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TITLE II-NEW BENEFITS 
I

Subtitle A-Medicare (i)utpatient
. I 

Prescription Drug fenefit 
SEC. 2001. COVERAGE OF OUTPATIENT PRESCRIPTION 

DRUGS. 

(a) 	COVERED OUTPATIENT DRUGS AS lVIEDIGAL AND 

I 
OTHER HEALTH SERVICES.-. Section 1861(s)(2)(J) of the 

Social Security Act (42 U.S.C. 1395x(J)(2)(J)) is amend

ed to read as follows: 

"(J) covered outpatient drugs;". 
. 	 I

(b) DEFINITION OF COVERED OUTPATIENT DRUG.
I 

Section 1861(t) of such Act (42 U'j'C' 1395x(t)), as 

amended by section 13553(b) of the Omnibus Budget Rec

onciliation Act of 1993 (hereafter in this subtitle referred 

to as "OBRA-1993"), is amended

(1) in the heading, by adcling1at the end the fol

lowing: "; Covered Outpatient Dru.gs"; 

(2) in paragraph (1), by S+lcing "paragraph 

(2)" and inserting "the succeed.1ng paragraphs of 

this subsection"; and I' 
(3) by striking paragraph (2)1 and inserting the 

following: . 

"(2) Except as otherwise provided in paragraph (3), 
. 	 I· 
the term 'covered outpatient cu'ug' means any of the fol-

October 21, 1993 (8:05 p.m.) 
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lowing products used for a medically iccepted indication 

(as described in paragraph (4)): 

"(A) A drug which may be dispensed only upon 

prescription and

"(i) which is approved for safety and effec

. .. -lL. d .tlveness as a prescnpbon w-llg un er sectIOn 

505 or 507 of the Federal Food, Drug, and 

Cosmetic Act or which is approved under sec

tion 505(j) of such Act; 

"(ii)(I) which was cOmjrnercially used or 

sold in the United States before the date of the 

enactment of the Drug Amenbents of 1962 or 
• I 

which is identical, similar, or related (within the 
I 

meaning of section 310.6(b)(1) of title 21 of the 

Code of Federal RegUlatio1l to snch a drng, 

and (II) which has not been the subject of a 

final determination by the siecretary that it is 

a 'new (hug' (within the me<.ming of section 

201(p) of the Federal FooJ Drug, and Cos

metic Act) or an action brJught by the Sec

retary under section 301, 30!2(a), or 304(a) of 

such Act to enforce section 502(f) or 505(a) of 

such Act; or 

"(iii)(I) which is c1es~ribecl in section 

107(c)(3) of the Drug Amendments of 1962 
I 

October 21, 1993 (8:05 p.m.) 
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and for which the Secretary has determined 

there is a compelling justific~tion for its medi

cal need, or is identical, or related,bwar, 
(within the meaning of sect~on 310.6(b)(1) of 

title 21 of the Code of Federal Regulations) to 

such a drug, and (IT) for which the Secretary 

has not issued a notice of aJ opportunity for a 

hearing under section 505(l) of the Federal· 
I 

Food, Drug, and Cosmetic tct on a proposed 

order of the Secretary to winhch'aw approval of 

an application for such drug tnder such section 

because the Secretru--y has dltermined that the 

drug is less than effective fol~ all conditions of 
I 

use prescribed, recommended, or suggested In 

its labeling; 

" (B) A biological product whidl

"(i) may only be clispen1ed upon prescrip~ 
tion, 

"(ii) is licensed uuder section 351 of the 
I 

Public Health Service Act, a~d 

"(iii) is produced at aJ establislul1ent li

cen..c;;ed tmder such section to produce such 

product; and 

"(C) Insulin certified under ~ection 506 of the 

Federal Food, Drug, and Cosmetid Act. 

October 21, 1993 (8;05 p.m.) 



1 

2 

3 

4 

5 

6 

7 

8 

9 

10 

11 

12 

13 

14 

15 

16 

17 

18 

19 

20 

21 

22 

23 

24 

25 

10/19 ["'''''''eONFmENTIAIi''*'''J
MDCRDRUG 

II.A-6 

"(3) The term 'covered outpatient drug' does not in-

elude any product which is intravenoukly administered in 

a home setting unless it is a covered iome infusion drug 

(as described in paragraph (5)). 

"(4) For purposes of paragraph (2), the term 'medi

cally accepted indication', with respec~ to the use of an 

outpatient ch'1lg, includes any use which. has been approved 

by the Food and Drtig AdministratioJ for the ch'ug, and 

ineludes another use of the ch'ug if

"(A) the ch"ug has been apPl'oved by the Food 

and Dl'1lg Administration; and 

"(B)(i) such use is supported by one or more 

citations which are included (or lpproved' for inclu-. 

sion) in one or more of the fOllO+g compendia, the 

American Hospital Formulary $ervice-Drug Infor-
I 

mation, the American IHeclical IAssociation Drug 

Evaluations, the United States Pharmacopoeia-Drug 

Information, and other authoritltive compendia as 

identified by the Secretmy, unlesl the Secretary has 

determined that the use is not mldiCally appropriate 
I 

or the use is identified as not ihc1icated 111 one or 

more such compendia., or 

"(ii) the carrier involved determines, based 

upon guidance provided by the Secretary to carriers 

for determining accepted uses o~ drugs, that such 

October 21, 1993 (8:05 p.m.) 
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use is medically accepted based 0, supportive clinical 

evidence in peer reviewed medical literature appear-
I 

ing in publications which have been identified for 

purposes of this clause by the sec~etary, 
The Secretary may revise the list of bompendia in para

graph (B)(i) designated as appropr1te for identifying 

medically accepted indications for (lrugr' 
"(5)(A) For purposes of paragraph (3), the term 

'covered home infusion drug' means a covered outpatient 

ch'ug dispensed to an individual that

"(i) is administered intravenously, 

subcutaneously epidurally, or 40ugh other means 

determined by the Secretary, ustg an access device 

that is inserted in to the body and. an infusion device 
I 

to control the rate of flow of the drug, 

"(ii) is administered in thJ 'individual's home 

.,. 1(' I ding an mshtutlOn useCLl I l'lIS lome, ot1lermc u as 

than a hospital under sUbsectio~ <e) or a skilled 

nursing facility that meets the r~quirements of sec

tion 1819(a)), and 

"(iii)(I) is an antibiotic ch'ug and the Secretary 
I 

has not determined, for the specific chTug or the incli-
I 

cation to which the drug is appHed, that the drug 

cannot generally be administerell safely and effec

tive'Iy in a home setting, or 

October 21, 1993 (8:05 p.m.) 
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" (II) is not an antibiotic 8rug and the Sec

retary has determined, for the s~ecific drug or the 

indication to which the drug is applied, that the 

drug can generally be administerld safely and effec

tively in a home setting. l 
"(B) Not later than Januar;v 1, i 996, (and periocli

cally thereafter), the Secretary shall ~ublish a list of the 

drugs, and inclications for such druJ, that are covered 
I 

home infusion ch"ugs, with respect to which home infusion 

drug therapy may be provided under tilis title.". . 
I 

(c) EXCEPTIONS; EXCLUSIONS FrII{OM COVERAGE.-. 

Section 1862(a) of such Act (42 U.S.C. 1395y(a)), as 

amended by section 4117(b), is amend~d-

(1) by striking "and" at thl end of paragraph 

(16), 

(2) by striking the period at the end of para

graph (17) and inserting"; or", ~nd 
. I 

(3) by inserting after paragTaph (17) the fol

lowing new pm~agTaph: 

" (18) A covered outpatient drug (as described 

in section 1861(t))

"(A) when furnished as, as pal't of, or as 

. '1 tl· I '. f 1'1mCl( ent to, any 0 Ier Item or serVIce or W liC 1 

I 
paym.ent may be made lUlClel~ tlus title, or 

October 21, 1993 (8:05 p.m.) 
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"(B) which is listed unUer paragTaph (2) 

of section 1927(d) (other thJ subparagraph (I) 

or (J) of such paragraph) as a drug which may 

be excluded ft'om coverage under a State plan 

under title XIX and which tlL Secretary elects . 
I 

to exclude from coverage under tlus part. 

(d) OTHER CONFOR}'lING A:ME~]yIENTS.-(l) Sec

tion 1861 of such Act (42 U.S.C. 1395x) is mllended

(A) in subsection (s)(2), as abended by section 

13553 of OBRA-1993

(i) by striking subparagItphs (0) and (Q), 

(ii) by adding "and" at the end of sub-

paragJ.'aph (N), 

(iii) by striking "; and" at the end of sub

paragI'aph (P) and inserting a period, and 
I 

(iv) ,by redesignating subparagTaph (P) as 

subparagI'aph (0); and 

(B) by striking the subsection (jj) i;1,dded by sec

tion 415G(a)(2) of the OmluJus Budget Rec

onciliation Act of 1990. 

(2) Section 1881(b)(1)(C) of such Act (42 U.S.C. 

1395rr(b)(1)(C)), as amended by seltion 1:35G6(a,) of 

OBRA-1993, is amended by striking "section 

1861(s)(2)(P)" cUld inserting "section ~861(s)(2)(0)'" 

October 21,1993 (8:05 p,m,) 
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SEC. 2002. PAYMENT RULES AND RELATED REQumEMENTS 

I 
FOR COVERED OUTPATIENT DRUGS. 

(a) IN GENERAL.-Section 1834 ~f the Social Secu

rity Act (42 U.S.C. 1395m) is amended by inserting after 

subsection (c) the following new subsecJion: 
I . 

"(d) PAYMENT FOR AND CERTAIN REQUIRE]\'IENTS 

I 
CONCERNING COVERED OUTPATIENT DRUGS.

. 	 I 
"(1) DEDUCTIBLE.- . 

"(A) IN GENERAL.-Payment shall be 

made under paragraph (2) orUy for expenses in
! 

curred by an individual for a! covered outpatient 

drug during a calendar year after the individual 
. 	 . 

has incurred expenses 'in Ihe year for such 

drugs (during a period in which the individual 

is entitled to benefits under lhis part) equal to 

the deductible amOlult for thlt year. 
I . 

"(B) DEDUCTIBLE ~~'10UNT.-

"(i) For purpo~esl of subparagraph 

(A), the deductlble amol~t 
«(I) for 1996, ~250, and 

"(II) for any succeeding year, the 

amount 	(rOlU1ded tpi the nearest dol
. . 

lar) that the Secretary estimates ,,,ill 
ensure that the pel'centage of the av

erage number of ihclividuals covered 

lUlCler tlus' part (olher than individ-

October 21,1993 (8:05 p,m,) 
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uals enrolled with an eligible organiza
I 

tion under section i 876 or an organi

zation describeJ in section 
I 

1833(a)(l)(A)) during the year who 

will incur expenses for covered ou t-

patient ill:ugs equal to or greater than 

such amount will be the same as the 

percentage for the pl~evious year. 

"(ii) The secre~ shall promulgate 

the deductible amount for 1997 and each 

succeeding year during September of the 

preVIOUS year. ' 

"(C) SPECIAL RULE F.OR DETERMINATION 

OF EXPENSES INCURRED.-+ detennining the 

mnolUlt of e}.."'Penses incurrecl by an individual 

for covered outpatient drugs (hu~il1g a year for 

plU'poses of subparagraph (A), there shall not 

be included any expenses inctrred with respect 
I 

to a drug to the e::\.'tent sucll e::\.l)enses exceed 

the payment basis for such drug' lUlder para

graph (3). 


" (2) P AY1YIENT AlVIOUNT.

"(A) IN GENERAL.-Subject to the deduct

ible established under pa1agraPh (1), the 

amolUlt payable under tlus part for a covered 

October 21,1993 (8:05 p.m.) 
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outpatient drng furnished to an individual dur

ing a calendar year shall be equal to:

"(i) 80 percent of the payment basis 

described in paragraph (3), in the case of 

an individual who has not incun'ed ex

penses for covered outpatient drugs during 

the year (incluiling the' ~eductible imposed 

under paragraph (1)) in excess of the out

of-pocket limit for the year under subpara

graph (B); and 

"(ii) 100 percent o~ the payment basis 

described in paragraph 1(3), in the case of 

any other individual. 

"(B) OUT-OF-POCKET LIMIT DE

SCRIBED.

"(i) For purposes of subpara.gTaph 

(A), the out-of-pocket limit for a year is 

equal to-

"(I) for 1996, f1000, and 

"(II) for any succeeding yem', the 

amount (rounded tr the nearest dol~ 
1m') that the Secretary estimates will 

I ensure that the pellcentage of the av

erage number of individuals covered 
I 

tmder tIllS part (o~her than individ-

October 21, 1993 (8:05 p.m.) 
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uals enrolled with an eligible organiza-
I 

tion under section 1876 or an organi-
I 

zation described in section 

1833 (a)(l)(A)) dlJing the year who 

will incur expenseJ for covered out

patient drugs equal. to or greater than 

such amount will bb the same as the 

percentage for the Jrevious year. 

"(ii) The secrew1 shall promulg'ate 

the out-of-pocket limit £or 1997 and each 

succeeding year during September of the 

prev~ous year. 

"(C) SPECIAL RULE FOR DETERlYIINATION 
I 

OF EXPENSES INCURRED .-Tin determining the 
I 

amolmt of e)"'}Jenses inclu'red by an individual 

for covered outpatient Ch'llgs dlu'ing a year for 

purposes of subparagTaph (A), there shall not 

be included any expenses inc~lnec1 \vith respect 

to a cmlg to the extent Sl1C~l expen...c::;es exceed 

the paytnent basis for such Ch'llg lmcler para

graph (3). 

(((3) PAYMENT BASIS.-For purposes of para

graph (2), the payment basis is the lesser of
. I.

(((A) the actual charge [or a covered out

patient drug, or 

October 21, 1993 (8:05 p.m.) 
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"(B) the applicable payment limit estab

lished under paragraph (4). 

"(4) PATh1ENT LIMITS.

"(A) PAYMENT LThIIT FOR SINGLE SOURCE 

I 
DRUGS AND :MULTIPLE SOiRCE DRUGS 'WITH 

RESTRICTIVE PRESCRIPTIONSr-In the case of a 

covered outpatient chug tllat IS a multiple 

..l_. I . 1 I I. . . . source LU'Llg w UC:l las a restrIctive prescnptIOn, 

'Or that is single source drug, the payment limit 


for a payment calculation period is equal to


"(i) for dnlgS ftu.Lshed after 1996, 


the 90th percentile of the actual charges 

I 

(computed on the geogJjlaphic basis speci

fied by the Secretary) fol· the drug product 

for the second previdus payment cal

culation period, or 

"(ii) the amount of the achninistrative 

allowance (established under paragTaph 

(5)) plus the product of the number of dos

age units dispensed and the per unit esti

mated acquisition cost for the ch'ng prod

uct (determined under lubparagTaph (C)) 

for the period, 

whichever is less. 

October 21, 1993 (8:05 p.m.) 
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"(B) PAYMENT LIMIi FOR l\IDLTIPLE 

SOURCE DRUGS 'WITHOUT RESTRICTIVE PRE· 

I .
SCRIPTIONS.-In the case of a drug that IS a 

I 
multiple source drug which does not have a re~ 

. . ., tl I 1" £stnctIve prescnptlOn, le payment lffilt or a 

payment calculation period I is equal to the 

amount of the ac1nlinistrative allovvance (estab-
I . 

lished under paragraph (5») plus the product of 

the number of dosage lUrits iClispensed and the 

unweighted median of the unit estimated acqui

sition cost (determined tUl~er subparagraph 

(C)) for the drug products foJ the period. 
I . 

"(C) DETERMINATION OF UNIT PRICE.

"(i) IN GENERALI.-The· Secretary 

shall determine, for thl dispensing of a 

covered outpatient ch'ug product in a pay

ment calculation period, the estimated ac

quisition cost for the drug product. 

"(ii) COn.1PLIANCE I 'WITH REQUEST 

FOR INFO'RlVIA.TION,-If a wholesaler or cli

reet seller of a covered +tpatient drug re

fuses, after being requested by the Sec

'1 . I . £ . .retary, to proVlC e prIce ill ormatIon re

quested to carry out clluse (i), ordelib

erately provides informaL on that is false, 

October 21,1993 (8:05 p.m.) 
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the Secretary may unpose a civil money 
, , 

penalty of not to exceed. $10,000 for each 

such refusal or provisioh of false informa

tion. ,The prOVlSIOns bf section 1128A 

(other than subsections (a) and (b)) shall 

apply to civil money prnalties under the 

previous sentence in the same manner as 

they apply to a pel1~ty or proceeding 

under section 112SA(a). Information gath

ered pursuant to clause (i) shall not be dis

closed except as the Sebretary determines 

Ito be necessary to carry out the plu'poses 

of tlus part. 

"(5) AD~UNISTRATIVE ALLOWANCE FOR PUR· 

POSES OF PA)'}.1:ENT LIMIT.

"(A) IN GENERAL.-Except as provided in 

subparagraph (B), the admJistrative allowance 

under paragraph (4) is-

October 21, 1993 (8:05 p,m,) 
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city average) for the 12 month period end

ring with June of that previous year. 

"(B) REDUCTION FOR bORDER PHAR
. I 

MACIES.-'The Secretary may, after consulting 

'th . f hi. . eli 'd alWI representatlves 0 p armaClsts, ill VI U s 

enrolled under this part, ank of private inslU'

ers, reduce the administrativl allowances estab-
I . 

lished under subparagTaph (A) for any covered 

outpatient drug dispensed by a mail order phar

macy, based on differences ,etween such phar

macies and other pharmacies with respect to 
I 

operating costs and other economies. 

"(6) AsSURING APPROPRJTE PRESCRIBING 

AND DISPENSING PRACTICES.

"(A) IN GENERAL.-The Secretary shall 

establish a progTam to identi~ (and to educate 

., 1 1 ' I .)1p lyslcmns ane p larmaClsts C0ncernmg 

"(i) instances or pJtterns of lUUleces

, . I 'b' Iisary or mapproprmte nrescn lllg or ( s-

Ipensmg' practices for covered outpatient 

dI11gS, 

"(ii) instances or patterns of sub

standard care with respect to such drugs, 

"(iii) potential ac1vJ 'se reactions, and 

October 21, 1993 (8:05 p.m.) 
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"(iv) appropriate ufe of generic prod

ucts. 

"(B) ST.ANDARDS.-In. carrymg out the 

program under subparagraphl (A), the Secretary 

shall establish for each covered outpatient drug 

standards for the preSCrlbin~ of the drug which 

are based on accepted medical practice. In es-
I 

tablishing sllCh standards, the Secretary shall 

incorporate standards from such current au

thoritative compendia as the Secretary may se

lect, except. that the Secretary' may modify such 

a standard by regulation o:q. the basis of sci

entific and medical inforlation that such 

standard is not consistent with the safe and ef

fective use of the drug. 

"(C) DRUG USE REVIEW.-The Secretary 

may provide for a drug u,e re';';ew· program 

with respect to covered out!)fttient drugs dis

pensed to individuals eligible. for benefits under 

this part. Such prognun maf include such ele

ments as the Secretary determines to be nec-
I 

essary to assm'e that prescriptions (i) are ap

propriate, (ii) are medically l).ecessary, and (iii) 

are not likely to result in ahverse medical re

suIts, . including any elements of the State drug 

October 21,1993 (8:05 p.m.) 
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use review programs requnrd under section 

1927(g) that the Secretary determines to be ap

propriate. 

"(7) ADMINISTRATIVE IMPROVEMENTS.-The 

Secretary shall develop, in consulltation with rep

resentatives of pharmacies and o~ other interested 

persons, a standard claims form for covered out

patient chougs in accordance "'-itl,l title V of the 

Health Security Act. 

"(8) DEFINITIONS.-In tIns subsection: 

"(A) lYIULTIPLE .AND SINGLE SOURCE 

DRUGS.-The terms 'multiple source choug' and 

'single source drug' have the meanings of those 
, I 

terms under section 1927(k)(r' 

"(B) RESTRICTIVE ,RESCRIPTION.-, A 

drug has a 'restrictive prescription' only if

"(')' 1 f I, .1 ill t le case 0 a WrItten prescnp

. 1 ,. ~ I I ,,, . l'bon, t le prescrIptIOn 1.01' t le CU'1.1g lll( 1

cates, in the handwritin~ of the physician 

or other person prescrib~llg the drug and 

with an appropriate phrale (such as 'brand 

medically' necessary') JCOgllized by the 

Secretary, that a particlLar drug product 

must be dispensed, or 

October 21, 1993 (8:05 p,m,) 
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"(ii) in the case o£ a prescription IS-

sued by telephone-

"(I) the physician or other per

son prescribing the ruilg (through use 

of such an appropriate phrase) states 

that a particular (kg product must 

be dispensed, and 

"(II) the physician or other per

son submits to the IlharmaCy involved, 
. 	 I 

within 30 days 	after the date of the 
. .1 . 

teIeph	one prescnptlOn , a WrItten con

. hi h· .1 1 1 1 . '. .fir'matlOn w c IS lin. t le lane wntmg 

of the physician or other person pre

scribing the drug and which indicates 

with such appropriare phrase that the 

particular drug product was required 

to have been dispenJed. 

"(C) PAYlVIENT 	 CALCUrlTION PERIOD.

The term 'payment calculatJon period' means 

the 6-month period beginninl with January of 

each year and the 6-month period beginning 

with July of each year.". 

(b) 	SUBMISSION OF CLAIMS BY PHARMACIES.-Sec-
I, 

tion 1848(g)(4) of such Act (4~ U.S.<:D. 1395w-4(g)(4)) 

is amended-

October 21, 1993 (8:05 p.m.) 
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(1) in the heading

(A) by striking "PHYSICIAN", 	and 
I 

(B) by inserting "BY, PHYSICIANS AND 

SUPPLIERS" after "CLAIMS", 

(2) in the matter in subpardgraph (A) preced

ing clause (i)- I 

(A) by striking "For services furnished on 

or after September 1, 1990, 'rthin 1 year" and 

inserting "\Vithin 1 year (99 days in the case 

of covered outpatient ch'ugs)" ,I 

I 
(B) by striking "a service" and inserting 

"an item or service", and I 

(C) by inserting "or of pl~ovicling a covered 

outpatient drug," after "basisl" and 
! 

(3) in subparagraph (A)(i) , by inserting "item 

or" before "service. 

(c) SPECLUJ RULES FOR CARRIERS.

(1) 	 USE OF' REGIONAL CkRIERs.-Section 

I 
1842(b)(2) of such Act (42 	u.s.a. 1395u(b)(2)) is 

I 

amended by adding at the end the following: . 

"(D) ·\Vith respect to activities reh.Jed to covered out

patient drugs, the Secretary may enter ito contra,cts vvith 

. ' 1 1.. £ I} . . . carners tIDe er t 'Us sectIOn to per orm it le actnl1tIes on a 

regional basis.". 

October21, 1993 (8:05 p.m,) 
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(2) PAYMENT ON OTHER THAN A COST 

BASIS.-Section 1842 (c)(1)(A) of such Act (42 
I 

U.S.C. 1395u(c)(1)(A)) is amendetl

(A) by inserting "(i)" a£rler "(c)(1)(A)", 

(B) in the first sentenctl, by inserting" 

except as otherwise provide I in clause (ii),". 

after ('under tIns part, and", and 

(C) by adding at the end the follovving: 

"(ii) To the e2l..-tent that a contract under this section 

provides for activities related to covered outpatient drugs, 

the Secretary may provide for payment ~or those activities 

based on any method of payment deterinined by the Sec

retary to be appropriate.". I 
(3) USE OF OTHER ENTITiS FOR COVERED 

OUTPATIENT DRUGS.-Section 1842(f) of such Act 

(42 U.S.C. 1395u(f)) is amended-I 

(A) by striking "and" at the end of para

gyaph (1), 

(B) by substituting "; tuyl" for the period 

at the end of paragT<:lph (2), and, 

(C) by adding at the end ~he following: 

(( (3) ,vith respect to activities t'elated to covered 

outpatient drugs, any other privatJ entity wInch the 

Secretary determines is qualified to conduct such ac

tivities." . 

October 21, 1993 (8:05 p.m.) 



1 

2 

3 

4 

5 

6 

7 

8 

9 

10 

11 

12 

13 

14 

15 

16 

17 

18 

19 

20 

21 

22 

23 

24 

25 

10/19 
MDCRDRUG 

II.A-23 

(4) DESIGNATED CARRIERS TO PROCESS 

1CLAIMS ~F RAILROAD RETIREES.-Section 1842(g) 

of such Act (42 U.S.C. 1395u(g)) is amended by in

serting "(other than functions rlated to covered 

outpatient drugs)" after "functions". 
I 

(d) CONTRACTS FOR AUTOMATIC DATA PROCESSING 
I 

EQUIPJYlENT.-Actions taken before 1995 that affect con

tracts related to the processing of cIaJs for· covered out-
I 

patient drugs (as defined in section 1861(t) of the Social 

Security Act) shall not be subject to' Lction 111 of the 

Federal Property and Administrative Services Act of 

1949, and shall not be subject to administrative or judicial 

reVIew. 

(e) CONFORIVITNG AlVIENDMENTS.

(l)(A) Section 1833(a)(1) <Df such Act (42 

U.S.C. 13951(a)(1)), as ameJded by section 

13544(b)(2) of OBRA-1993, is anJended

(i) by striking "and" at the end of clause 

(0)" and 

(ii) by inserting before the semicolon at the 
. I 

end the follO\ving: ", and (QD with respect to 

covered outpatient drugs, tIle amounts paid 

shall be as prescribed by sectidn 1834(d)". 
I 

(B) Section 1833(a)(2) of SUOll Act (42 U.S.C. 

13951(a)(2)) is amended in the matter preceding 

October 21,1993 (8:05 p.m.) 
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1 subparagraph (A) by inserting ", 
except for covered 

2 outpatient drugs," after "and (I~ of such section". 

3 (2) Section 1833(b)(2) of such Act (42 U.S.C. 

.4 13951(b)(2)) is amended by ins+ting "or with re

5 spect to covered outpatient drugs" before the 

6 comma. 

7 (3) The first sentence of section 1842(h)(2) of 
. I . 

8 such Act (42 U.S.C. 1395u(h)(2)) is amended by in

9 serting "(other than a cm~rier described in sub

10 section (f)(3))" after "Each carrier". 

11 (4) The first sentence of seC~ion 1866(a)(2)(A) 

12 of such Act (42 U.S.C. 1395cc(a)(2) (A)) IS 

13 amended

14 (A) ill clause (i), by inserting "section 

15 1834(d), after "section 1833(1b),", and 

16 . (B) in. clause (ii), by ~lserting ", other 

17 them for covered outpatient drugs," after "pro

18 vider)". I . 

19 SEC. 2003. MEDICARE REBATES FOR COVERED OUT

20 PATIENT DRUGS. 

21 (a) IN GENERAL.-Part B of title :KVIII of the Social 

22 Security Act is amended by adding al the end the fol

23 lmving new section: 

"REBATES FOR COVERED OUTPAiIENT DRUGS 

. "Sec. 1850: (a) RlQUlREMENT FOR REBATE AGREE
:fl... r C • L.\l~ >0 ~.e..Jtco£ Pv<:"t.j,,( ... "hu..... ')\\J '" Ol'~,,'n., foe 5·· ~ I U . 

MENT.-In order for j)'\)w'aGJilt. to be available under tllls 

October 21, 1993 (8:05 p.m.) 
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part for covered outpatient drugs of a manufacturer dis

pensed on or after January 1, 19961 the manufacturer 

must have entered into and have in eAect a rebate agree

ment with the Secretary meeting the rlquireInents of sub

section (b), and an agreement to give lqual access to dis

counts in accordance with subsection (el). 

"(b) TERMS, IMPLElYIENTATION, ~ ENFORCE1IENT 
. I 

OF REBATE AGREElYIENT.

"(1) PERIODIC REBATES.

"(A) IN GENERAL.-A rebate agTeement 

under this section shall require the manufac

turer to pay to the secret"'i for each calendar 

quarter, not later than 30 days after the date 

of receipt of the information Idescribed in para

graph (2) for such quartel a rebate in an 

amount determined uncleI' subsection (c) for all 

covered outpatient drugs of the manufacturer 

described in subparagraph (B). 

"(B) DRUGS INCLUDED1 IN QUARTERLY 
I 

REBATE CALCULArrION,-Dn\gs subject to re-
o I 

bate with respect to a calendar quarter are 
I 

ch-ugs which are either- I . 

"(i) dispensed by participating phm'

. cl'urmg sucI1 quarterI to mc. I' '1 IVlC lUt1Smames 

(other than individuals ek.olled with an eli-

October 21, 1993 (8:05 p.m.) 
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gible organization 'with a contract under 

section 1876) eligible ~or benefits under 

this part, as reported Jy such pharmacies 

to the Secretary, or 

"(ii) dispensed by nonparticipating 

pharmacies to such iJdividuals and in

cluded in claims for plyrnent of benefits 

received by the Secre1t;:uy during such 

quarter. 

"(2) INFORMATION FURNISHED TO lVIANUFAC-

TURERS.

"(A) IN GENERAL.-T11e Secretary shall 

report to each manufactm'er, not later than 60 

days after the end of each cajlendar quarter, in

formation on the total numbel-, for each covered 

outpatient rullg, of units of each dosage form, 

strength, and package size dispensed tmc1er the 

plan during the quarter, 01 the basis of the 

data reported to the Secreta,ry described in 

paragraph (l)(B). 

"(B) AUDIT.-The Comptroller General 

may audit the records of'tlJ Secretcuy to the 

e},:tent necessary to deternill~e the accuracy of 

reports by the Secretary pmJsuant to subpcu'a

gTaph (A). Adjustments to rebates shall be 

October 21, 1993 (8:05 p,m,) 
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made to the eA'tent determine1d necessmy by the 

audit to reflect actual units of drugs dispensed. 

"(3) PROVISION OF PRICE INFORMATION BY 

MANUFACTURER.

"(A) QUARTERLY PRICING Il\I'"FORJ.'\1A

TION.-Each manufacturer v~th an agTeelnent 

in effect under tlus section ~haJl report to the 
. I 

SecretaI'v, not later than 30 fla;vB after the last 
" I " 

day of each calendar qumi:er, on the average 

manufacturer retail price mld the average man

ufacturer non-retail price for each dosage form 

and strengtll of each covere& outpatient drug • 
I 

for the quarter. I. 
"(B) BASE QUARTER PR]CES.-Each man-

I 
ufacturer of a covered outpatient ch'ug "rith an 

agTeement under tIllS section ~hall report to the 
i 

Secretary, ·by not later than fO days after the 

effective elate of such agreement (or, if later, 30 

days after the end of the basJ qlU~rter), the av

1erage ma,nufacturer retail prICe, for such base 

quarter, for each dosage forll and strength of 

each such covered drug. 

"(0) VERIFICATION OF AVERAGE :r.1A.NU

FACTURER PRICE.-The Secl'itary may inspect 

the records of manufacturers, rd '~lrvey whole-

October 21, 1993 (8:05 p.m.) I 
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salers, pharmacies, and institutional purchasers 

of drugs, as necessary to veJify prices reported 

under subparagraph (A)]. 

"(D) PENALTIES.

"(i) CIVIL MONEY PENALTIEs.-The 

Secretary may impose <t civil !ll0ney pen-
I . 

alty on a mallufClctlu'er ,vith an agTeement 

under tlus sectioll

" (1) for faillu'e to provide infor

mation required lJder subparagTaph 

(A) on a timely balis, in all amotLnt 
I 

~lP to $10,000 per day of delay; 

"(II) for refusdl to provide infor

. b hi.matI on a out c arges or prlces re

qnested by the secrttary for purposes 

of verification purslU:rnt to subpara

gTaph (C), in an amount up to 

$100,000; and 

(' (III) for provision, pursu~mt to 
I 

subparagTaph (A) O1L (B), of informa-
I 

tion that the manufactlu'er knows or 

should InlOW is false,l in an amount up 

to $100,000 per itel of inforlnation. 

S . h 1 .1 . Iii .''':1uc ClvII money pena tI€S aTe In ac ( tIon 

to any other penalties pl'escribed by law. 

October 21, 1993 (8:05 p.m.) 
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The provisions of section 1128A (other 

than subsections (a) (with respect to 

amounts of penalties or additional assess

ments) and (b) ) shall apply to a civ1.l 

money penalty under this subparagraph in 
I 

the same manner as such provisions apply 

to a penalty or procee(kg under section 
I 

1128A(a). I 

"(ii) TERlViiNATIOlN OF AGREE

MENT.-If a manufacttJer vvith an agJ.'ee

ment under tIlls section has not provided 

information required un~ler subparagTaph 

(A) or (B) witllin 90 dak of the deadline 

Iimposed, the Secretary may suspend the 

agreement ,vith respect to covered out

patient drugs dispensed after the end of 

such 90-day period a.nd l]ltil the date such 

information is reported (but in no case 

shall a suspension be or less than 30 
. I 

days). i 

I

"(4) LENGTH OF AGREEMENT)

"(A) IN GENERAL.-A tebate agremnent 

shall be effective for an initial period of not less 

than one year and shall be automatically re-

October 21, 1993 (8:05 p.m.) 
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newed for a period of not less than one year un

less terminated under subparlgraph (B). 

"(B)· TERMINATION.

"(i) By THE SECRETARY.-The Sec

.' 'd e I . , fretary nlay proVl e 1.or tenmnatlOn 0 a re

bate ag1.'eement for violaton of the require-

Iments of the agTeement or other g'oocl 

cause ShovVIl. Such termLation shall not be 
I 

effective earlier than 60 days after the 

date of notice of such termination. The 

Secretary shall afford al manufacturer an 

opportunity for a heariJg concerning such 
I . 

termination, but such hearing shall not 

delay the effective date ~f the termination, 

"(iil By A MANTJF"I6TURER.-A Inan

ufactm'er may terminate a rebate ag1.'ee

1 ' . I f'ment .un(1er t 11S sectlOn or any reason. 

Any such tennination shh.ll not be effective 

until the calendar qual1:er beginning at 

least GO davs after the t.l.te the manufac
v I 

turer provides notice to the Secretary.
I 

"(iii) EFFECTIVE DATE OF TER1\U

NN£ION.-Any termulatJn under tlus sub-
I 

paragraph shall not affect rebates due 

October 21, 1993 (8:05 p.m.) 
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/ 

under the agreement before the effective 

date of its termination. 

"(iv) NOTICE TO PHARMACIES.-In 

the case of a termination under this sub

paragraph, the secre~ shall notify phar

macies that are participating suppliers 
I 

under tlus part and physician organiza-
I 

tions not less than 30 days before the ef-
I " 

fective elate of such termination. 

"(c) AlvrOUNT OF REBATE.

"(I) BASIC REBATE.-Each manufacturer shall 

remit a basic rebate to the Secre~ary for each cal
. I 

enelar quarter in an amount, with respect to each 

Idosage form and strength of a covered drug, equal 

to the product of

"(A) tlle total number of units subject to 

rebate for such quarter, as llescribecl in sub

section (b) ( 1) (B); and 

"(B) the greater of

"(i) the difference H1etween the aver

age manufacturer retail price and the aver-

Ii} . age manufacturer non-reta prIce, 
. I 

"(ii) 17 percent of the average manu

facturer retail price, or 

October 21,1993 (8:05 p.m.) 
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"(iii) the amount determined pursuant 

to paragraph (4). 

"(2) ADDITIONAL REBATE.-Each manufac

turer shall remit to the Secretl' for each calendar 

quaJ."ter, an additional rebate fori each dosage form 

and strength of a covered drug, in an ammult equal 

to-

"(A) the total number of units subject to 

rebate for such qUal"ter, a.s described in sub

section (b)(l)(B), mtlltiplied FY 
"(B) the amolmt, if any, by which the av

erage manufacturer retail price for covered 

drugs of the manufacturer exceeds the average 

manufacturer retail price foJ the base quarter, 

increased. by the percenta+ increase in the 

Consumer Price Index for a])l m'ban consumers 

(U.S. average) frOln the end of such base quar

ter to the month before the beginning of such 

calendar quarter. 

"(;3) NEGOTIATED REBATE lliVIOUNT FOR NEW 

IDRUGS.

"(A) IN GENERAL.-The Secretary may 

. : 1 1 £ .Inegotlate WIt 1 t le manu acttu'er a per-ullIt re

bate amolmt, in accordanc~ vv'ith tlus para-

October 21,1993 (8:05 p.m.) 
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graph, for any coveredoutjpatient drug first 
_ I 

marketed after June 30~ 1993-

"(i) which is not Imarketed in any 

country specified in section 802 (b)( 4 )(A) 

of the Federal Food, DJllg, and Cosmetic 
i 

Act and for which the Secretary believes 

the average manufactu!rer's retail price 

may be excessive, or 

"(ii) which is marketed in one or more 

' I ' "fi' 1of such countnes, at irlces Slgru cant y 

lower than the average manufacturer retail 

prIce. 

"(B) lYIAx:ThruM REBA~E AMOUNT FOR 

DRUGS 1\1A.RKETED IN CERTkN COUNTRIES.

.The rebate negotiated pursulnt to this pai'a

graph for a th'ug described in subpl:1ragTaph 

(A)(ii) may be an amount uP to the difference 

Ibetween the average manufacturer l~etail price
I 

(;1,ncl any price at which the che'ug is available to 

wholesalers in a country speclfied in such sec

tion 802(b)(4)(A). 

"(C) FACTORS TO BE CONSIDERED.-In 

making determinations With! respect to the 

prices of a covered th'ug described in subpara

graph (A) and in negotiating a rebate amount 

October 21, 1993 (8:05 p.m.) 
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pursuant to tlns p3l~agraph, the Secretary shall 

take into consideration,' as . applicable and ap

propriate, tlle prices of othe~ drugs in the same 

therapeutic class, cost inforkation requested by 
. I 

the Secretary and supplied Thy the manufacturer 

or estimated by the Secret~~, prescription vol

cunes, economies of scale, Pljoduct stability, spe

cial manufacturing require~ents, prices of the 

drng in countries specified in subp<:.wagraph 

(A)(i) (in the case of a dru~ described in such 
I 

subparagraph),and other relevant factors. 

. "(D) OPTION TO EXCLliJDE COVERAGE.-If 

the Secretary is unable to negotiate with the 

manufacturer an acceptable ~~ebate amount with 
I. 

respect to a covered outpatllent drug pUrSU3llt 
. I 

to tIns p3l~agraph, the Secretary may exclude 

such drug from coverage uncleI' tIns part. 
- I . 

"(E) EFFECTIVE D.c~IE OF EXCLUSION 

FROM COVERAGE.-An exclusion of a ch'ug from 

I coverage pursuant to subparagraph (D) shall be 

effective on and after

"(i) the date 6 months after the effec
. I 

tive date of marketing; approval of such 

chug by the Food and Drug Aclministra

tion, or 

October 21, 1993 (8:05 p.m.) 
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19 "(e) AGREEMENT TO GIVE EQUAL ACCESS '1'0 DrsV COUNTS.-An agTeement under this su~section by a 111an

21 ufactm'er of covered' outpatient drug'S s~all guarantee that 

22 the manufacturer ,vill offer, to each wholesaler or retailer 

23 (or other purchaser representing a gTqUp of such whole

24 salers or retailers) that purcha,ses such drugs on substan

tinIly the same terms (incll1d.mg such terms as prompt 

October 21, 1993 (8:05 p.m.) 
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payment, cash payment, volume purchase, single-site de

livery, and any other terms effectively ~educing the manu

facturer's costs) as any other purchase~ (including any in

stitutional purchaser) the same prIce for such drugs as 

is offered to such other purchaser. 

"(f) DEFINITIONS.-For purposes of tIns section

"(1) AVERAGE lVIANUFlcTURER RET~ljL. 
PRICE.-The term 'average m1anufacttu·er retail 

price' means, with respect to a covered outpatient 

drug of a manufacttlrer for a ca~enc1ar quarter, the 

average price (inclusive of discOllnts for cash pay

Iment, prompt payment, volluue purchases, and re

bates (other than rebates lmder tlts section), but ex-
I 

elusive of nominal prices) paid t1 the manufacturer 

for the cb'ug in the United States for cb'ugs distrib

uted to the retail pharmacy class Jf trade. 
I

"(2) AVERAGE IVI..AJ.'ITJFACTURER NON-RET.AlL 
I 

PRICE.-The term 'average manufacturer non-retail 

. , . 1 I 1 .prlce means, WIt 1 respect to a 	 coverec outpabent 
I

cb'ug of a manufacturer for a calendar quarter, the 

weighted average price (inclusive! of discomlts for 

Icash paylnent, prompt payment, rolume pm'chases, 

and rebates (other than rebates under tlus section), 

but exclusive of nominal prices) Jaid to the mallU

factm'er for the cb'ug in the U lliJed States by hos-

October 21, 1993 (8:05 p.m.) 
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pitals and other institutional purchasers that pur

chase drugs for institutional use bd not for resale. 

. "(3) BASE QU.ARTER.-The tbrm 'base quarter' 

means, with respect to a covered ~utPatient drug of 

a manufacturer, the calendar quarter beginning 

April 1, 1993, or (if later) the bst full calendar 

quarter dlu'ing which the ch'ug wds marketed in the 

United States. 

"(4) COVERED DRUG.-The term 'covered ch'ug' 

includes each innovator multiple source ch'ug and 

single source drug, as those terms are defined in 

section 1927(k)(7). I 

"(5) ~IANuFACTURER.-The! term 'manufac

turer' means, 'with respect to a dovered outpatient 

drug

"(A) the entity whose National Drug Code 

number (as issued pursuant tl section 510(e) of 

tl,e Federal Food, Drug, and leOSmetiC Act) ap

pears on the labelin6' of the chrg; or 

"(R) if the numher described in subpara

gTaph (A) does not appear dn the labeling of 

the ch'ug, the person named II the applicant in 

a human drng' application (in Ithe ca.se of a new 

ch'ug) or the product license application (in the 

October 21, 1993 (8:05 p.m.) 
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case of a biological product) for such drug ap

proved by the Food and Drug Administration.". 

(b) CONFORMING AMENDMENT RELATING TO Ex

eLUSIONS FROM COVERAGE.-SectioJ 1862(a)(18) of 

such Act (42 U.S.C. 1395y(a)), as ladded by section 

2001(c), is amended

(A) by striking "or" at tlie end of subpara

graph (A), 

(B) by striking the period at the end of 

subparagTaph (B) and insertJg ", or", and 

(C) by adding at the end the following new 

subparagraphs: 

"(C) furnished during ayear for which the 

drug's manufacturer does noJ have in effect a 

rebate agreement with the Selretary that meets 

the requirements of section 1850 for the yeal~, 

or 

"(D) excluded' fronl cOierage chu'ing the 

year by the Secretary pm'suant to section 

1850(c)(:3)(D) (relating to hegotiated rebate 

amounts for certain new drugJ).". 

SEC. 2004. COUNSEUNG BYPARTICIPAT1G PHARMACIES. 

Section 1842(h) of the Social Secm'ity Act (42 U.S.C. 

1395u(h)) is amended by adding at the end the following: 

October 21, 1993 (8:05 p.m.) 
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"(8) A pharmacy that is a participating supplier 
I 

under this part shall agree to answer q~estions of individ-
I 

uals enrolled under this part who receive a covered out

patient drug from the pharmacy regarJg the appropriate 

use of the drug, potential interactions Ibetween the drug 

and other chugs dispensed to the incQvidual, and other 

matters relating to the dispensing of such drugs.". 
I 

SEC. 2005. EXTENSION OF 25 PERCENT RULE FOR PORTION 

I 
OF PREMIUM ATTRIBUTABLE TO COVERED 

OUTPATIENT DRUGS. 

Section 1839(e) of the Social Security Act (42 U.S.C. 

1395r(e)) is amended by adding at the bnd the following: 

"(3) N ot\vithstancling the provisiJns of subsection 

(a), the portion of the monthly premiuJ for each individ
. I 

ual enrolled tmder tIllS part for each month after Decem

ber 1998 that is attributable to covered outpatient ch'ugs 

shall be an amount equal to 50 percent of the portion of 

the monthly actuarial rate for enrollers age 65 and over, 

as determined under subsection (a)(1) and (i,pplicable to 
I 

such month, that is attributable to cJvered outpatient 

ch·ugs.".' 

SEC. 2006. COVERAGE OF HOME INFUSIO~ DRUG THERAPY 

SERVICES. 

(a) IN GENERAL.-Seetion 1832(a) 2)(A) of the So

cial Security Act (42 U.S.C. 1395k(a)(21)(A)) is a.mended 

October 21, 1993 (8:05 p.m.) 
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by inserting "and home infusion drug; therapy services" 

before the semicoion. 

(b) 	HOME INFUSION DRUG THERAPY SERVICES DE
I 

FINED.-Section 1861 of such Act (42 U.S.C. 1395x) is 

amended

(1) by redesignating the subsection (jj) inserted 

by section 4156(a)(2) of the Onutbus Budget Rec

onciliation Act of 1990 as sUbsectihn (kk); and 

(2) by inserting after such Jubsection the fol

10vving new subsection: 

"Home Infusion Drug TheraP1Services 

(((1l)(1) The term (home infusion drug therapy serv

ices' means the items and services c1escJibed in paragraph 

(2) furnished to an individual who is lmder the care of 

a physician

"(A) in a place of residence used as the individ

ual's home, 

"(B) by a qualified home infusion (h11g therapy 

provider (as defined in paragTaph (3)) or by others 

tmder anangements with theln made by that pro

videI', and 

. (( (C) tmder a plan established and periodically 

reviewed by a physician . 

. "(2) The items and SeIV1.CeS c1escdbed in tlus pa,ra-
I 

gTaph are such nursing, pharmacy, ana related Sel~1.Ces· 

October 21,1993 (8:05 p.m.) 
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(including medical supplies, intravenou.s fluids, delivery, 

and equipment) as are necessary to conruct safely and ef

fectively a drug regimen through use 0f a covered home 
I 

infusion drug (as defined in subsection !(t)(5)), but do not 

include such covered outpatient ch"Ugs. 

"(3) The term 'qualified home infusion drug therapy 

provider' means any entity that the se1retary determines 

meets the following requirements: 

"(A) The entity is capable of providing or (:U'

ranging for the items and services llescribed in para

graph (2) and covered home infuSi111 Ch~lgs. 
"(B) The entity maintains clinical records on 

all patients. 

"(C) The entity adheres to "ivritten protocols 

and policies '\-vith respect to the provision of items 

and services. 

"(D) The entity makes services available (as 
I 

needed) seven davs a week on a 24-hour basis. 
U I 

"(E) The entity coordinates al service with the 

patient's physician. 

"(F) The entity conducts a quality assessment 

and assurance program, inciucUng flrng regimen re

. d lin' f' IVIew all coore atlOn 0 patIent car' 

" (G) The entity. assures that only trained per

sonnel provide covered home infusioh drugs (and any 

October 21, 1993 (8:05 p.m.) 
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other service for which training is required to pro

vide the service safely). 

"(H) The entity assumes responsibility for the 

quality of services provided by othlrs tmder anange

ments \vith the entity. 

"(I) In the case of an entity in any State in 

which State or applicable local lat provides for the 

licensing of entities of this nattu1e, (A) is licensed 

pursuant to such law, or (B) is approved, by the 

agency of such State or locality responsible for li

. .. fl' I. 1 dcensmg entities 0 t 11S nattU'e, as meetmg t le stem·

ards established for such licensing. 

"(J) The entity meets such other requirements 

as the Secre~'U''Y may determine al~e necessary to as-
I 

sure the safe and effective provision of home infu

sion chug therapy services and the efficient acuninis

tration of the home infusion ch'ug thel:apy benefit.". 

(c) PAYl'YIENT.

(1) IN GENERAL.-Section 1833 of such Act 

(42 U.S.C. 13951) is amendecl

(A) in subsection (a)(2)(,), by stril(ing "or 

(E)" tmd inserting "(E), or (F)", 

(B) in subsection (a)(2)(D), by striking 

(( and" at the end, 

October 21, 1993 (8:05 p.m.) 
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1 (C) in subsection (a)(2)(E), by striking the 

2 semicolon and inserting "; Jd", 

3 (D) by inserting after s~bsection (a)(2)(E) 

4 the following new subparagr8;~h:
I 

"(F) with resect to home infusion drug 

,6 therapy services, the amolmtb described in sec

7 tion 1834(j);", 

8 (E) ill the first sentence of subsection (b), 

9 by striking "services, (8)" Jd inserting' "serv-

J 1 . 1.. I tl4!0.' .ICes anCl lome lllulslOn (U'ug lerapy serVIces, 

11 (3)". 

12 (2) Al'I10UNT DESCRIBED'-IS~ction 1834 of 

13 such Act, as amended by section 13544(b)(i) of 

14 OBRA-1993, is amended by add*g at the end the 

following new subsection: 

16 "(j) HOl\ill INFUSION DRUG THERAPY SERVICES.

17 "(1) IN GENERAL.-:VVith res~ect to home infu-
I 

18 sion drug therapy services, payment under tIllS part 

19 shall be made in an amount equJl to the lesser of 

the actual charges for such servicel or the fee sched-
I 

21 ule established under paragraph (29. 
I

22 "(2) ESTABLISHMENT OF FEE SCHEDULE.

23 The Secretary shall establish by regulation before 

24 tlle beginning of 1996 and each il1ccee(ung year a 

fee schedule for home infusion drug therapy services 

October 21, 1993 (8:05 p.m.) 



1 

2 

3 

4 

5 

6 

7 

8 

9 

10 

11 

12 

13 

14 

15 

16 

17 

18 

19 

20 

21 

22 

23 

24 

25 

10/19 ["'''*CO:'NF.I:BEN'f'IAL***] 
1YIDCRDRUG 

ILA-44 

for which payment is made under tIns part. A fee 

schedule established under this lubsection shall be 

on a per diem basis.". 

(3) PROIDBITION ON CERTAIN REFERRALS.

Section 1877(h)(6) of such Act (42 U,S.C. 

1395nn(h)(6)), as amended by section 13562(a) of 
I ,

OBRA-1993, is amended by adding at the end the 

follmving: 

"(L) Home infusion eu-'ug therapy serv

ices.". 

(d) CERTIFICATION.-Section 1835(a)(2) of such Act 

(42 U,S.C. 1395n(a)(2)) is amendec1

(1) by striking "and" at the end of subpara

graph (E), 

(2) by striking the period at the end of sub-
I 

paragTaph (F) and inserting "; and", and 

o (3) by inserting after subparaknLPh (F) the fol

lowing: 

"(G) in the case of home inulsion drug 

therapy services, (i) such smtees are or were 

required because the individ"llal needed such 

' '1 elm" .I f 1serVIces for t le a IDlstratlOn 0 a coveree 

...' ( .. ) II ~ • 1 . 1" 1:.Ilome ll1[nSlOl1 eU1.1g, 11 a p pn 1.01' uU'IllS ung 
i 

such services has been established and is re-

o. 1 '. ill II b 1 I .. 1 (''')v'lewec peno ca y yap lyslCUl.n, ane III 

October 21. 1993 (8:05 p.m.) 
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such services are or were :furnlished while the in-

di"''';dual '. . d th I fl' 
,VJ. 18 or was un er e care 0 a p lYSI

cian.". 

(e) CERTIFICATION OF HOME INFUSION DRUG 

THERAPY PROVIDERS; INTERJYrEDIATE SAl~CTIONS FOR 

NONCOMPLIANCE 

(1) TREAT.lYrENT AS PROVIDER OF SERVICES.
I 

Section 1861(u) of such Act (42 [U.S.C. 1395x(u» 

is amended by inserting "home infusion ch'ug ther

apy provider," after "hospice progrlm,'" 

I
(2) CONSULTATION \-""ITH STA'rE AGENCIES .AJ.~ 

I 
OTHER ORGANIZATIONS.-Section 1863 of such Act 

(42 U.S.C. 1395z) is amended Jy striking "and 
I 

(dd)(2)" and inserting "(dd)(2), anh (ll)(3)". 
, I 

(3) USE OF STATE AGENCIES [N DETERlYllNING 
I 

CO!vIPLIAl'TOE.-Section 1864(a) of such Act (42 

U.S.C. 1395aa(a» is amended

(A) in the first sentence, by striking- '(an 

agency is a hospice progTam" and inserting "an 

agency or .entlty . 
IS a 1 . I10splCe prognlm or a 

home infusion drug therapy provider," after 

((home health agency, or whethr'''; and 

(B) in the second sentence-r-

October 21, 1993 (8:05 p.m.) 
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(i) by striking "institution or agency" 
. . w .. \ 

and msertmg mstItution, agency, or en

tity", and 

(ii) by striking "or hospice progTam" 

and inserting "hospice wrogram, or home 
I 

infusion drug therapy prlvider" . 

(4) APPLICATION OF INTERJYIEDIATE SANC

TIONS.-Section '1846 of such Act (42 U.S.O. 

1395w-2) is amended

(A) in the heading, by adding "AND FOR 

QUALIFIED HOME INFUSION DRUG THERAPY 

PROVIDERS" at the end, 

(B) in subsection (a), by inserting "or that 

a qualified home infusion ch'uJ therapy provider 

that is certified for participatJn under this title 

no longer substantially meets the requirements 

of section 1861(11)(3)" after "under tIns part", 

and 

(0) in subsection (b)(2)(A)(iv), by insert

ing "or home infusion drug therapy se':';ees" 

after "clinical diagnostic h.lbor(,itory tests". 
. I 

(f) USE OF REGIONAL INTER1:IED~IES IN ADMINIS

TRATION OF BENEFIT.-Section 1816 lof such Act (42 

U.S.C. 1395h) is amended by adding aJ the end the fol

lowing new subsection: 

October 21, 1993 (8:05 p.m.) 
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"(k) With respect to carrying out 
functions relating 

to payment for home infusion drug th~rapy services and 

covered home infusion drugs, the Secret~ may enter into 

contracts with agencies or organizations under tIns section 

to perform such functions on a regional masis.". 

SEC. 2007. CIVIL MONEY PENALTIES FOR EXCESSIVE 

CHARGES. 

Section 1128A(a) of the Social Security Act (42 

U.S.C. 1320a-7a(a)), as amended by se~tions 4041(a)(1), 

4043(a)(1), and4043(c), is amended

(1) by striking ",or" at the end of paragTaph 

(5) and adding a semicolon, 

(3) by adding "or" at the end of paragraph (6), 

and 

(4) by inserting after para.g~~aph (6) the fol

lowing; 

"(7) in the case of a pharmacy, presents or 

Icauses to be presented to any person a request for 

paJlnent for· covered outpatient (lnl~'S (as defined in 

section 1861(t)) (lispel1..~ed to an nldividual em'ollecl 
I 

Lmder part B of title XVIII and for which the 

amount charged by the pharmacy is gTeater than the 

amount the phal'luacy charges the general public (as 

determined by the Secretary);". 

October 21, 1993 (8:05 p.m.) 
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SEC. 2008. CONFORMING AMENDMENTS II'O MEDICAID PRO

GRAM. 

(a) IN GENERAL.

(1) REQUIRING MEDICARE REBATE AS CONDI

TION OF COVERAGE .-The first s~ntence of section 

1927(a)(1) of the Social Security Act (42 U.S.C. 

1396r-8(a)(1)) is amended

(A) in the first sentence of paragraph (I), 

by striking "and paragraph (6)" and in..')erting 
. I 

", paragraph (6), and (for calendar quarters be

~ng on or after JanuaJ I, 1996) para

graph (7)"; and 

(B) by adding at the end the following new 

paragraph: 

"(7) REQUIREMENT REL.A.TING TO REBATE 
. I

AGREE1IENTS FOR Co-VERED OUTPATIENT DRUGS 

UNDER Jl,IEDIG.ARE PROGRAlYI.-~ manufactlu'er 

meets the requireluents of this paJagraph for quar

ters in a year if tlle malmfacttu'el1 has in effect an 

agreement with the Secretary undei. section 1850 for 

providing rebates for covered out1a.tient drugs fm-· 

nished to individuals under title XVIII during the 

year,". . I 

(2) NON-DUPLICATION OF REBATES.-Section 

1927(b)(1) of the Social Security! Act (42 U.S.C. 

1396r-8(b)(1)) is amendec1

October 21, 1993 (8:05 p.m.) 
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(A) by redesignating sUQparagraph (B) as 

subparagraph (0), and 

(B) by inserting after !Subparagraph (A) 

the following new subparagra,h: ' 

"(B) NON-DUPLICATION OF :MEDICARE BE

BATE.-Oovered drugs furnislled to an individ

ual eligible for benefits undel both part B of . I 
title XVIII and a State plan under this title 

shall not be included in the determination of 

units of covered outpatient ch"ugs subject to re

bate tmder tlus section.". 

(b) EFFECTIVE DATE.-The amelclments made by 

subsection (a) shall apply to quarters ibeginning on or 


after January 1, 1996. 


SEC. 2009. EFFECTIVE DATE. 


The amendments made by tlus subtitle shall apply to 
I 

items and services Dunished on or after fanuary 1, 1996. 

Oct?ber 21, 1993 (8:05 p.m.) 


