,cUnical testing in one of those countries by the end 
" .". '. "" ., 

of 199(>'(ai'erti~Tadmor;i".9931. Not all of these drugs are breakthroughs, but 
" \ ',' 

, . , 

,they. viVidly iIIus,tra'te 'the, imp~ct of new scientific understanding of disea~e on the 
, .. , " , 

, ,." "",', ";' 

drugd.evelb'p'r~u!ht' process," 
t " , 

,8~,eaj(through' dr'ugswill be immune from price ,c,ompetition during the 
, . ' ., . 

'" l 

perIod of,pat~nt pr,otectio~ unl~~~ and until close therapeutic a1ternatives 'erherge' " 
"; .' 

'f '" • ' ' " " ' , 

'.,"" 

to' compete ~'iththem, ,,,('And ,the incentives to imitate will be lower ,in· the future . " ", ' ", . , ' " 
',:" ',.,',, " 

,,', 
", 

as price.competition grows, so'fe~er such 'competit()'rs'carl'beexpecte,d' to 
,,', . "', . , . , " 

" ..' , '" ., 

,:emerge:.r"LJn~'eraunh,ersal prescription drug benefit. demand for th,ese new 

prodUCJS will.be, ins$nsitive to,pric'e., Thus! the power of the formulary to unleash 
'."f ., t , 

" " 

tompetitiv'emarket :forces will .be restricted for the:se drugs ~hile they are 
, ' ~," ' , 

, "", 

protected from generic ·c·opy. Only the strategiC desire of phar,maceu'tical, 


',':.. ' cQ'm~~ni~~' ~o' p~eserv~' ~he,' goodwill,'of their cu~torrier~ w'm'li"'i~' ~he 'entry prj~~~
' 
, , , .' , ..' . " ' 

'" , ":,'." 

,',' . 


"" . "" 

::,"',' , 

I, 
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, , 'Ther~ : is)!' real',ne,!3d ,for careful Study of approaches to the problem of 

un'¢6~stiai~~d breakthrough drug pric,e's.. because the potential losses from the, 
, ~ , , . 	 . . ",' . ',' . . " ~. 

'"wmng "str~te'gY"'are high",,"Onth~' 'one hand, as a sQciety we clearly value and 
" 	 ':, :', :' .' " . '. 

"'d~'m,and:med.'ic~1 ,~'dvances,th~n will lengthen life and improve its quaHtyalong the. 


'. " 
, way' . ." :pn theot'h~r,hand,' our ability,top~y fdr':s~ch"'~d~ances may be Ijm.ited~:"
. . ,,' , ',' ',' ' ", . ',.' . ' . 

"" , Payi,ng 'iiigh,er"'priees 'tha~ necessary to inquce, R&D investors to bring beneficial 
. ' ... '. ",,'. 

newj~rugs :,tomarket clearly wa~tes 'limit~d' health ',care dolia'rs. But paying too .' ",~ 	 , 
'. 	. ',:," , 

': i ' .. 	 ',io'.N"iq'ric~,:would $tifje R&D. and deny us the'benefi'ts of bre,akthrough drugs. 

, "",,, Unfortun~'teIYi 'it is extrem~ly 'd\ffi,cult,'perryapg,frnPOSSibJe,lo know what' 
",.' . 

th~~right~ pri~e for~ brea~thrbllgh di'j;lg is. 'Eve(y,crit~rion for evaluating ,th,e 
...... 	 ,","" 

, 'entry' price,of"a new dru9,jsp'robiematic;Fbr'ex'ample; even at,high prices, 'soni~' " 
\ .', 

, " .... b.reakthroJg:hdru'gsmc3y,save o~erall health care costs by reducing the need for 

other· e'x'~e'nsi~e' care. " Some ~ould claim that the 'reasonableness 'ota .. ' ." 	 ,', " '" .:.,". ',' 

, , '"breakthrough 'drug,'s 'price should be judged by its ability to meet this c()st,.sav'il'l'g . 

. " .. ' :c:r'i'~erion, :bu't· the cost-sa~ing ,character of a. hew., th~rapy is not. a reasonable basis 

. .'f6r,pr,iclng~:,":~ve,!'l)f a drug is cost-savin'gat one price, it is not cost-e·fte,ctive if 
' .. ,' 	 , '. ,. ,,:' , , " 

., '.','th~"cjE!Velopei's'wOuld havede~id,~d, to t:>ring, 'it to m,arket knowing"it would f~tch a . " 

,':' , 
 .. J.ower, .'price} ....Second, many breakthrou.gh drugs will otter major imp'r~~emEmts in 

,',:'::~o,'rtality or morbidity, buiata,net ,increase in 'health care c,o'sts even whe,~the ..' ,".' .' . .', ." "" ", '., , 

'," " 

priCEi!is 'Cit th~ minimal lev~1 ''':eQUired toas,sure its availability on .the market. 
,. , 	 " ' ,. ' , , ' '. 

,', I 

" '. ~ 	 ", " : '.T9 s()me"corriparing the entry price of a new drug in the United States with 
, , 	 . ". " " . 

its entrypric~in ,()ther ind'ustrialized coO~tr'le:s 'wouid: seem to .'be,"apP,roP,riate. But 
" . ,,' . " ., . 


. . :., 

this cd~e'rion is'~'lsopr()bleinatic. When pres'sed, drug,companies have mad~'.',> ",," 

',,: .' 
" '" 	 :' . 

2Analysis of the costs and effects ot new therapies may be useful 'j'n ':deciding 
under what clinical conditions, jf any, they should be used. But these' aha lyses 
implicitly assume that the cost (0(' price) of the new drug is not ,higherth~.n ' 
nece~sary,to .insure its, availability on the market., ., , " 

'. 	 ',' , ".' .' . , 
,! ' " , 


" " , ' 

.:.' 

" , 

", 
" 

11' 
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"" 

.' .;:,
-;;', ',:", . 

, ,.;."world ',nark'ei>, A.-'usnalia,', fQr,example, hqs paid substantially less for drugs than 
" 

• other co~~t'ries, but it 'is avery sm~1I market. And, the prices that Australia pays 

" " may"notfuny'~,b~e(the 'C()sts of R&D. If everyone 'were to pay those prices"the 
, , 

" .."",' 
,~orl~:fwide'reve~ues for so~e products might not be adequate to bring forth .the 

~ , . ". ' " '," ".' . , ' , . 

, , "pro~ucts.,'Jn add,ltio,n, the United States 'is such a"large:ma:rket (roughly'30 " , 
..' . '~ , 

" ' 

:percent ,ofthe, world m~rket Qverall) 'that any tying of prices to those in other 
.,' ',"',' .," '," '.' 

', .::ountriesco4Iddriv~ otherprice$ 'UP 'rather'than' U.S. 'prices down. " 

: Basing pri~e',on,the, R&P costs associated with bringing a breakthrough drug 
, ,,; .. " ..'" . ' 

to market is also extremely difficult::tQ dO'c~rrectly, and:th'e~potent'ial for . . . . " , ""', .... 

s'ubstantial error: in' measl.lring such' costs could create new' uncertainties at, the 
, ' '. ", '. .. . 

, '"earliest ~&D)nvestment decision points; when the rj$ksof going ahead are the' 
" " " . ,':'" ,':':. '., . ' 

:gr,ean~st~: 
.> '..... :. , ; 

,", 

, : It is 'also important to recognize that 'any new ,~dmini,strativepro,cess that 
, .'; 

ra~ses inveStors~ uncertainty, about 'the allowed price ,of a drug or whether it will. 
" ",' ", '.' ",,' 

'" ,be·coveredat:allonce"it is approved byFDACOUI"d discourage early, R&D. R&D 

,,:, managers (aod their :inve$tor~) ,often take "flyers" on projects by investing
:., , " " . 

,'}eiati~ei~ 's:maHamoun~~ :~f' ~oney toresQlve technical or clinical uncertainties 
, ' ' . " ' , .' ~". , 

" "',' '. "1," , 

'~ :. " about 'an'.idea.' ,If theseearJy technical uncertainties .are successfuUy resolved, " 
',' "'," .. ' ", . , ':,,' ," ' , 

'"n10re 'money.tlgws'into:t~epro]ect., Thoughuncel1ainty 'is neVer c:omplet~'iy . " 
"" " , ,J ',' ' •• ", 

,,' .rem()ved ,tnroljghout: the, discovery/devel~p~e'nt p~oce~s,; it 'tend's to'decline 
, : "': " ' , '.,' . '.. , 

:,'drar-riati(;aily as,a, ~rpject moves toward mar,ket approval. An, adm,i,nisuative' 
"" .. ,' " 

process f(Jr cO,ntr()lIing drug pri(:eswouid '~dd anew:,sol,Jn-;e of :lJrJcertairity at 'the 

:, :,ie'nd' of't~e: :p'roC~SSI onet~at 'WOUld not' be reso,lvabte' until all' the, mone~:has·been .,'.' 
,," ,., ." , ' . , .,' 

", 

~" '" . , , ".1 

, :' 
, , .. ' " 

, '~ 
, ,'" 

,':" ': 
,': 

, " ",' 
," ,:.,' 

;,' 

" .' 
, ',','" ,',; 

, '., 


: :. .' ' ;, 
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. f ,', ' :; , spent;, Consequently, investors would be more hesitant to commit early R&D " '" , I 
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" " 'money, ifth~Y k~~w they could.not re.~olve a major sourceof\Jncert,ainty until the' 
, " " , " " , 

.' " 
end 'ofa:..16ng 'ana~xpensi~e project.3 

, • ,,'" I· 
, " . , 

. . .',', . I' 

,'/" ;',' There are many aspects of the breakthrough drug prQblem th~t will need ,t9 
, ' '.' ", ' • ' , , ".' i ' " """ ."', ,I, , ' .' ,,',: ,: .' ,', , :" 

';. :,:" ,,', be.a1d'.es:~din.th~,COmi(\g'.Y~ar~, especially if hia1th. care (efOr~ creates a ' 

'universal presc'rJPtloo drug b(mef~t. AmoQg thequestlo,ns for pollcV maleers ate 
, , , , ' " . , "I ,.. . 

... ' 'i'.' . 

, }h,~fol,ow:ing: '.. / 

,,!, What role should NIH or other Federal agencies take in controlling the 
entry price ofnew drugs whose"qeveloptnent),s dir,ec;tJy de.penqer)~ ~n 

, intellectual property ,rights 'he'd ,by the Go,ver'nmerit? Sho~ld the Federal, 
", government put9,ut for. bid or negotiate price a,greementS with private 

" ',' " ,;,' :dey~lopers,Up, Uont,'at ,~he tim,e a re$ear¢h agreement is made~ On what 
...... basis should such.'rie'g'otiations. be based.? '" ,'. ' ' 

'; ,:',,"

." . , • What 1',(j,le:snouldNIH ~ake in sponsoringlor.~ondU~~i~g:i,es~a(Ch on' :."," 

" : 
.' i("ripoitant.ne,w,lin,.s,of resear~h7' How sho':ild 'itpr,otect tt1epublic from .'. ' 

:', ,paying :twice :for~his'resea(ch •• once w~en it funds the studies and again 
. when it'pays for the drugs.'. ...... '. 't, , ,.' , :'., ',' , ., ". " ," 
, :' : . . ., " " ' '. I" . , , , , 

" ," .. 
'.' , .• .. Wha~rc;>.le could::Qr should FDA play in encour,aging the rapid' entry of 

" ,.:tberapeutjccqrri,p~tito,rs to breakthroughl d.rugs? For example, could 
. surrogate endpoints be used for products In the same class, as a 

" .' breakthro'ugh·drug .alr~ady' 011 the market? :. .. .. , ""', ' , , 

,,' ".~, '. ',:'.": ,~hat' Fe(;era".p.oH~ies'are necessary to a1ss:ure the rapid emergence' of ' .., . 

." "'gEmeric: competitiorl when break·through .~nd other .drugs do lose patent :' ' 

. ,prot~clion1 , .." ",'" . ' '. : /. .' ," ... ' ','" 

• 'Wha(ir:npact would,recent congressional proposals to strengthen, :" 
, 4 ", , biotechnology p~tents have on the compe,titlve env~ronment:fbr ' ,', .. 

\'" 

. ~ breakt,hr~U,~h drugs?' . ',.', r ",' : ...., 
"" ' 

, .. ' .• , To what extent should awards of orphary drug status for new compounds 
,:bec.onditioned ol,}'.responslble pricing decisIons, ,and how would ,s~ch 

'. :' ", pricing:decjsions'beevahJa~ed? " ,,' ", ' ':';, " , ',' . 
. .. ' " 

, ;' ..
,': ,'" "', ," 

'. , , "" '::,::. 

3Another way of expressing this effect is that th~ costof" capital ,for R&D wo.u.ld 
, increase at all stages of the R&D process, but especTally ,dramatically at tf':le .' 
earlieSl,stage~: " I'" ", / ' : , : 

I )." 
i.. ", 

....' '," , ' .: ' 

,J' . ,', 

,.; , 
, , , 

,. ", 
", ", . 

',," 
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" . .The growing competition in the market for pharmaceuticals spells pric.e and 
, ".' I, 

, ,,.. '. c~st f~Ii~'f:formC3ny co'n$u~ers of prescription drJgs. In the near term, there ar~ • 

.. :stHfco'st::sa~i~g's to come, particularly in the area 10f. generic price competition for 
. '.. .., '. . . ",,"" .... ." .. '. ' .. "'1 . . ..... : ." ,'. '. . 

.rn~ltipl~~s~ur.c~.:dr~gsi· ~~t also as formularie~ fo.rgeco~petiti(ma,mon9 therapeutic' 

. '.' . a.lterl',l~ti"~~~ , The natural' groWth of managed car~ pharmacy programs could be 

. reta rded··by·,·.M~~ ica.re .p.re$~ri piio~" ~rug be~e~i~ 'lnder 'h~~lth 'c~re : reform ~ un.less'·· 
. ',' ....... ". : "..• ' . . . ' . I 

+P~: b.en~fil.·i~ structured tom,ake use of these prlsrams. . " 


.'.... . ."."'. '. rhe .10[19 termprosp~cis fc)r prescription 9ru9 costs are much more 

·.··:~ncertairl ..::as·~ew drug '~ategOl'ieS emerge with fJwer compounds competing . 

.' . , ··Te·mp~rary: ~'onoPolies throt,ighP~nentprotectlon·J combined' with'ins~n~itivity to . 

price .. fori·mponant.new drug'sunder a generous JrescriPtion drug benefit. will .' 

permi1fir';"sto launch impo~a~tnew drugs at vefy high prices. Just howi;ig a 


, .:; ~OSt: problem bre'akthroogh drugs turn out to be·v'vill depend on how many similar 


. '. .,.. competi~g' ~~rUgSfOnO~ and how soon. they do.a1nd how much .of. a constraint· - . 

j." .. 

'..'c6n~em.. ov~r: goodwin :wiil be. to' pharmaceutical Jompanies in '~he future. Close 

".' .: mO~it()ting,~fthebr:eakt~rough.drUg problem is i~perarive. bl,Jt ~he .search for 
, " ,<' , ',. • ' 

. " 

'. sol(Jt,ons :~l1ould, prOCeed caut.i'ouSly.
:,' ,'.. ..,.' ' . 

'. :. ~ , ," ' 

.. ,' , 

.'., : " . 

.; : 

" .... I' 
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",' ' 
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.rl'~;:, Thank you so much for advising' us of your priorities with 
. " , I 

,',; ::>;~"'regard to pharmaceutical coverage and cost containment issues. 
;/{:AS you well know, I greatly appreciate .zour guidance on all 
<:'~'(:::~matters. However, having the benefit o~ your years of experience 
)kon the many complex issues regarding pharmaceuticals is 
:X.·particularlY helpful. I 

:,,::,./; .'., . David, because the ,cost estimates for all the various 
.:,., , I .
l:/;(,elements of the health reform package hC!-ve not yet been 
:'J,:-,:'~ fin'alized, the President has not made final decisions on all the 
);,: is~ues related, to prescription drugs .. Ha:vlng,si!i:1.dthiS, I would 

'., ~'" • \ • j , . .: ," t. . ,'_. " ." ~:.'. "0,

'i'i',.',li}(;e' to take this opportunity to outline' for Y9u; on a 
,', . ' '. . . . . 'I , " ,,',", 

,',,;.;~.:,.: confidential' basis" my sense of w:tJ,ere thf! el~ents of the 
}};> proposal rela·ted to pharmaceuticals are Ilikely to ·go. 
'::!;'<::',. I . " 
,,L~'Y.;·'· 
):\,'Prescription, Drug, Costs and Managed Competition 

A:}':"" I . 
\:~,~),'. We: believ~~J;lCl:t :t~~ .nego:tia~;ng prt;lC?t,ices . utilizt9d most 
C,,:' frequel1tly by maJ;l,aged, care purchasers :tJ,<;lye great pot~J').tial to 
,\'r: 'contairi"e~calat~hg, prescriptic:mdi'ug prices. in recent years, we 
'y;.« have wit,J1$s~ed t11.9. ll~w foU~<i' ab'llity ofi th!!se purchciser~
\\f'" (primarily hpspitals' and HMOs) to obtain more reasonable prices
1._,. • . . ".' . • 1,- ,_"...... q

.,;\::li, by , ne~f:)t,tati~g .~~?:, roClp~$;L"J').g 90~:t.S with ,t()rm1:11aries, prior 
~<'-/. authorization', requirements,· phys,iQian. and consumer education 
'~L' ,'_' •. j.: ' '_~_ .' _" "r • . h '. _.. • L-. ,'- . 

.:i:;/:: programs, drug llS~' r~y:L~w, andotl1er techniques. . 

:?f~/'. While mariCl'g~d .c~~e,purchc;\!3ers have 1been able to generally 
,ii;",', contain their pharmaceutical cost increases, they have not had 
!~... ~.' . ," , ,,' "-, -" . '" ,,' ',' " -" " ' . I _" 
';':.,'> success in managing' ,the costs of new dr~gs that have no 
):'.',:therapeutic fl.lte+~~tive. Moreover, it ~s likely to. t~ke several 
>:,',j.;'"years before ,phat:l1!El.ceu~~cfll purc~Cising' ~flat utilizes managed 
~;:';',:·competi~ion technique$ will be. developed' sufficiently enough to 
Yf.!:'", buy and manage the: costs of prescriptlort drugs ,for all lunericans.

:';:.:},}" .,..,.' '. '.' .,' . .' j 
:);:"., . 

_. - -
it 

,.- -
has 

,. 
become clear 

• 
thatJ' we must develop an 

t· 
As a 

',' 
re'sult,

" , ",. - ,, r;'"

,:,1,:> interim: and:, ·a,· .. ·lohg-:term pharina:c~uti,:cal cost containment strategy:
,,,,,, "" .. ...,' , ".'., , '". I· 
:f,N,:.M~reoye.ri \ :to evetllave a realist,ie chanc~, tq cOntain these costs,
;i;{;\': ,i t t:as b~cqi11~',~~iCl~,~t that· \'1~,: w~ll t)a:vel to assure that all 
;.(!>:: ·Ameri·cans hCiveprivate or publ.fc coverage for prescription drugs. 
\'j,\~;).:, . 
.-';"';,: : 
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Prescription Drug Coverage 

It is our belief that providing prescription drug coverage 
for all Americans is essential to assurihg that everyone has 
access to affordable and frequently costteffective medications. 
It is our hope and expectation that there will be a Medicare 
prescription drug benefit that parallelsithe coverage that we 
will require all Americans under the age of 65 to receive. We 
share your belief that all Americans, particularly the elderly, 
are in desperate need of protection from\the high costs of 
pharmaceuticals. While we have not finalized exactly what the 
cost sharing components will be, we do b~lieve it will be at or 
close to your suggestion of a $250 deductible and a 20 percent 
copayment. 

Interim Cost Containment Strategy 

Under any scenario, consumers will need to be protected from 
price increases over the inflation rate Jntil there is much 
greater coverage of prescription drugs artd there is a widespread 
ability -- using managed competition methods -- to negotiate on 
behalf of consumers. We are, therefore, Inow considering 
accepting the offer of many in the pharmaceutical industry to 
voluntarily constrain their prices to th~ general inflation rate. 
Consistent with your recommendations, this policy would assure 
that retail purchasers would have the sa~e inflation protections 
as everyone else. The voluntary agreements would be enforced 
through the use of a fall-back mechanismlthat would only be 
initiated if the companies did not sign an agreement in the first 
place OR signed one but did not comply. 

Cost Containment for Under-65 Population 

The short-term cost containment pro~isions that we are 
contemplating will help assure that the under-65 population will 

Inot be subjected to significant price increases for 
Ipharmacueticals now on the market. Moreover, the growing 

movement towards managed competition purdhasing principles should 
achieve substantial savings as well. Ho~ever, we share your 
concern about the potential for a continJation -- or even 
escalation -- of the trend of excessivel~ high prices for new 
drugs, particularly those that have no therapeutic alternative. 

I
With the above in mind, we believe it is advisable to direct 

that the National Health Care Board envis'ioned in our current 
draft be charged with reviewing the pric~s of new 
pharmaceuticals. While the Board would dot have the authority to 
regulate or set prices, it would have the responsibility for 
evaluating the cost effectiveness and the1rapeutic value of new 
medications. In undertaking this respons1ibility, the Board would 
then be required to disseminate informatibn to both public and 
private purchasers of prescription drugs. 



Cost Containment for the Medicare Program 

No Medicare benefit can be established without a realistic 
and serious cost containment qomponent. No one knows this better 
than you. We anticipate that the Medicare cost containment 
provisions will meet with your approval, since they are very 
close to your recommendations. 

More specifically, since the Medicar~ program would become 
the world's largest single purchaser of prescription drugs, we 
believe the program merits a reasonable price. To achieve this, 
we believe that Medicare should receive a discount that is at, or 
close to, the percentage discount that the Medicaid and other 
public programs are now receiving. Moreover, to assure that 
excessively priced new drugs do not bankrupt the Treasury, we 
believe it is advisable to provide the Secretary of Health and 
Human Services the authority to negotiate Medicare drug prices 
with manufacturers. Lastly, I believe we should provide 
incentives for greater use of generic drugs and for more 
widespread use of patient and physician counseling. 

Equitable Treatment of Pharmacists 

Finally, it has become clear that community pharmacists are 
having great difficulty in accessing the degree of discounts that 
other purchasers have achieved. It remains unclear to us exactly 
why this is the case. The retail pharmacists argue that it is 
blatant discrimination by the pharmaceutical manufacturers; the 
HMOs and hospitals say they earn these discounts because they can 
push volume in ways the retail pharmacists -- with few exceptions 

have not yet been able to master. 

We have been working for months on this complex and 
controversial issue. It is our hope to find a policy approach 
that assures that no one receives a particular discount just 
because they are one particular purchaser or another. We want to 
make certain that discounts are given to those who earn them. In 
the upcoming days and weeks, we will be working closely with your 
and other offices to attempt to find a way to achieve this goal. 

David, the contributions of you and your staff to the 
pharmaceutical coverage and cost containment policy we are 
developing have been invaluable. It is my hope and expectation 
that after reviewing this letter you will conclude that we are 
meeting your policy priorities. However, if you have any 
questions, concerns or further suggestions, I urge you to give me 
a call. Once again, thank you for all of your assistance. 

Sincerely, 

HRC 
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DETEHMINED TO BE AN 

ADMINISTRATiVE MAWGNG 
INITIALS: lit DATE: 'f. f·() 5 

July 12, 1993 

Mrs. Hillary Rodham Clinton 

Chairperson, presiden~'$ Task For~e 

on Health C(lre Reform 

The White House 

1600 Pennsylvania Ave 

washin9ton~" D. C. 20500 


Dear Hillary: 

AS Chairman of 'the Senate Specic.1 Conunittee on Aging, you know 
of my long-standing interest in ~ssues relating to prescription 
drug access and cost containment. Therefore, the provisions in the 
Administration' 5 health care reform package relating to these 
issues are of particular interest to me, The purpose of this 
letter is to Qncou:rage you to conF: 1del'" including the following 
prescription drug-related provisions i.n the final health care 
reform plan that is currently under development: 

. / . 
o Medicare prescription Drug Benefit: Oider Americans are in 

dire need of better prescription drug coverage. Therefore, I urge
that a Medicare outpatient prescription drug b~nefitbe included in 
the final package. Obviously, it would be optimal ff the Medicare 
drug benefi·t could COVQr as many cIder Americans as possible by 
having a relatively low deductible and prescription copayment. For 
example 1 I would recommend an annual deduct.ible in the range of 
$250, with 80 percent of .the cost· of eilch prescription'covered by 
the program thereafter. However f I recognize that the potential 
cost of the benefit to the fede'ra~ goverrunent and to the .Medicare 
population may make it difficult to provide this gene:i;-ous a 
benefit; 

Regardless of the deductible, I strongly urge· that the 
Medicare drug benefit contain specific mechanisms to contain the 
coSts of ph,armaceutical::;; for 1..11e program. We Simply cannot repeflt 
the mistakes made with the Medicare Catastrophic Coverage Act of 
1988, which included a Medicare drug benefit without specific
pharmaceutical cost containment mechanisms. As a result I the cos'ts 
of the program. skyrocketed ,very quickly. 'I recommend that Medicare 
cost containment strategies include a Medicaid-like drug
manufacturer rebate program, negotiations with manufacturers over 
drug prices., or b6th. 
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o Interi...rD. Pha~~~,:uJ;.ic~l. C~§j:._Containment Mechanisms: I know 
that you and,the President are considering mechanisms to contain 
health care costs during the period of transition to the new health 
cara systQrn. SavQral drug manufacturers have publicly ctated thut 
they will "voluntarily" maintain their "weighted average" annual 
price increases on their products to the rate of inflation. 

If the Administration decides to use this interim approach to 
contain drug costs, I strongly urge that it be combined wi t.h an 
approach that specifically limits price increase on drug products 
distributed to the retail class of trade. This can be achieved 
either by limi ti.ng t_he weighted average price increase of Gach 
retail-distributed product's dosage form and strength to the 
increase in' inflation or by limiting the increase in each 
individual retail product'~ package size 'to ~he increase in 
inflation. 

Without this additional price increase limit, I am concerned 
that manufacturers' retail prescrip.tion drug prices will continue 
't_(") increase faster than inflati.on _ . If this occurs, Americans may 
see little relief from the excessive price increases of the past 
twelve years. 

o Mechanisms to Contain New Drug Costs: The final· packaqe 
should contain some mechanism to contain the cost of new 
pharmaceuticals that will be marketed. This is especially 
important in.' the ca~p- where the new pharmaceutical has no· 
therapeutic alternate on the market. I strongly urge the 
establishment, of a National Commission or Board with the primary 
responsibilit;y of providing inforrnC:!tlulI to the heal"th care system 
about whether. the price of a new drug is "reasonable." 

Wj_ thout. such a review, manufacturers will likely attempt to 
offset cost c<;mtairunent pressures on "existing" drugs by increasing 
prices more rapidly on "np-w" drugs, As a resul1: of this Ij.kely 
behavior, drug costs will not be contained, they will simply be 
shifted to ne1,rl drug prices, which I· believe is undesirable. 

By estab~ishing a Commission that" reviews" rather than "sets" 
or ,. controls" new drug prices I drug manufacturers would still have 
significant pricing flexibility. . However I they would have t:o 
become more sensitive to the prices at which they introduce now 
drugs to the.,United States. This, approach .is n m.iddlp. g:rC"'l1lnd 
between direct federal regulation of the prices of new 
pharmaceutica:ls, and doing nothing at aJ.l. This Board could also 
provide valuable information to all purchasers obout the prices of 
pharmaceuticals in other industrialized nations. 

http:inflati.on
http:Interi...rD
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Hillary I I know that you and the President aro doing Y(')UT, very 
best to balance the interests of various parties in constructing 
this health care reform plan. Your leadership on this issue is to 
be commanded.. I want to reaffirm to you my conuniL.ment "Co 
developing a:' responsible health care reform package, and would 
appreciate 'your serious considerat.ion of these ideas on 
phar.maceut.ica18. I would very much look .forward to discussing 
these and other ideas with you and the President relating to 
pharmaceutical access and cost containment. As always, J wish you
the best of luck in this very worthy and necessary endeavor. 

Sincerely, 

~d-

David Pryor 
Chairman 

cc: 	Ira Magaziner, Senior Domestic 
Policy Advisor 

" 

;.. , 



August 31. 1993 

The Honorable David Pryor 
Chairman 
U.S. Senate Special Committee on Aging 
SD-C31 
Washington, D.C. 20510-6400 

Dear David: 

Thank you so much for advising us of your priorities with regard to pharmaceutical 
coverage and cost containment issues. As you well know, I greatly appreciate your gUidance 
on all matters. However, having the benefit of your years of experience on the many complex 
issues regarding pharmaceuticals is particularly helpful. 

David, because the cost estimates for all the various elements of the health reform 
package have not yet been finalized, the President has not made final decisions on all the 
issues related to prescription drugs. Having said this, I would like to take this opportunity to 
outline for you, on a confidential basis, my sense of where the elements of the proposal related 
to pharmaceuticals are likely to go. 

Prescription Drug Costs and Managed Competition 

We belleve that the negotiating practices utilized most frequently by managed care 
purchasers have great potential to contain escalating prescription drug prices. In recent years, 
we have witnessed the new found abUity of these purchasers (primarily hospitals and HMOs) to 
obtain more reasonable prices by negotiating and managing costs with formularies, prior 
authorization requirements, physician and consumer education programs, drug use review, 
and other techniques. 

While managed care purchasers have been able to generally contain their 
pharmaceutical cost increases, they have had little succeSs in managing the costs of new 
drugs that have no therapeutic alternative. Moreover, it is likely to take several years before 
pharmaceutical purchasing that utilizes managed competition techniques will be developed 
sufficiently enough to buy and manage the costs of prescription drugs for all Americans. 

As a result, it has become clear that we must develop an interim and a long-term 
pharmaceutical cost containment strategy. Moreover, to ever have a realistic chance to 
contain these costs, it has become evident that we will have to assure that all Americans have 
private or public coverage for prescription drugs. 
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Prescription Drug Coverage 

It is our belief that providing prescription drug coverage for all Americans is essential to 
assuring that everyone has access to affordable and frequently cost-effective medications., It is 
our hope and expectation that there will be a Medicare prescription drug benefit that parallels 
the coverage that we will require all Americans under the age of 65 to receive. We share your 
belief that all Americans. particularly the elderly. are in desperate need of protection from the 
high costs of pharmaceuticals. While we have not finalized exactly what the cost sharing 
components will be, we do believe it will be at or close to your suggestion of a $250 deductible 
and a 20 percent copayment. 

Interim Cost Containment Strategy 

Under any scenario. consumers will need to be protected from price increases over the 
inflation rate until there is much greater coverage of prescription drugs and there is a 
widespread ability -- using managed competition methods -- to negotiate on behalf of 
consumers. We are. therefore, now considering accepting the offer of many in the 
pharmaceutical industry to voluntarily constrain their prices to the general inflation rate. 
Consistent with your recommendations. this policy would assure that retail purchasers would 
have the same inflation protections as everyone else. 

Cost Containment for Under-6S Population 

The short-term cost containment proviSions that we are contemplating should help 
assure that the under-65 population will not be subjected to significant price increases for 
pharmaceuticals now on the market. Moreover. the growing movement towards managed 
competition purchasing principles should achieve substantial savings as well. However, we . 
share your concern about the potential for a continuation -- or even escalation -- of the trend 
of excessively high prices for new drugs. particularly those that have no therapeutic 
alternative. 

With the above in mind. we believe it is advisable to direct that the National Health 
Care Board envisioned in our current draft be charged with reviewing the prices of new 
pharmaceuticals. While the Board would not have the authority to regulate or set prices. it 
would have the responSibility for evaluating the cost effectiveness and therapeutic value of new 
medications. In undertaking this responsibility. the Board would then be required to 
disseminate information to both pu~lic and private purchasers of prescription drugs. 

Cost Containment for the Medicare Program 

No Medicare benefit can be established without a realistic and seriOUS cost 
containment component. No one knows this better than you. We antiCipate that the Medicare 
cost containment provisions will meet with your approval. since they are very close to your 
recommendations. 



The Honorable David Pryor 
August 31. 1993 
Page 3 

More specifically. since the Medicare program would become the world's largest single 
purchaser of prescription drugs. we believe the program merits a reasonable price. To achieve 
this. we believe that Medicare should receive a discount that is at, or close to, the percentage 
discount that the Medicaid and other public programs are now receiving. Moreover, to assure 
that excessively priced new drugs do not bankrupt the Treasury, we believe it is advisable to 
provide the Secretary of Health and Human Services the authority to negotiate Medicare drug 
prices with manufacturers. Lastly. I believe we should provide incentives for greater use of 
generic drugs and for more widespread use of patient and physician counseling. 

Equitable Treatment of Pharmacists 

Finally. it has become clear that community pharmacists are having great difficulty in 
accessing the degree of discounts that other purchasers have achieved. It remains unclear to 
us exactly why this is the case. The retail pharmaCists argue that it is blatant discrimination 
by the pharmaceutical manufacturers; the HMOs and hospitals say they earn these discounts 
because they can push volume in ways the retail pharmacists -- with few exceptions -- have 
not yet been able to master. 

We have been working for months on this complex and controversial issue. It is our 
hope to find a policy approach that assures that no one receives a particular discount just 
because they are one particular purchaser or another. We want to make certain that 
discounts are given to those who earn them. In the upcoming days and weeks. we will be 
working closely with your and other offices to attempt to fmd a way to achieve this goal. 

David. the contributions of you and your staff to the pharmaceutical coverage and cost 
containment policy we are developing have been invaluable. It is my hope and expectation 
that after reviewing this letter you will conclude that we are meeting your policy priorities. 
However. if you have any questions. concerns or further suggestions, I urge you to give me a 
call. Once again. thank you for all of your assistance. 

Sincerely yours. 

Hillary Rodham Clinton 
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PRIVILEGED AND-eONFIDENTlAL MEMORANDUM 

TO: Hillary Rodham Clinton May 5,1993 
FR: Chris Jennings 
RE: Summary of David Pryor's Senate Aging Committee Event 

Tomorrow morning, you are scheduled to join Democratic and Republican' 
Members of the Senate Aging Committee for a closed "healthy" breakfast meeting to 
discuss aging issues and preventive health care.· After the breakfast, the Aging 
Committee will convene a hearing on preventive health for older persons. 

While the hearing will explore the senior prevention topic broadly, certain 
witnesses will stress that tobacco and alcohol are leading causes of disease, 
premature death, and health costs. Attached to this memo you will find a schedule 
for the morning and a copy of Senator Pryor's draft opening statement. 

Purpose of the Hearing (Which follows Your Meeting) 

The hearing will emphasize that the U.S. health care system is aggressive in its 
diagnostic and treatment efforts once serious illnesses and injuries have occurred, but 
that it is negligent and short-sighted in investing in prevention. It will suggest that 
many of these illnesses and injuries could be avoided not only by investing in 
preventive services, but by individuals taking a grE7ater degree of self-responsibility 
for their own health status. 

The three leading- causes of preventable health problems will be explored in 
detail: tobacco, alcohol, and poor diet. Specifically, one in four Americans will die as 
a result of the use of tobacco and alcohol. Tobacco killed an estimated 417,000 in 
1990. Alcohol killed 107,000 in 1988. 

Costs of tobacco and alcohol to society and the health care system will be 
quantified. The Aging Committee will release a Congressional Office of Technology 
Assessment study documenting that in 1990 tobacco cost society $68 billion, including 
$21 billion to the health care system. The latest study on alcohol concludes that the 
1990 costs to society were $98 billion, including $12 billion to the health care system. 
This information will support any effort to move to increase disincentives (taxes) for 
unhealthy behaviors, such as smoking. 
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Background on the Senate Aging Committee 

The Senate Aging Committee is a permanent oversight panel established in 
1961. Although its House counterpart was recently eliminated, Senator Pryor 
defeated an effort to kill the Aging Committee on the Senate floor by 56-43. Senator 
Reid offered the amendment, even though he sits on the Committee (and will attend 
the breakfast). Senator Pryor· made an emotional appeal to save the Committee. 
The Committee remains at risk because a Joint Committee on the Organization of 
Congress will put out a report as early as August which is likely to recommend 
cutting back on the number of Congressional committe~s. 

Anything positive you can say about the Aging Committee would be deeply 
and personally appreciated by Senator Pryor. Positive comments would be welcome 
at the breakfast (because some of the Members voted against the continuation of the 
Committee), but particularly welcome at the 9:30 press availability. You might want 
to consider acknowledging some of the important work the Aging Committee has 
produced over the years. In particular, you could highlight its work on controlling 
drug costs, raising the special concerns of rural communities, highlighting the 
importance of home- and community-based long term care coverage, and 
publicizing the importance of cost-effective preventive health care interventions. 

Members Attending the Breakfast Meeti.ng 

The following members have indicated they will attend: 

Sen. Pryor, Chairman 
Sen. Glenn . Sen. Cohen, Ranking Minority 
Sen. Bradley Sen. Pressler 
Sen. Breaux Sen. Grassley 
Sen. Reid Sen. Simpson 
Sen. Graham Sen. Jeffords 
Sen. Feingold Sen. Durenberger· 
Sen. Krueger Sen. Craig 
Sen. Shelby Sen. Bums (arriving late) 

, Many of these Members are particularly critical to us, especially Bradley, Breaux, 
Graham, Cohen, Jeffords, Durenberger, and Bums. Attached for your information is 
a summary of the health backgrounds of each of the Aging Committee Members. 
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8:00 - 9:15 a.m. 

9:30 - 9:45 a.m. 

10:00 - 12:30 p.m. 

SCHEDULE 

May 6,1993 

Breakfast Meeting with Senate Aging Committee 
Russell Senate Office Building,. Room 428A 
(Small Business Committee Hearing Room). 

Meet with members of the Senate Special Committee on Aging. 
Topics of discussion limited to aging issues and preventive health 
care. You can make a brief comment on these issues followed by 
a discussion moderated by Senator Pryor. Oosed to press. 
Quick (two minute) photo opportunity for the media at the 
beginning of the breakfast meeting. Breakfast will be low-fat, 
specially overseen by cable TV personality Lynn Fischer, "The 
Low Cholesterol Gourmet," who will attend. 

(Lead staffer: Jonathan Adelstein for Senator Pryor. Other 
majority and minority committee staff will be in the room for 
breakfast, but the hearing will' be closed to staff of committee 
members.) 

Press Availability 

Lisa has okayed a brief statement to the press on the importance 
of aging issues, preventive health, and the role of the Senate 
Aging Committee. You will be joined only by Chairman Pryor 
and Ranking Republican Member Cohen. After a very brief 
number of questions, Senator Pryor will cut it off. 

You then leave the Senate Office Building. 

Hearing of the Senate Aging Committee 

Title: "Preventive Health: An Ounce of Prevention Saves a 
Pound of Cure." . 
Witnesses will testify about the cost-effectiveness of preventive 
measures, even for the elderly. They will discuss the costs to 
society and the health care system of risky choices such as 
smoking, drinking alcohol excessively, and eating high-fat foods. 



DEMOCRATS ON SENATE AGING COMMl'ITEE".
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SEN. DAVID PRYOR (D-AR) - Senator David Pryor is Chairman of the Senate Special 
Committee on Aging. He is well liked and respected by the powerful aging advocacy 
community. 'In addition, he is one of the few Democrats that the small business community 
genuinely trusts. Further, as a former Governor, his advocacy of state-based approaches to 
comprehensive reform has gained him a great deal of good will with the Governors. 
Although an unassuming Member and one who does not get overly involved in detailed 
policy discussions, he has emerged as one of the most influential and best liked members of 
the Senate. All of these roles ensure that he will be a key player on the health care front. 

In terms of health care priorities, drug cost containment is the first, second, and third highest 
priority for Senator Pryor. The concept of linking drug cost containment to tax credits 
(embodied in Pryor's Prescription Drug Cost Containment Act -- S. 2000) was endorsed 'by 
President Clinton. 

In addition to his drug cost containment interests, he also has a notable legislative 
achievement record in rural health (relief for hospitals and incentives for primary care doctors 
in medically underserved areas), state-based reform (his NGA and Clinton candidate
endorsed LeahylPryor bill), and long-term care (his proposal for Federal standards for private 
long-term care insurance policies). 

Recent Developments: He backs the use of a dedicated tax for health care, perhaps a VAT. 
He also supports the inclusion of a significant long-term care benefit. He believes that as 
long as we will be spending billions ofdollars, we should make certain to attract popular 
support for the plan. 

He and Senator Cohen joined in an effort to fight back an unsuccessful attempt to eliminate 
the Aging Committee. Although the Committee won the vote on the floor of the Senate, the 
committee remains vulnerable as a result of the deliberations of the Joint Committee on the 
Organization of Congress. 

SEN. JOHN GLENN (D-OH) - Senator Glenn has held hearings on the German and French 
systems as models for health reform. He supported payor play but not the Leadership's ' 
HealthAmerica bill. His concerns include the impact of reform on small business, retiree 
health benefits, and potential changes to Medicare and Medicaid. 

In a previous meeting with the DPC, Glenn questioned where the savings would come from 
in the new system. He thinks that doctors have been unfairly vilified in debates over health 
care costs. He says that their income accounts for less. than one-fifth of health care spending. 
He is more intrigued by the large percentage of lifetime health care costs which occur during 
the last four months of life as an area for health savings. 
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<, As chairman of the Govemrnent.Affairs Committee, he is likely to be interested in and 
actively involved with any proposal that would fold the Federal Employees Health Benefit 
Plan into the new system. Since advocates for federal employees are now asking that they be 
treated the same as other large employers, they are likely to express serious reservations about 
the currently envisioned program. It is therefore advisable to meet with Senator Glenn and 
other chairmen of jurisdiction before any decision is made public. 

SEN. BILL BRADLEY (D-NJ) - Senator Bradley is known more for his work oil tax 
. policy than for his work on health care financing. He has indicated an interest in introducing 
health care reform legislation similar to the managed competition model that he believes the 
President has been advocating. The one exception to his general support of the ainton health 
care approach may well be with regard to prescription drugs. As a Senator representing the 
state which is the capital of the pharmaceutical industry, Bradley is a fierce advocate for the 
industry and their concerns. With Senator Hatch, he led the fight against Senator Pryor's 
effort to influence the industry to contain price increases to inflation by linking their pricing 
behavior to eligibility for tax credits. (The Pryor proposal was endorsed by the President 
during the campaign). 

As a member of the Infant Mortality Commission, Senator Bradley is proud of his work to 
ensure that the Medicaid program was expanded to eventually cover pregnant women and 
kids. He also is a strong advocate for preventive care services. He has sponsored several 
bills on tobacco, including revised warning labels and tobacco as a drug to be included in the 
Drug Free Schools program. In addition, Senator Bradley introduced legislation this year to 
rase the Cigarette excise tax by $1 a pack. Lastly, although he incurred the wrath of some 
aging groups with his opposition to prescription drug price constraints, he has been a long
time supporter of home and community-based long term care services, particularly with 
regard to respite care services. 

Recent Developments: At the 4/20 Finance Committee meeting with The First Lady, 
Senator Bradley asked for an estimate of how much the plan is going to cost and how much 
revenue is expected to be needed. He is very concerned about taxes and is a great advocate 
of going slow on this issue. "It is more important to get it right." 

SEN. BENNEIT JOHNSTON (D-LA) - Senator Johnston has been noncommittal on health 
reform but wants to be a constructive player. He may defer to his Louisianan colleague Sen. 
Breaux who has shown increasing interest in health care reform, since they share concerns on 
its impact on small business and rural areas. His major concern is preventive care and he 
will be willing to compromise on other issues if this is made a high priority in the package. 
While he is not opposed to managed competition he sees problems with regional pricing. In 
discussions with the HCfF in the past, he has asked whether everyone will be in the 
purchasing cooperative and whether doctors will be able to charge higher fees outside of the 
package. Senator Johnston is also concerned with the financing of the health care package. 
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j. 	 SEN. JOHN BREAUX (D-IA) - Senator Breaux is the second most junior Member of the 
Finance Committee. He is one of those up and coming "New Democrats" for whom many 
see a bright future. His politics are moderate to conservative but he is known more as a 
pragmatist than an idealogue. In the area of health care, Breaux is yet another of the 
Committee members who care deeply about small businesses and rural health care. 

Prior tothis 	year, Senator Breaux was not overly active in health care issues. That changed 
when he introduced the Conservative Democratic Forum's managed competition bill with 
Senator Boren in 1992. He is very concerned, however, about the bill's limitations with 
regard to assuring adequate access to health care in rural areas. He is also concerned about 
whether this approach will actually achieve broad-based cost savings. Despite this, he 
remains uncomfortable with the alternatives and he will want to make sure that the 
Conservative Democratic Forum's model is used as much as possible during the upcoming 
debate. He 	opposes price caps and freezes to control costs. 

Recent Developments: At the Finance Committee meeting (4/20), Senator Breaux stated that 
he was very encouraged about what he was hearing. He believes people want health care 
reform but it will be iinportant to sell the benefits first (and sell people on what they are 
getting). He wants the plan to be bipartisan and thinks it should contain malpractice reform. 
the Senator has made very positive public comments about the prospects for health care 
reform and praised the consultative process with both Democrats and Republicans. In 
addition, at the invitation of Ira Magaziner,he joined the President at the Democratic 
Leadership Conference meeting in New Orleans. 

SENATOR RICHARD SHELBY (D-AL) - As you know, the media has made much of the 
rift between Senator Shelby and the White House. He is a conservative Democrat whose vote 
is considered tough to get. While he has said that he is waiting to see what the President 
puts forth, he has expressed some clear views regarding health care reform. He opposes 
"single payer" or any other "top-down" system. He believes there needs to be local control 
and decision making. He is anti-employer mandates, anti-rate setting, and has significant 
small business concerns. Some self-insured people have used managed care very well in 
Alabama. 

Recent Development: In March, Senator Shelby sent a "Dear Colleague" asking for 
cosponsors for his resolution expressing.a "sense of the Congress. that any National Health 
Care reform legislation must ensure that every person covered under the plan has access to 
coverage for medically and psychologically necessary treatments for mental disorders. Such 
access should be equitable to coverage provided to treatments for physical illnesses." 
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'. SEN. HARRY REID (D-NV) - Senator Reid is in his second term in the United States 
Senate. Traditionally not outspoken on health issues, he spends most of his time with his 
Appropriations and Environment and Public Works committees.· He has yet to take a position 
on a particular reform model. He is waiting to see what the HCIF and the President have 
developed. The Senator stresses rural health issues and wants lead screening emphasized. 
He's concerned about mandated benefit packages because he believes they have not worked at 
the state level. He is also worried about the impact of reform on physicians' earnings. 

SEN. BOB GRAHAM (D-FL) - Senator Graham wants to support the President and, not 
surprisingly, is most concerned about long term care. being included in the final package. 
With Florida recently enacting health care legislation, he may be sensitive about state 
flexibility. He is okay on employer mandates and wants to be a player on global budgets. 
However, he would be concerned if Florida were somehow adversely affected in comparison 
to other states. His staff is working on the White House Long Term Care Working Group. 
In previous meetings with the HCIF, he was worried about the role of the Public Health 
System. 

SEN. HERBERT KOHL - Senator Rockefeller believes Senator Kohl will likely support 
the President. Senator Kohl is one :of the wealthiest members of the Senate and spent freely 
of his own money to win this seat. Using the slogan flNobody's Senator But Yours," Kohl 
tried to portray himself in a positive light as a candidate not beholden to special interests. He 
is up for re-election in 1994. He does not support single payer and has not taken a position 
yet on managed competition. He is comfortable with employer mandates if coupled with 
adequate subsidies. Insurance companies are the second largest employer in the state of 
Wisconsin, which may be a concern for him. He is a member of the Mitchell working group 
and members of his staff are participating on the HCIF working groups. 

SEN. RUSSELL FEINGOLD (D-WI) - Freshman Senator Feingold has also adopted a 
wait-and-see attitude but is likely to support the President. In meetings with the HCIF he 
has discussed the need for long term health care, particularly home and community based care 
for the elderly and the disabled. Senator Feingold is also concerned abut coverage for 
farmers. At the state level he was a sponsor of single-payer legislation in Wisconsin. 

Recent Development: At the 4/30, bipartisan meeting with the Senate, Senator Feingold 
asked about long-term care and home care. In particular he wanted to know how .the states 
would be affected by the Administration's proposals. This is particularly important to him 
because Wisconsin is ahead of the game on this issue .. 
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SEN. BOB KRUEGER - Senator Krueger is fighting for his political life trying to hold onto 
Secretary Bentsen's former Senate seat. He recognizes the importance of the issue, but is 
preoccupied with returning to the Senate. It is difficult to foresee his positions, or even worry 
about them at this point. 

Recent Developments: Senator Krueger is now engaged in an election run-off with Texas 
State Treasurer, Kay Bailey Hutchinson. The Republicans are gearing up for a victory as a 
slap to Clinton. 
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REPUBLICAN MEMBERS OFTIfE SENATE AGING COMMITTEE 

WILLIAM .. BILL It COHEN (R.-ME) - Senator Bill Cohen from Maine was elected to the 
Senate in 1978, winning against Senator Hathaway by a large margin. His platforIn then 

, focused on military strength, and that won him a seat on the Senate ..Armed Services ' 
Committee. He is currently on the Senate Committee on the Judicia~, the Senate Committee 
on Governmental Affairs, the Senate Committee on Armed Services, the Senate Special 
Committee on Aging, and the Joint Committee on the Organization of Congress. He is 
considered to be an unpredictable and at times a liberal Republican, whose home state 
priorities often override partisan votes. ' 

Last session, Senator Cohen worked on a health care package which included a refundable tax 
credit for health insurance premiums and a nationwide low-cost basic benefits package. ' 

On January 27, 1993, Senator Cohen submitted S. 223, the Access to Affordable Health Care 
Act, a bill to contain health care costs and increase access to affordable health care, and for 
other purposes. Senator Cohen also co-sponsored Senator Mitchell's Freedom of Choice Act. 

Senator Cohen is one of the ten Republican Senators we have a possibility of getting at the 
present time. He requested that you attend an event in Maine at the same time you went to 
Nebraska for Senator Kerrey. The First Lady may want to extend regrets. Doing something 
in Maine and not heavily involving Senator Mitchell is not recommended. ,An underlying 
rivalry exists between Senators Mitchell and Cohen. Apparently he may ask you again for 
another event; we advise not to commit at this time. 

Recent Developments: At the bipartisan meeting with the Senate last Friday (4/30), 
·Senator Cohen asked about global' budgets and caps. In addition, he wanted to know how 
price controls (if any) will work. Cohen also asked about the process and gave his advice on 
consultation. In addition, he expressed interest in long-term care. 

Senator Cohen joined Senator Pryor in an effort to fight back an unsuccessful attempt to 
eliminate the Aging Committee. A1though the Committee won the vote on the floor of the 
Senate, the committee remains vulnerable as a result of the deliberations of the Joint 
Committee on the Organization of Congress. 

SENATOR LARRY PRESSLER (R-SD) - Senator Larry Pressler is a moderate to 
conservative Republican from the State Qf South Dakota. Known mostly for wanting 
CongreSSional reform, he has fought against pay raises and other issues .that are popular back 
horne. Senator Pressler has a tendency to vote the ways the current political winds are 
blowing. Early in his career, he was known as a liberal Republican, then a conservative and 
is now known as a moderate Republican. Senator Pressler was narrowly re-elected to the 
Senate in 1990, and is expected to face a strong challenge from the very popular 
Congressman-at-large, Tim Johnson, in 1996. Lately, many negative articles have been 
writ,ten about Pressler in South Dakota, which has caused his popularity to slip. Howev~r, 



much can happen in the next four years. 

His health views are not widely known. And it is also unclear whether he will fall to either 
the Chafee or Gramm side of the current Republican health care debate. 

Recent Development: At the 4/30 bipartisan meeting with the Senate, the Senator asked 
about when the Administration hopes to have floor action on the plan. He also asked about 
malpractice reform. 

SENATOR CHARLES GRASSLEY (R-IA) - Senator Grassley is one of those Senators 
who can give the impression (since he is not a detail-oriented person) that he is less than 
sharp and not a significant player. This is not the case. Although he may.not be extremely 
quick, he has a very sensitive and accurate gut for politics and policy and, with a very 
capable staff, he has managed to become quite an effective member of the Finance 
Committee. 

Grassley's primary health care interest has been rural health care. Again, like most other 
Finance Committee members, the Senator has been greatly concerned about perceived 
inequities in reimbursement to rurCll providers. 

Recent Development: Senator Grassley, as he stated at the 4/20 Finance Committee 
meeting, appreciated The First Lady's trip to Iowa. He was, according to Senator Pryor, 
impressed with your presentation before the Finance Committee and, again only according to 
Senator Pryor, said "Hillary is toosmart for Republicans." He has also indicated his support 
for malpractice reform. 

SENATOR ALAN SIMPSON (R-WY) - Wyoming's junior Senator, Alan Simpson, handily 
won re-election in 1990, and currently serves in the Republican leadership as Minority Whip. 
Simpson serves on the Judiciary Committee, the Environment and Public Works Committee, 
the Veterans' Affairs Committee, and the Special Committee on Aging. He has taken partisan 
positions on issues like the Clean Air Act and otherenvironmental issues, but breaks with 
many Republicans in his pro-choice stance. 

Senator Simpson rates the following as his top priorities: state flexibility, rural and frontier 
delivery problems, managed competition's applicability to rural areas and incentives for 
medical personnel to serve in underserved areas. 

Senator Simpson is Currently siding with the Chafee side of the Senate Republican health care 
debate. Also, in a letter to the First Lady in early March, he was very complimentary about 
her meeting with the Republican Senators and her mastery of health care reform. 

Recent Development: At the 4/30 bipartisan meeting with HRC and the Senate, Senator 
Simpson asked about paying for the new health care system. In addition he asked about 
CHAMPUS and DOD, what would happen to them? 
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SENATOR JIM JEFFORDS (R...VT) - Senator Jim Jeffords is a progressive Republican 
who has shown a fair amourit of interest in health-related matters. He has sponsored his own 
bill (The Medicare Health Act), a single-payer approach with 70% federal financing. He 
believes his is a unique approach and really hopes that the Administration considers his 
proposal seriously. 

According to his staff, the main agenda item for Senator Jeffords this year will be the ERISA 
preemption. This is an especially important issue for Vermont, which currently has a waiver 
application in order to pursue comprehensive reform in the state. As a result, he would also 
like to see state flexibility built into a comprehensive reform initiative. 

Senator Jeffords is an advocate of improving access to health in rural areas. As part of health 
reform, Jeffords believes there needs to be an emphasis on primary care and efforts that 
encourage providers to enter primary care. He also favors loan deferment programs and 
expansiori of the National Health Service Corps (NHSC) which aim to address the provider 
shortage issue in rural communities. Jeffords has raised questions regarding how managed 
competition will affect the need for primary practitioners. 

Jeffords has also taken an active stance on lifting the ban on fetal tissue research, increasing 
AIDS education, and eliminating the special market exclusivity for producers of orphan drugs 
(drugs for rare diseases). In addition, Jeffords has been taking a lot of credit lately for the 
fact that the President advises the Administration will be providing lots of state flexibility. 
This public credit-taking has alienated Senator Leahy in particular because Leahy believes he 
is the leader in this area. 

Recent Development: At the May 4 bipartisan Senate Labor and Human Resources meeting, 
he stated his view that we should integrate Medicare into the Administration's proposal. He 
also mentioned that we should emphasize preventive care and childhood nutrition. 

SENATOR JOHN MCCAIN (R-AZ) - Senator John McCain of Arizona is conservative 
with a career-military background. As a former prisoner of war himself, he has focused on . 
the POW/MIA issue in his worle on the Armed Services Committee. 

In the area of health care, he sponsored the Children's Health Care Improvement Act of 1993 
(S. 28) which seeks to improve the health of the nation's children. He has also sponsored the 
Medicare Provider Payment Equity Act of 1993 (S. 31) which would repeal the reduced 
Medicare payment provision for neW providers. The Senator also co-sponsored Senator 
Dole's Medicare reform bill. 

Senator McCain is siding with Senator Gramm in the health care rift in the Republican party. 
As you know, there is a growing ideological debate among the Senate RepUblicans on how to 
proceed on health care. On the one side is the Gramm-:-McCain group which espouses the 
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use of Medical lRAs as a way to make health care available to consumers. On the other side 
of the debate is the Chafee side, which favors a more government-sponsored approach to 
curing what ails our health care system. Senator McCain is sympathetic to the 
pharmaceutical industry .. 

DA\lID DURENBERGER (R-MN) - Senator Dave Durenberger, the ranking Republican on 
the Finance Committee Subcommittee on Medicare, is one of the Committee's most well 
versed Members on health care reform. He also is one of the few Members who has served 
concurrently on the Labor and Human Resources Committee (the other major health care 
committee) and the Finance Committee. He is a moderate who is viewed by the Republican 
leadership as somewhat of a loose cannon. Because of this and his long-standing interest in 
health care reform, Durenberger, too, is a candidate to be a· possible an<:l important ally. 

In the last Congress, he joined Senator Bentsen as the lead Republican on the Texas Senator's 
incremental (insurance market reform, etc.) health reform initiative. He has been a key health 
care player for years, however. He now is the ranking Republican on Jay Rockefeller's 
Subcommittee on Medicare and Long Term Care, and he has served as either a Chairman or 
ranking Member of this Committee for years. In addition, he served (as a Vice-Chair) on the 
Pepper Commission. While he joined all the other Republicans in voting against the access 
recommendations of this Commission, (he did vote for the long-term care recommendations) 
it is important to note that it was unclear that Senator Durenberger was going to vote against 
the Pepper Commission recommendations until very late in the process. An important 
offshoot of this experience, though, was the close working relationship he forged with 
Rockefeller. ' . 

Most recently, Durenberger has focused on state-based health reform initiatives. He does not 
believe that a consensus yet exists for national reform and his own state is tired of waiting. 
Minnesota has a long tradition of moving ahead on health care reforms. It is one of the 5 or 6 
states that has gone ahead and passed legislation to implement its· own reform proposal. 

Minnesota is also THE nation's capital of managed care/HMO delivery systems. As a result, 
Minnesota has historically been more efficient than other states in terms of the delivery of 
health care. Senator Durenberger will be very concerned about the allocation of the global 
budget, particularly that it does not reward the inefficient at the expense of the efficient. 

Senator Durenberger called Chris Jennings on April 17 to talk about health policy substance 
and strategy. He indicated his nervousness with any price controls. He said he thought we 
could get some savings for speeding up implementation of the new physician payment system. 
He also urged us to find a way to fold in Medicare into whatever we do. At a meeting with 
Ira Magaziner on April 21, Durenberger stressed that, unlike some RepUblicans, he thinks we 
can and should do health care this year,. although he expressed reluctance about universal 
coverage (and its associated costs) in the near term. Feedback from Governor Carlson's office 
was very positive, but Durenberger is still telling the press that he's against new taxes and 
isn't sure the bill can be moved this year. 
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. At the bipartisan meeting with the Senate last Friday (4/30), Senator Durenberger outlined the 
major problems for Republicans: Employer mandates, global budgets, and stand-by authority 
for cost controls, how much federal guidelines would be imposed on the states, how much 
authority would the states have in the Health Alliances, and the $100 billion figure. 

Recent Development: At the May 4th bipartisan Senate Labor and Human Resources 
Committee meeting, Durenberger stressed that market based capitation, rather than 
enforceable budgets should be the course the President should take. In addition, he stated that 
Minnesota was good at controlling costs with a market-based system. He also asked about 
Accredited Health Plans (AHP) and urged reform of the Federal Employees Health Benefit 
Program (FEHBP). Lastly, Senator Durenberger urged that the President call former HHS 
Secretary Otis Bowen to get the benefit of his views. 

SENATOR LARRY CRAIG (R...ID) - After ten years in the House, Senator Larry Craig 
won his bid for Senate in 1990, filling the open Senate seat vacated by the retiring Senator 
McLure in 1990. As Idaho's junior senator, he believes strongly in economic development 
and is opposed to environmental restrictions and government regulations. He currently sits on 
the Senate Committee on Energy and Natural Resources, the Senate Committee on 
Agriculture, Nutrition, and Forestry, the Senate Special Committee on Aging and the Joint 
Economic Committee. . 

Senator Craig co-sponsored Senator McCain's Medicare Provider Payment Equity Act of 
1993, which is designed to amend the Social Security Act to repeal the reduced Medicare 
payment provision for new providers. He also co-sponsored Senator Dole's recent bill on 
Medicare (S. 176). 

SENATOR CONRAD BURNS (R-MT) - Senator Bums is Montana's junior Senator. The 
best description of him appeared in the 1992 edition of The Almanac of American Politics: 
"Burns.. .is almost a stereotypical Easterners version of a western politician. He picks his 
teeth with a pocketknife, chews tobacco, and tells deadpan jokes." Burns came to the Senate 
in 1988, defeating incumbent John Melcher .. 

Senator Bums is a quiet Senator with a conservative voting record. Although he is on the 
Republican Health Care Task Force and on Senator Pryor's Aging Committee, he is not very 
outspoken on health issues. He is a cosponsor of Senator Kassebaum's BasiCare Health 
Reform Bill and is interested in meeting with you next week. He is particularly supportive of 
the bill's rural health provisions. 

Recent Development: Senator Bums is scheduled to meet with The First Lady along with 
Senator Kassebaum and Representatives Glickman and McCurdy on Thursday, May 6th. 
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SENATOR ARLEN SPECI'ER (R-PA) - Pennsylvania's Senator Arlen Specter defeated 
Lynn Yeakel last fall, despite the initial momentum generated by his opponent over the 
Senator's questioning of Anita Hill. He has long staked a claim to traditionally Democratic 
issues, like support for labor and women's rights. He currently serves on the Judiciary 
Committee, the Energy and Natur~ Resources Committee, the Appropriations Committee, the 
Veterans' Affairs Committee, and the Special Committee on Aging. 

During last fall's campaign, Senator Specter proposed a health care reform package fOCtised 
on preventive care, while increasing federal funding for health care. He also touted his co
sponsorship of the "Health Care Access and Affordability Act of 1992," a consumer choice 
based health care reform proposal.. ' 

Recent Development: At the 4/30 bipartisan meeting with the Senate, Senator Spector asked 
about bipartisanship and how much it would cost. 


