Lo MLJ}& o F‘h
' [***CONFIDENTIAL***] 10/19
MDCRDRUG :
| I.A-1
1 [For Use of Drafting Group Only]
2 [Subtitle A of title II]
3 [Notice: Does Not Necessarily
4 Reflect Current Policy]
5 MEDICARE DRUG BENEFIT

Covez\.\tf;’éw e émfcﬁ —Q /\7 @

DETERMINED TO BE AN ADMINISTRATIVE
MARKING Per E.O. 12658 as amcndqgi, See. 3.2 (c)

Initials: ﬂ } Date:

8.'3.0‘9

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




MDCRDRUG

Sec.
Sec.
See.
Sec.
See.

See.
See.

Sec.
See.

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

Subtitle A—Medicare Outpatient Preseriptio

2001.
2002.
2003.
2004.
2005.

2006.
2007.
2008.
2009.

[***CONFIDENTIAL ]
IL.A-2
[table of contents of file]

TITLE II—NEW BENEFITS

Coverage of outpatient drugs.

Payment rules and related requirements for outpatient drugs.

n Drug Benefit

Medicare rebates for covered outpatient drugs.

Counseling by participating pharmacies,

10/19

Extension of 25 percent rule for portion of premium attributable to

covered outpatient drugs.

Coverage of home infusion drug therapy seyvices.

Civil money penalties for excessive charges.'
Conforming amendments to medicaid prog:
Effective date,

arn.



http:Conformi.ng

\IDCRDRUG 10/19
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1 TITLE II—NEW BENEFITS
2  Subtitle A—Medicare (‘)utpahent
3 Prescription Drug Benefit
4 SEC. 2001 COVERAGE OF OUTPATIEILT PRESCRIPTION
5 DRUGS.
6 (a) COVERED OUTPATIENT DRUGS AS MEDICAL AND
7 | A
8 Social Security Act (42 U.S.C. 1395x(s)(2)(J)) is amend-
9 ed t§ read as follows:
10 “(J) covered outpatient drugs;”.
11 (b) DEFINITION OF COVERED OU’IPATIE‘NT DrUG.—
12 Section 1861(t) of such Act (42 U.8.C. 1395x(t)), as
13 amended by section 13553 (b) of the Omnibus Budget Rec-
14 onciliation Act of 1993 (hereafter in this subtitle referred
15 to as “OBRA-1993"), is amended— |
16 (1) in the heading, by adding|at the end the fol-
17 lowing: ““; Covered Outpatient Drugs”;
18 (2) in paragraph (1), by striking ‘“paragraph
19 (2)” and inserting ‘“‘the succeeding paragraphs of
20 this subsection’’; and
21 (3) by striking paragraph (2) and mserting the
22 following: |
23 “(2) Except as otherwise provided in paragraph (3),

[+++CONFEDENTIAL ]

24 the term ‘covered outpatient diug’ means any of the fol-

October 21, 1993 (8:05 p.m.)
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1 lowing products used for a 'medica,ﬂy accepted indication

2 (as described in paragraph (4)):

3
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preseription and—

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

““(1) which 1s approved for safety and effec-

tiveness as a prescription drug under section

505 or 507 of the Federal
Cosmetic Act or which is ap

tion 505(j) of such Act;

Food, Drug, and

proved under sec-

“(n)(I) which was commercially used or

sold mn the United States before the date of the

enactment of the Drug Amendments of 1962 or

which is identical, similar, or

l
) of title 21 of the

meaning of section 310.6(b)(1
Code of Federal Regulations
and (II)' which has not been
final determination by the S
a ‘new drug’ (within the m

201(p) of the Federal Food

metic Act) or an action brc

retary under section 301, 30
such Aet to enforce section 5

such Act; or

related (within the

) to such a drug,
1 the subject of a
ecretary that it 1s
ieaning of section
, Drug, and Cos-
ught by the Seec-
2(a), or 304(a) of
02(f) or 505(a) of

“(in)(I) which 1s described In section

107(e)(3) of the Drug Amendments of 1962
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and for which the Secretary has determined

there is a compelling justification for its medi-

cal need, or is identical, similar, or related

(within the meaning of sectiion 310.6(b)(1) of

title 21 of the Code of Federal Regulations) to

such a drug, and (II) for which the Secrefary
has not issued a notice of an opportunity for a
hearing under section 505(e) of the Federal
Food, Drug, and Cosmetic Act on a proposed
order of the Secretary to withdraw approval of
an application for such drug under such section
because the Secretary has determined that the
drug is less than effective for all conditions of
use prescribed, recommended, or suggested in
its labeling;

“(B) A biological product which

“(1) may only be dispensed upon prescrip-
tion,
“(11) 1s licensed under section 351 of the
Public Health Service Act, and
“(ii1) 1s produced at an establishment li-
censed under such section | to produce such‘
product; and

“(C) Insulin certified under section 506 of the

Federal Food, Drug, and Cosmetic Act.
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2), the term ‘medi-
t to the use of an
has been approved

for the drug, and
roved by the Food
approved for inclu-
ing compendia: the
ervice-Drug Infor-

Association Drug

tive compendia as

determines, based
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1 “(3) The term ‘covered outpatient drug’ does not in-
2 clude any product which is intravenously administered in
3 a home setting unless it is a covered home infusion drug
4 (‘as deseribed in paragraph (5)).
5 “(4) For purposes of paragraph (
6 cally accepted indication’, with respec
7 outpatient drug, includes any use which
8 by the Food and Drug Admimistration
9 includes another use of the drug if—
10 “(A) the drug has been app
11 and Drug Administration; and
12 “(B)(i) such use is supported by one or more
13 citations which are included (or :
14 sion) in one or more of the follow
15 American Hospital Formulary S
16 mation, the American Medical
17 Evalunations, the United States Pharmacopoeia-Drug
18 Information, and other authorita
19 identified by the Secretary, unless the Secretary has
20 determined that the use is not medically appropriate
21 or the use 1s 1dentified as not indicated i one or
22 more such epmpen}dia., or
23 “(11) the carrier mnvolved
24 upon guidance provided by the Secretary to carriers
25

October 21, 1993 (8:05 p.m.)
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medically accepted indications for drug
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use 1s medically accepted based on supportive clinical
evidence In peer reviewed medical literature appear-
ing in publications which have been identified for

purposes of this clause by the Secretary.

The Secretary may revise the list of compendia in para-

graph (B)(1) designated as appropriate for identifying

k2]

“(5)(A) For purposes of paragraph (3), the term

‘covered home infusion drug’ means al covered outpatient

“(1) 18 administered intfavenously,
subcutaneously epidurally, or through other means
determined by the Secretary, .using an access device
that is inserted in to the body and an infusion device
to. control the rate of flow of the drug,

“(i1) i1s administered in the individual’s home"
(including an institution used as his home, other
than a hospital under subsection (e) or a skilled
nursing facility that meets the requirements of sec-
tion 1819(a)), and

“au)(I) is an antibiotic diug and the Secretary
has not determined, for the speeiil“ic drug or the indi-
cation to which the drug is applied, that the drug
cannot generally be administered safely and effec-

tively in a home setting, or
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1 “(II) | is not an antibiotic drug and the Sec-
2 retary has determined, for the specific drug or the
3 indication to which the dxﬁg 1S appﬁed, that the
4 drug can generally be administered safely and effec-
5 tively in a home setting.
6 “(B) Not later than January 1, 1996, (and periodi-
7 cally thereafter), the Secretary shall publish a list of the
8 drugs, and indications for such drugs, that are covered
9 home infusion drugs, with respect to which home infusion
10 drug therapy may be provided under this title.”.
11 (¢) ExcEpTiONS; EXCLUSIONS FROM COVERAGE.—
12 Section 1862(a) of such Act (42 UIS.C. 1395y(a)), as
13 amended by section 4117(b), is amended—
14 (1) by striking “and” at the end of paragraph
15 (16),
16 (2) by striking the period at the end of para-
17 graph (17) and inéerting “oor”) and
18 (3) by iﬁserting after paragraph (17) the fol-
19 1o“ﬁ11g new paragraph:
20 “(18) A covered outpatient|drug (as described
21 in seetion 1861(t))—
2 “(A) when furnished as, as part of, or as
23 incident to, any othér item or service for which
24 payment‘may' be made under this title, or

October 21, 1993 (8:05 p.m.}
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1 “(B) which is listed under paragraph (2)
2 of section 1927(d) (other than subparagraph (1)
3 or (J) of such paragraph) as|a drug which may
4 be excluded from coverage under a State plan
5 ander title XTX and which thé Secretary elects
6 to exclude from coverage under this part.
7 (d) OTHER CONFORMING AMENDMENTS.—(1) Sec-
8 tion 1861 of such Act (42 U.S.C. 1395x) is amended—
9 (A) i subsection (s)(?), as amended by section
10 13553 of OBRA-1993—
11 (1) by striking subparagraphs (O) and (Q),
12 (1) by adding “and” at the end of sub-
13 paragraph (N),
14 (1i1) by striking ; and” jat the end of sub-
15 paragraph (P) and inserting a period, and
16 (iv) by redesignating subparagraph (P) as
17 subparagraph (O); and
18 (B) by striking the subsection (jj) added by sec-
19 tion 4156(a)(2) of the Omnibus Budget Ree-
20 oneiliatjon Act of 1990.
21 ‘(2) Seetion 1881(b)(1)(C) of such Act (42 U.S.C.

22 1395rr(b)(1)(C)), as amended by seetion 13566(a) of

23 OBRA-1993, is amended by striking ‘section
24 1861(s)(2)(P)” and inserting “seection 1861(s)(2)(0)".

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

2 FOR COVERED OUTPATIENT DRUGS.

3 (a) IN GENERAL.—Section 1834 of the Social Secu-

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

5 subsection (¢) the following new subsection:

6 “(d) PAYMENT FOR AND CERTAIN REQUmEMENTs

7 CONCERNING COVERED OUTPATIENT DRUGS.—

8 | “(1) DEDUCTIBLE.—

9 “A) In GENERAL.——-Paymeht shall be
10 made under paragraph (2) only for expenses in-
11 curred by an individual for a covered outpatient
12 drug during a calendar year aftef the individual
13 ~ has incurred expenses in the year for Asuch
14 drugs (during a period in which the individual
15 is entitled to benefits under this part) equal to
16 the deductible amount for that year.

17 “(B) ‘DEDUGTIBLE AMOUNT.—

18 “(1) For purposes of subparagraph

19 (A), the deductible amount is—

20 | “(I) for 1996, $250, and

21 - “(II) for any succeeding year, the
222 amount (rounded tb the nearest dol-

23 lar) tlialt the Secretary estimates will

24 ensure that the percentage of the av-

25 erage number of mdividuals covered

26 ~ under this part (other than individ-

October 21, 1993 (8:05 p.m.)
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uals enrolled with an eligible organiza-
tion under section 1876 or an organi-
zation described in section
1833(a)(1)(A)) during the year who
will incur expenses for covered out-
patient drugs equal [to or greater than
such amount will be the same as the
percentage for the };irevious year.

“(i1) The Secretary shall promulgate
the deductible amount for 1997 and each
succeeding year during |September of the
previous year. - |
“(C) SPECIAL RULE FOR DETERMINATION

OF EXPENSES INCURRED.—In determining the
amount of expenses incurred by an individual
for covered outpatient drugs during a year for
purposes of subparagraph (A), there shall not
be included any expenses incurred with respect
to a drug to the extent such expenses exceed
the payment basis for such [drug under para-
graph (3).
“(2) PAYMENT AMOUNT.—
“(A) IN GENERAL.—Subject to the deduct-
ible established under paragraph (1), the

amount payable under this part for a covered
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an mdvidual dur-

ing a calendar year shall be equal to—

described in paragraph
an individual who has
penses for covered outpa

the year (including the

“(1) 80 percent of

the payment basis
(3), in the case of

not mecurred ex-

itient drugs during

deductible imposed

under paragraph (1)) in excess of the out- -

of-pocket limit for the year under subpara-

graph (B); and

described in paragraph

any other individual.

C((B)

SCRIBED .~

(4),

equal to—

““(i1) 100 percent of]

OUT-OF-POCKET

“(1) For purposes

the payment basis
(3), in the case of
DE-

LIMIT

of subparagraph

the out-of-pocket limit for a year is

“(I) for 1996,
“(I) for any s
amount (rounded t

lar) that the Secre

$1000, and
1cceeding year, the
o the nearest dol-

tary estimates will

ensure that the percentage of the av-

erage number of 1

under this part (o

ndividuals covered

ther than mdivid-
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1 uals enrolled with an eligible organiza-
2 tion under section 1876 or an organi-
| 3 zation described n section
4 1833(a)(1)(A)) during the year who
5 will incur expenses for covered out-
6 patient drugs equal to or greater than
7 such amount will be the same as the
8 percentage for the previous year.
9 “(11) The Secretary shall promulgate
10 the out-of-pocket limit for 1997 and each
11 succeeding year dui*irig September of the
12 previous year. |
13 “(C) SPECIAL RULE FOR DETERMINATION
14 OF EXPENSES INCURRED.—In determining the
15 amount of expenses mecurred by an individual
16 for covered outpatient drugs during a year for
17 purposes of .subpara,gmph (A), there shall not
18 be included any expenses incurred with respect
19 to a dmg to the extent sucjh expenses exceed
20 the payment basis for such Jrug under para-
21 graph (3).
22 “(3) PAYMENT BASIS.—For |purposes of para-
23 graph (2), the payment basis 1s the lesser of—
24 “(A) the actual charge for a covered out-
25 patient drug, or

October 21, 1993 (8:05 p.m.)
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for a payment calculation pe
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“(B) the applicable payment limit estab-

lished under paragraph (4).

“(4) PAYMENT LIMITS.—

“(A) PAYMENT LIMIT FOR SINGLE SOURCE

DRUGS AND MULTIPLE SOURCE DRUGS WITH

RESTRICTIVE PRESCRIPTIONS.—In the case of a

covered outpatient drug that is a multiple

source drug which has a restrictive preseription,

or that is single source drug,

the payment limit

riod is equal to—

“(1) for drugs furnished after 1996,

the 90th percentile of the actual charges

(computed on the geographic basis speci-

fied by the Secretary) for the drug product

for the second previous payment cal-

* culation period, or
“(1) the amount of
allowance (established
(5)) plus the product of 1
age units dispensed and
mated acquisition cost f
uct (determined under s
for the period,

whichever 1s less.

the administrative
under paragraph
the number of dos-
the per unit esti-
or the drug prod-

subparagraph (C))
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“(B) PAYMENT LIMIT

10/19

FOR MULTIPLE

SOURCE DRUGS WITHOUT RESTRICTIVE PRE-

SCRIPTIONS.—In the case of a drug that is a

multiple source drug which does not have a re-

strictive prescription, the pa

payment calculation period

yment hmit for a

1s equal to the

amount of the administrative allowance (estab-

lished under paragraph (5)) i

the number of dosage units

olus the procuet of

dispensed and the

unwelghted median of the unit estimated acqui-
q

sition cost (determined under subparagraph

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

“(C) DETERMINATION OF UNIT PRICE.—

“(1) IN GENERAL

—The Secretary

shall determine, for the dispensing of a

covered outpatient drug

ment calculation period,

product in a pay-

the estimated ac-

quisition cost for the ding product.

“(11) COMPLIANCE

WITH REQUEST

FOR INFORMATION.—If a wholesaler or di-

rect seller of a covered outpatient drag re-

fuses, after being requested by the Sec-

retary, to provide pric

¢ information re-

quested to carry out clause (i), or delib-

erately provides information that is false,
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under section 1128A(a).

POSES OF PAYMENT LIMIT.—

under paragraph (4) is—

[**+CONFIDENTIAL**+]
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10/19

the Secretary may impose a civil money

penalty of not to exceed $10,000 for each

such refusal or provision of false informa-

tion. The provisions of section 1128A

(other than subsections

apply to civil money penalties under the

previous sentence m th

they apply to a pena

ered pursuant to clause

closed except as the Se

e same manner as

Ity or
Information gath-

(1) shall not be dis-

proceeding

cretary determines

to be necessary to carry out the purposes

of this part.

“(5) ADMINISTRATIVE ALLOWANCE FOR PUR-

“(A) IN ¢ENERAL.—Except as provided in

subparagraph (B), the administrative allowance

“(i) for 1996, $5 for a pharmacy that

1s a participating supph

other pharmacy, and

“(i1) for each succeeding year,

| .
er, and $3 for any

the

amount for the previous year adjusted by

the percentage change

in the consumer

price index for all urban consumers (U.S.

k4. 59

(a) and (b)) shall

only
7 pc.--\‘{*‘c_(@-d‘f':j
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pOL0 Cgﬂ‘/ﬁ:“ené\
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1 city average) for the 12.month period end-
2 ing with June of that previous year.
3 “(B) REDUCTION FOR MAIL ORDER PHAR-
4 MACIES.—The Secreﬁary may, after consulting
5 with representatives of pharmaecists, individuals
6 enrolled under this part, and of private msur-
7 ers, reduce the administrative allowances estab-
8 lished under subparagraph (A) for any covered
9 outpatient drug dispensed by|a mail order phar-
10 macy, based on differences betiween such phar-
11 macies and other pharmacie}:s with respect to
12 operating costs and other eeoilomies.
13 “(6) ASSURING APPROPRIAILTE PRESCRIBING
14 AND DISPENSING PRACTICES.—
15 “(A) IN GENERAL—The Secretary shall
16 establish a program to identify (and to educate
17 physicians and pharmacists concerning)—
18 “(1) instances or patternis of unneces-
19 sary or Inappropriate prescribing or dis-
20 pensing practices for covered outpatient
21 dmgs, |
22 “(n) instances or |patterns of sub-
23 standard care with respect to such drugs,
24 “(i11) potential adverse reactions, and

October 21, 1993 (8:05 p.m.)
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“(iv) appropriate use of generic prod-

ucts.
“(B) STANDARDS.—In

program under subparagraph

carrying out the
(A), the Secretary

shall establish for each covered outpatient drug

standards for the preseribing

are based on accepted medic

of the drug which

al practice. In es-

tablishing such standards, the Secretary shall

thoritative compendia as the

such current au-

Secretary may se-

lect, except that the Secretary may modify such

a standard by regulation on the basis of sci-

entific and medical information that such

standard is not consistent wit

fective use of the drug.

th the safe and ef-

“(C) DruG USE REVIEW.—The Secretary

may provide for a drug us

pensed to individuals eligible

e review program

with respect to covered outpatient drugs dis-

for benefits under

this part. Such program may mnclude such ele-

ments as the Secretary dete

rmines to be neec-

essary to assure that preseriptions (i) are ap-

propriate, (i) are medically 1
are not hkely to result n a

sults, including any elements

1ecessary, and (i)

dverse medical re-

of the State drug
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1 use review programs required under section
2 1927(g) that the Secretary determines to be ap-
3 propriate.

4 “(7) ADMINISTRATIVE IMPROVEMENTS.—The
5 Secretary shall develop, in consultation with rep-
6 resentatives of pharmacies and of other interested
7 persons, a standard claims form| for covered out-
8 patient drugs in accordance with title V of -the
9 Health Security Act.

10 “(8) DEFINITIONS.—In this subsection:

11 “(A) MULTIPLE AND |SINGLE SOURCE
12 DRUGS.—The terms ‘multiple| source drug’ and
13 ‘single squi'ce drug’ have the me'anjngs of those
14 terms under section 1927(k)(7).

15 “(B) RESTRICTIVE FPRESCRIPTION.—A
16 drug has a ‘vestrictive prescription’ only if—l
17 “(1) in the case of a written prescrip-
18 tion, the prescription for the drug indi-
19 cates, in the ha.ndwritinclr of the physician
20 or other person prescribmg the drug and
21 with an appropriate phrase (such as ‘brand .
22 medically necessary’) recognized by the
23 Secretary, that a particular drug product
24 must be dispensed, or

October 21, 1993 (8:05 p.m.)
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1 “(1) in the case of a prescription is-

2 sued by telephone—

3 | “(I) the physician or other per-
4 son prescribing the [drug (through use

5 of such an appropr ate‘ phrase) states

6 that a particular drug product must
7 be dispensed, and

8 “(II) the physician or other per-
9 “son submits to the pharmacy involved,
10 within 30 days after the date of the
11 telephone preseription, a written con-
12 firmation which is in the handwriting
13 éf the physician or |other person pre-
14 seribing the drug and which indicates
15 with such appropriate phrase that the
16 particular drug product was required
17 to have been dispensed.
18 “(C) PAYMENT CALCULATION PERIOD.—
19 The term‘ ‘payment caleulation period’ means
20 the 6-month period beginning with January of
21 each year and the 6-month|period beginning
22 with July of each year.”.
23 (b) SUBMISSION OF CLAIMS BY PHARMACIES.—Sec-
24 tion 1848(g)(4) of such Act (42 US.C. 1395w—4(2)(4))
25 18 amended—

October 21, 1993 (8:05 p.m.}
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1 (1) in the heading—
2 (A) by striking “PHYSICIAN”, and
3 (B) by inserting “BY PHYSICIANS AND
4 SUPPLIERS” after “CLAIMS”,
5 (2) in the matter in subparagraph (A) preced-
6 ing clause (1)—
7 (A) by striking “For services furnished on
8 or after September 1, 1990, within 1 year” and
9 mserting “Within 1 year (90 days in the case
10 of covered outpatient drugs)”,
11 (B) by striking “a service” and inserting
12 “an item or service’’, and
13 (C) by inserting “‘or of providing a covered
14 outpatient drug,” after “basis,” and
15 (3) m subpaiagraph (A)Q), by mserting “Item
16 or”’ before “service.
17 (¢) SPECIAL RULES FOR CABRIERS.E-'-
18 (1) USE OF REGIONAL OARRIERS.—Seetion
19 1842(b)(2) of such Act (42 U.S.C. 1395u(b)(2)) is
20 amended by adding at the end the following:
21 “(D) ‘With respect to activities related to c§véred out-

22 patient drugs, the Secretary may enter into contracts with

23 carriers under this section to perform the activities on a

24 regional basis.”.

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




[***CONFIDENTIAL***]
MDCRDRUG
I1.A-22

1 (2) PAYMENT ON OTHER| THAN A COST

2 BASIS.—Section 1842(e)(1)(A) of such Act (42

3 U.S.C. 1395u(e)(1)(A)) is amended—

4 (A) by inserting “(1)” after “(c)(1)(A)”,

5 (B) mn the first sentence, by mserting ,

6 except as otherwise provided in clause (i1),” .

7 after “under this part, and”’, and

8 (C) by adding at the end|the following:

9 “(i1) To the extent that a contract junder this section
10 provides for activitieé related to covered outpatient drugs,
11 the Secretary may providé for payment for those activities
12 based on any method of payment determined by the Seec-
13 retary to be appropriate.”.

14 (3) USE OF OTHER ENTITIES FOR COVERED

15 OUTPATIENT DRUGS.—Section 1842(f) of such Act

16 (42 U.S.C. 1395u(f)) is amended—

17 (A) by striking “and” at| the end of para-

18 graph (1),

19 (B) by substituting ; and” for the period

20 at the end of paragraph (2), and,

21 (C) by adding at the end the following:

22 “(3) With( respect to activities related to coveréd

23 outpatient drugs, any other private entity which the
24 Secretary determines is qualified to| conduct such ae-
| 25 tivities.”.

October 21, 1993 (8:05 p.m.)
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tracts related to the processing of clain

Security Act) shall not be subject to s
Federal Property and Administrative
1949, and shall not be subject to admini

review.
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(4) DESIGNATED CARRIERS

10/19

TO PROCESS

CLAIMS OF RAILROAD RETIREES.—Section 1842(g)

of such Act (42 U.S.C. 1395u(g))

is amended by in-

serting ‘‘(other than functions related to covered

outpatient drugs)” after “functions”.

»”

(d) CONTRACTS FOR AUTOMATIC DATA PROCESSING

(e) CONFORMING AMENDMENTS.—
(1)(A) Section 1833(a)(1) «
U.S.C. 13951(a)(1)),

as

amended

EQUIPMENT.—Actions taken before 1995 that affect con-
1s for covered out-

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

ection 111 of the
Services Act of

strative or judicial

f such Act (42
by

section

13544(b)(2) of OBRA-1993, is amended—

(1) by striking “and” at
(0), and |

(i1) by inserting before th

end the following: “, and (Q

the end of clause

e semicolon at the

with respect to

covered outpatient drugs, the amounts paid

shall be as preseribed by section 1834((1)”.
(B) Section 1833(a)(2) of such Act (42 U.S.C.

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

matter preceding
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subparagraph (A) by inserting | except for covered
outpatient drugs,” after “and (I) of such section”.

(2) Section 1833(b)(2) of such Act (42 U.S.C.
13951(b)(2)) i:s amended by mserting “or with re-
spect to covered outpatient drugs’ before the
comma.

(3) The first sentence of section 1842(h)(2) of
such Act (42 U.S.C. 139511(11)(2)) is amended by n-

Kol B UV D - VS D S

sertmg “(other than a carrier |described in sub-

[—y
<

section (£)(3))” after “Kach carrier’.

11 (4) The first sentence of section 1866(a)(2)(A)
12 of such Act (42 TU.S.C. 1395ce(a)(2)(A)) 1s
13 amended—

14 (A) in clause (1), by !inserting ‘‘section

15 1834(d), after “section 1833(b),”, and

16 (B) in el%xuse (1), by inserting ‘‘, other
17 ‘ than for covered outpatient drugs,” after “pro-
18 vider)”.

19 SEC. 2003. MEDICARE REBATES FOR COVERED OUT-

20 PATIENT DRUGS.
21 (a) IN GENERAL.—Part B of title XVIII of the Social 1 s AR
" . . ) - ‘ C,_,(re—fk ‘t‘ANJU"}Q

22 Security Act is amended by adding at the end the fol woclir 81 if

Tin o y . ' ;)( ¥ (Dd(rj"(’
23 lowing new section: 7>(‘ Ny
24 “REBATES FOR COVERED OUTPATIENT DRUGS £ Vemgeste

? jeu( 9—‘\%/‘(

25 “See 1850. (a) R QUIREMENT FOR REBAgE AGREE- 7 tediceat JShtube £

SR LO{;K N @ LM & fc\r‘{(‘*dé' "‘ (h‘)o*(?; HUS
\/ 26 MENT.—In order for pasmasnt to be available under this doed pot a(cfccﬂ?
f‘avl < (“jﬁw««é-dum
H« st wf“f&ck

2 u‘"‘U
Py £ m»uo‘ﬂ
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part for covered outpatient drugs of a
pensed on or after January 1, 1996

must have entered into and have in ef

counts in accordance with subsection (e
“(b) TERMS, IMPLEMENTATION, A

OF REBATE AGREEMENT.—

[**:CONFIDENTIAL>**]
MA-25 |

“(1) PERIODIC REBATES.—

“(A) IN GENERAL.—A

10719

manufacturer dis-

the manufacturer

fect a rebate agree-
ment with the Seerétazy meeting the requirements of sub-
section (b), and an.a,greement to give equal access to dis-
).

ND ENFORCEMENT

rebate agreement

under this section shall require the manufac-

turer to pay to the Secretary for each calendar

quarter, not later than 30 days after the date

of receipt of the information

graph (2) for such quarter

described in para-

, a rebate m an

amount determined under subsection (¢) for all

covered outpatient drugs of

deseribed in subparagraph (B

“(B) DruUGS INCLUDED IN

the manufacturer

).

QUARTERLY

REBATE CALCULATION.—Drugs subject to re-

bate with respect to a cal
drugs which are either—
“(1) dispensed by 7

macles during such qua

ndar quarter are

articipating phar-

rter to mdividuals

(other than mdividuals enrolled with an eli-




[***CONFEENTEAL™ 10/19
MDCRDRUG
IT.A-26

1 gible organization with a contract under
2 section 1876) eligible for benefits under
3 this part, as reported by such pharmacies
4 to the Secretary, or |

5 “(11) dispensed by nonparticipating
6 pharmacies to such individuals and in-
7 cluded m claims for payment of benefits
8 received by the Secretary during such
9 quarter.

10 “(2) INFORMATION FURNISHED TO MANUFAC-
11 TURERS.—

12 “(A) IN GENERAL.—The Secretary shall
13 report to each manufacturer, not later than 60
14 'days after the end of each calendar quarter, in-
15 formation on the total number, for each covered
16 outpatient drug, of units of leach dosage form,
17 strength, and package size dispensed under the
18 plan during the quarter, on the basis of the
19 data reported to the Secretary desceribed in
20 paragraph (1)(B).
21 “(B) AupiT—~The Comptroller General
22 may audit the records of the Secretary to the
23 extent necessary to determine the accuracy of
24 reports by the Secretary pursuant to subpara-
25 graph (A). Adjustménts to| rebates shall be

October 21, 1993 (8:05 p.m.)
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1 made to the extent determined necessary by the
2 audit to feﬂect actual units of drugs dispensed.
3 “(3)' PROVISION OF PRICE |INFORMATION BY
4 MANUFACTURER.—
5 “(A) QUARTERLY PRICING INFORMA-
6 TION.—Hach manufacturer with an agreement
7 in effect under this section shaﬂ report to the
8 Secretary, not later than 30 days after the last
9 day of each calendar quarter, on the average
10 manufaeturer retail price and|the average man-
11 ufacturer non-retail price for |each dosage form
12 and strength of each covered outpatient drug
13 for the quarter.
14 “(B) BASE QUARTER PRICES.—Each man-
15 ufacturer of a covered outpatient drug with an
16 agreement under this section shall report to the
17 Secretary, by not later than E’ﬂO days after the
18 effective date of such agreement (or, if later, 30
19 days after the end of the base quarter), the av-
20 erage manufacturer retail price, for such base
21 quarter, for each dosage form and strength of
22 each such covered drug.
23 “(C) VERIFICATION OF |AVERAGE MANU-
24 FACTURER PRICE.—The Secretary may inspect
25 the records of manufacturers, and survey whole-

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

of drugs, as necessary to verify prices reported

under subparagraph (A)].
“(D) PENALTIES.—
“(1) CIviL MONEY

Secretary may impose a

PENALTIES.—The

civil money pen-

alty on a manufacturer with an agreement

under this section—

“ (I) for fadure

to provide infor-

mation required under subparagraph

(A) on a timely basis, in an amount

up to $10,000 per day of delay;

“(II) for refusal to provide infor-

mation about charges or prices re-

quested by the Secretary for purposes

of verification pursuant to subpara-

graph (C), in an
$100,000; and

“(IM) for provi

amount up to

sion, pursuant to

subparagraph (A) or (B), of informa-

tion that the manuf

should know is false,

acturer knows or

n an amount up

to $100,000 per item of information.

Such civil money penalties are in addition

to any other penalties prescribed by law.
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The provisions of sect:
than subsections (a)
amounts of penalties or

ments) and (b)) shall

10/19

on 1128A (other
(with respect to
additional assess-'

apply to a civil

money penalty under this subparagraph in

- the same manner as such prowvisions apply

to a penalty or proceeding under section

1128A(a).

“(11) TERMINATION OF

AGREI-

MENT.—If a manufacturer with an agree-

ment under this section

has not provided

mformation required under subparagraph

(A) or (B) within 90 days of the deadline

imposed, the Secretary
agreement with respect

patient drugs dispensed

may suspend the
to covered out-

after the end of

such 90-cday pertod and until the date such

mformation is reported
shall a suspension be

days).

“(A) IN GENERAL.—A

than one year and shall be

(but m no case

for less than 30

“(4) LENGTH OF AGREEMENT. —

rebate agreement

shall be effective for an mitial |period of not less

automatically re-
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newed for a period of not less than one year un-

less terminated under subparagraph (B).

“(B) TERMINATION.—

“(1) By THE SECRETARY.—The Sec-

retary may provide for termination of a re-
bate agreement for violation of the require-
ments of the agreement or other good

cause shown. Such termination shall not be

- effective earlier than 60 days after the

date of notice of such| termination. The
Secretary shall afford a manufacturer an
opportunity for a hearing concerning such
termination, but such hea,ring' shall not
delay the effective date of the termination.

“(n) BY A MANUFACTURER.—A man-
ufacturer m'ay, terminate a rebate agree-
ment under this section for any reason.
Any such termination shall not be effective
until the calendar quarter beginning at
least 60 days after the late the manufac-
turer pfovides notice to the Secretary.

“(11) EFFECTIVE DATE OF TERMI-
NATION.—Any termination under this sub-

paragraph shall not affect rebates due
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PHARMACIES.—In

shall notify phar-

tary for each cal-

vered drug, equal

described in sub-

[***CONEIDENTIAL**4]
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1 under the agreement before the effective
2 date of its termination.
3 “(iv) NOTICE TO
4 the case of a termination under this sub-
5 paragraph, the Secreta.ry]'
6 macies that are participating supphers
7 under this part and physician organiza-
8 tions not less than 30 d‘ays before the ef-
9 fective date of such termination.
10 “(c) AMOUNT OF REBATE.—
11 “(1) BASIC REBATE.—HEach manufacturer shall
12 remit a basie rebate to the Secret
13 endar quarter in an amount, with respect to each
14 dosage form and strength of a co
15 to the product of—
16 “(A) the total number of units subject to
17 rebate for such quarter, as
18 section (b)(1)(B); and
19 “(B) the greater of—
20 “(1) the difference between the aver-
21 age manufacturer retail price and the aver-
| 22 age manufacturer non-retail price,
23 “(ii) 17 percent of the average manu-
24 facturer retail price, or

Oclober 21, 1993 (8:05 p.m.}
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turer shall remit to the Secretary
quarter, an additional rebate for
and strength of a covered drug, 1

to—

DRUGS.—

[+++GONFIDENTIAE
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“(i1) the amount determined pursuant

to paragraph (4).

“(2) ADDITIONAL REBATE.—Each manufac-

“(A) the total number
rebate for such quarter, as

section (b)(1)(B), multiphed

, for each calendar
each dosage form

n an amount equal

of units subject to

deseribed in sub-

by

“(B) the amount, if any, by which the av-

erage manufacturer retail

drugs of the manufacturer e

price for covered

xceeds the average

manufacturer retail price for the base quarter,

increased by the percentage increase in the

(U.S. average) from the end
ter to the month before the
calendar quarter.

“(3) NEGOTIATED REBATE

Consumer Price Index for all urban consumers

of such base quar-

beginning of such

AMOUNT FOR NEW

“(A) IN GBENERAL.—The Secretary may

negotiate with the manufacturer a per-umit re-

bate amount, in accordanc

e with this para-
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graph, for any covered outpatient drug first

marketed after June 30, 1993

“(1) which is not

S

marketed in any

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

of the Federal Food, Drug, and Cosmetic

Act and for which the

Secretary believes

the average manufacturer’s retail price

may be excessive, or

“(i1) which 1s marketed in one or more

of such countries, at prices significantly

lower than the average manufacturer retail

price.

“(B) MAXIMUM REBATE AMOUNT FOR

DRUGS MARKETED IN CERTAIN COUNTRIES.—

The rebate negotiated pursuant to this paia-

graph for a drug described|in subparagraph

(A)(11) may be an amount up to the difference

between the average manufacturer retail price

and any price at which the drug is available to

wholesalers in a country specified in such sec-

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

“(C) FACTORS TO BE

CONSIDERED.—In

making determinations with, respect to the

prices of a covered drug deseribed in subpara-

graph (A) and in negotiating|a rebate amount
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| pursuant to this paragraph,
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take into consideration, as

the Secretary shall
‘applicable and ap-

propriate, the prices of other drugs in the same

therapeutic class, cost information requested by

the Secretary and supplied t

v the manufacturer

or estimated by the Secretary, prescription vol-

umes, economies of scale, pr

oduct stability, spe-

cial manufacturing recuirements, prices of the

drug in countries specified m subparagraph

(A)(1) (in the case of a dru
subparagraph), and other rel

“(D) OPTION TO EXCLT
the Secretary is unable to
manufacturer an acceptable

respect to a covered outpat

o desceribed in such
evant factors.

JDE CbVERAGE.—If
negotiate with the
rebate amount with

ient drug pursuant

to this paragraph, the Secretary may exclude

such drug from coverage under this part.

“(B) EFFECTIVE DATE OF EXCLUSION

FROM COVERAGE.—AnN exclu
coverage pursuant to subpar

effective on and after—

sion of a cdiug from

agraph (D) shall be

“(1) the date 6 months after the effec-

tive date of marketing

drug by the Food and

tion, or

approval of such

Diug Administra-
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1 “(ii) (if earlier) the date the manufac-
2 turer terminates negotiations with the Sec-
3 retary concerning the rebate amount.
4 | “(4) DEPOSIT OF REBA’i‘ES.——The Secretary
5 shall deposit rébates under this section in the Fed-
6 eral Supplementary Medical Insurance Trust Fund
7 established under section 1841.
8 “(d) CONFIDENTIALITY OF INFORMATION.—Not-
9 withstanding any other provision of law, information dis-
10 closed by a manufacturer under this section is confidential
11 and shall not be discloéed by the Secretary, except—
12 “(A) as the Secretary determines to be nec-
13 essary to carry out this section,
14 “(B) to permit the Comptroller General to re-
15 Aview the information provided, and
16 “(C) to permit the Director of the Congres-
17‘ sional Budget ;Office to review the information pro-
18 vided. V

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

salers or retailers) that purchases such

“(e) AGREEMENT TO GIVE EQUAL ACCEsS T0 Drs.

tially the same terms (including such

- COUNTS.—An agreement under this subsection by a man-
ufacturer of covered outpatient drugs shall guarantee that
the manufacturer will offer, to each wholesaler or retailer

(or other purchaser representing a group of such whole-

drugs on substan-

terms as prompt
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1 payment, cash payment, volume purchase, single-site de-
2 livex'y; and any other terms effectively reducing the manu-
3 facturer’s costs) as any other purchaser (including any in-
4 stitutional purchaser) the same price| for such drugs as
5 1is offered to such other purchaser.

6 “(f) DEFINITIONS.—For purposes of this section—
7 “(1) AVERAGE MANUFACTURER  RETAIL
8 PRICE.—The term ‘average manufacturer retail
9 price’ means, with respect to a |covered outpatient
10 drug of a manufacturer for a calendar quarter,‘ the
11 average price (inclusive of diseoqnts for cash pay-
12 ment, prompt payment, volume }i)urehases, and re-
13 bates (other than rebates under this section), but ex-
14 clusive of nominal prices) paid to the manufacturer
15 for the drug in the United States for drugs distrib-
16 uted to the retail pharmacy class of trade.

17 “(2) AVERAGE MANUFACTURER NON-RETAIL
18 PRICE.—The term ‘average manufacturer non-retail
19 price’ means, with respect to a covered outpatient
20 drug of a manufacturer for a calendar quarter, the
21 weighted average price (inclusive of discounts for
22 cash payment, prompt payment, volume purchases,
23 and rebates (other than rebates under this section),
24 but exclusive of nominal prices) paid to the manu-
25 facturer for the drug m the United States by hos-

October 21, 1993 (8:05 p.m.}
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1. pitals and other institutional purchasers that pur-
2 chase drugs for institutional use and not for resale.
3 “(3) BASE QUARTER.—The term ‘base quarter’
| 4 means, with respect to a covered outpatient drug of
5 a manufacturer, the calendar quarter beginning
6 April 1, 1993, or (if later) the first full calendar
7 quarter during which the drug was marketed in the
8 United States.
9 “(4) CoveErReED DRUG.—The term ‘covered drug’
10 includes each innovator multiple | source drug and
11 single source cﬁug, as those terms are defined in
12 section 1927(k)(7).
13 “(5) MANUFACTURER.—The term ‘manufac-
14 turer’ means, with respect to a covered outpatient
15 drug—
16 “(A) the entity whose National Drug Code
17 number (as issued pursuant to section 510(e) of
18 the Federal Food, Drug, and Cosmetic Act) ap-
19 pears on the labeling of the ding; or
20 “(B) if the number described in subpara-
21 graph (A) does not appear on the labeling of
22 the drug, the person named as the a;pplica,nt m
23 a human drug application (in the case of a new
24

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

drug) or the product license application (in the
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1 case of a biological product) for such drug ap-
2 proved by the Food and Drug Administration.”.
3 (b) CONFORMING AMENDMENT RELATING TO EX-
4 cLUSIONS FroM COVERAGE.—Section 1862(a)(18) of
5 such Act (42 U.S.C. 1395y(a)), as added by section
6 2001(c), is amended—
7 (A) by striking “or”’ at the end of subpara-
8 graph (A),
9 (B) by striking the period at the end of
10 subparagraph (B) and mnserting or”, and
11 (C) by adding at the end|the following new
12 subparagraphs:
13 “(C) furnished during a year for which the
14 drug’s manufacturer does not have in effect a
15 rebate agreement with the Secretary that meets
16 the requirements of section 1850 for the year,
17 or-
18 “(D) excluded from coverage during the
19 year by fhe ’Secreta.ry pursuant to section
20 1850(c)(3)(D) (relating to negotiated rebate
21 amounts for certain new drugs).”. |
22 - SEC. 2004. COUNSELING BY PARTICIPATING PHARMACILS.

23

Section 1842(11). of the Social Secur

24 1395u(h)) is amended by adding at the

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

ity Act (42 U.S.C.

end the following:
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between the drug

end the followmg:

for each individ-
nth after Decem-
outpatient drugs
of the portion of
age 65 and over,
and appleable to

vered outpatient

(2)(A) of the So-
(A)) 1s amended

MDCRDRUG
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1 “(8) A pharmacy that is a. participating supplier
2 wunder this part shall agree to answer questions of individ-
3 uals enrolled under this part who receive a covered out-
4 patient drug from the pharmacy fegardhag the appropriate
5 wuse of the drug, potential interactions
6 and other drugs dispensed to the individual, and other
7 matters relating to the dispensing of such drugs.”.
8 SEC. 2005. EXTENSION OF 25 PERCENT RULE FOR PORTION
9 OF PREMIUM ATTRIBUTABLE TO COVERED

10 OUTPATIENT DRUGS.

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

12 1395r(e)) is amended by adding at the

13 “(3) Notwithstandjng the provisions of subsection

14 (a), the portion of the monthly premium

15 wual enrolled under this part for each mo

16 ber 1998 that is attributable to covered

17 shall be an amount equal to 50 percent

18 the monthly actuarial rate for enrollers

19 as determined under subseetion (a)(1)

20 such month, that is attributable to cc

21 drugs.”.

22 SEC. 2006. COVERAGE OF HOME INFUSION DRUG THERAPY

23 SERVICES.

24 (a) IN GENERAL.—Section 1832(a)

25 cial Security Act (42 U.S.C. 1395k(a)(2

October 21, 1993 (8:05 p.m.})
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1 by inserting “and home infusion drug

2 before the semicolon.
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therapy services”

3 (b) HoME INFUSION DRUG Tmm&* SERVICES DE-
4 FINED—Section 1861 of such Act (42 U.S.C. 1395%) is
5 amended—
6 (1) by redesignating the subsection (jj) inserted
7 by section 4156(a)(2) of the Omnibus Budget Rec-
8 onciliation Aect of 1990 as subsection (kk); and
9 (2) by mserting after such subsection the fol-
10 lowing new subseétion:
11 “Home Infusion Drug Therapy Services
12 “(I)(1) The term ‘home infusion drug therapy serv-
13 ickes’ meané the items and services described m paragraph
14 (2) furnished to an mdividual who is under the care of
15 a physician—
16 “(A) in a place of residence used as the individ-
17 ual’s home,
18 “(B) by a qualified home infusion drug therapy
19 provider (as defined in paragraph [(3)) or by others
20 under arrangements with thein made by that pro-
21 vider, and
22 “(C) under a plan established and periodically
23 reviewed by a physician.
24 “(2) The items and services described n this para-

25 graph are such nursing, pharmacy, and related services

October 21, 1993 (8:05 p.m.)
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(including medical supplies, intravenous fluids, delivery,
and equipment) as are necessary to conduct safely and ef-
fectively a drug regimen through use of a covered home
infusion drug (as defined in subsection (t)(5)), but do not
mnclude such covered outpatient drugs.

“(3) The term ‘qualified home infusion drug therapy
provider’ means any entity that the secretary determines

meets the following requirements:

R e R e Y L ¥ I O R

“(A) The entity is capable of providing or ar-

10 ranging for the items and services deseribed m para-
11 graph (2) and covered home infusion drugs.

12 “(B) The entity maintains clinical records on
13 all patients.

14 “(C) The entity adheres to [written protocols
15 and policies with respect to the provision of items
16 and services.

17 “(D) The entity makes services available (as
18 needed) seven days a week on a 24-hour basis.

19 “(E) The entity coordinates all service with the
20 patient’s physician.

21 “(F) The entity conducts a quality assessment
22 and assura,ﬁce program, including drug regimen re-
23 view and coordination of patient care.

24 “(G) The entity assures that only trained per-
25 sonnel provide covered home infusion drugs (and any

Cctober 21, 1593 (8:05 p.m.)
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1 other service for which traning is required to pro-
2 vide the service safely). A
3 “(H) The entity assumes responsibility for the
4 quality of servi‘ces provided by others under arrange-
5 ments with the éntity.
6 “(I) In the case of an entity in any State in
7 which State or applicable local law provides for the
8 licensing of entities of this nature, (A) is licensed
9 pursuant to such law, or ‘(‘B) is | approved, by the
10 agency of such State or locality responsible for li-
11 censing entities of this nature, as meeting the stand-
12 ards established for such licensing.
13 “(J) The entity meets such other requirements
14 as the Secretary may determme are necessary to as-
15 sure the safe and effective provision of home infu-
16 sion drug therapy services and the|efficient admins-
17 tration of the home infusion drug therapy benefit.”.
18 (¢) PAYMENT.—
19 (1) IN GENERAL.—Section 1833 of such Act
20 (42 U.S.C. 13951)» is amended—
21 (A) m subsection (a)(2)(B), by striking “or
22 () and mserting “(E), or (F)”,
23 (B) in subsection (a)(2)(D), by striking
24
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1 (C) mn subsection (a)(2)(E), by striking the

2 semicolon and inserting *; and”,

3 (D) by inserting after subsection (a)(2)(E)

4 the following new subparagraph:

5 (F) with resect to home infusion drug
6 therapy services, the amounts described in sec-

7 tion 1834();”,

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

9 by striking “‘services, (3)” and inserting “serv-
10 ices and home infusion drug therapy services,
11 (3)”.

12 (2) AMOUNT DESCRIBED.WSgction 1834 of
13 such Act, as amended by section 13544(b)(i) of
14 OBRA-1993, 1s amended by adding at the end the
15 following new subsection:

16 “() HoME INFUSION DrUG THERAPY SERVICES.
17 - (1) IN ¢GENERAL.—With respect to home infu-
18 sion drug therapy services, payment under this pa,ft
’19 shall be made in an amount equal to the lesser of
20 the actual charges for such services or the fee sched-
21 ule established under pa;*agmph (2).

22 “(2) ESTABI;ISHMENT OF FEE SCHEDULE.—

. 23 The Secretary shall establish by [regulation before

24 the beginning of 1996 and each succeeding year a
25 fee schedule for home infusion drug therapy services

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

[**SCONTIDENTERAL*5#] 10/19




[***CONFIDENTIAL**] 10/19

MDCRDRUG
IT.A-44

1 for which payment is made under this part. A fee

2 schedule established under this subsection shall be

3 on a per diem basis.”.

4 (3) PROHIBITION ON CERTAIN REFERRALS.—
5 Section 1877(h)(6) of such |Act (42 U.S.C.
v6 1395nn(h)(6)), as amended by ngction 13562(5) of

7 OBRA-1993, is amended by addi!ng at the end the

8 following:

9 “(.) Home infusion drug therapy serv-
10 ices.”’.

11 {d) CERTIFICATION.—Section 1835(a)(2) of such Act

12 (42 U,S.C. 1395n(a)(2)) is amended—

13
14
15
16
17
18
19
20
21
22
23
24
25
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(1) by striking “and” at the end of subpara-

graph (E),
(2) by striking the period at the end of sub-

7 and

paragraph (F') and mserting “; and
(3) by mserting after subparagraph (If') the fol-
lowing:
“(G) m the case of home infusion diug

therapy services, (i) such seryices are or were

required because the mdividuval needed such

services for the administration of a covered

home miusion drug, (i1) a plan for furnishing

|
such services has been established and is re-

viewed periodically by a physician, and (1)
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1 such services are or were furnished while the in-
2 dividual is or was under the care of a physi-
3 “clan.”.

4 (e) CERTIFICATIQN OF HOME |INFUSION DRUG
5 THERAPY PROVIDERS; INTERMEDIATE| SANCTIONS FOR
6 NONCOMPLIANCE.—

7 (1) TREATMENT AS PROVIDER OF SERVICES.—
8 Section 1861(u) of such Act (42 U.S.C. 1395x(w))
9 is amended by inserting “home mfusion drug ther-
10 apy provider,” after “‘hospice program,”.

11 (2) CONSULTATION WITH STATE AGENCIES AND
12 OTHER ORGANIZATIONS.—Section 1863 of such Act
13 (42 U.S.C. 1395z) is amended by striking “and
14 (dd)(2)” and inserting “(dd)(2), and (0)(3)”.

15 (3) USE OF STATE AGENCIES IN DETERMINING
16 COMPLIANCE.—Section 1864(a) of such Act (42
17 U.8.C. 1395&&(&))18 amended—

18 (A) m the first sentence,| by striking “an
19 . agency 1s a hdspice program’’ and inserting “an
20 agency or entity is a hospice program or a
21 home mfusion drug therapy |provider,” after
22 “home health agency, or whether’’; and
23 (B) 1n the second sentence—

October 21, 1993 (8:05 p.m.}
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1 (1) by striking “institution or agency’’
2 and inserting “institution, agency, or en-
3 tity’”’, and

4 - (1) by striking “or hospice program”
5 and mnserting ‘“‘hospice program, or home
6 infusion drug therapy provider”.

7 (4) APPLICATION OF INTERMEDIATE SANC-
8 TIONS.—Section 1846 of such |Act (42 U.S.C.
9 1395w—2) is amended— |

10 (A) in the heading, by adding “AND FOR
11 - QUALIFIED HOME INFUSION| DRUG THERAPY
12 PROVIDERS” at the end,
13 (B) m subsection (a), by inserting “or that
14 a qualified home infusion drug therapy provider
15 that is certified for participation under this title
16 no longer substantially meets |the requirements
17 of section 1861(1)(3)” after “under this part”,
18 and

19 (C) in subsection (b)(2)(A)(iv), by insert-
20 ng “or h(}l]élé‘il’lﬁlSiOll drug therapy services”
21 after “clinical diagnostic laboratory tests’.
22 (f) USe or REGioﬁAL INTERMEDIARIES IN ADMINIS-

23 TRATION OF BENEFIT.—Section 1816 of such Act (42

24 TU.S.C. 1395h) is amended by adding at the end the fol-

- 25 lowing new subsection:
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[*:CONKIDENTIATA%X] 10/19
MDCRDRUG
II.A-47
1 “(k) With respect to carrying out|functions relating
2 to payment for home infusion drug therapy services and
3 covered home infusion drugs, the Secretary may enter into
4 contracts with agencies or organizations|under this section
5 to perform such functions on a regional basis.”.
6 SEC. 2007. CIVIL MONEY PENALTIES| FOR EXCESSIVE
7 CHARGES.
8 Section 1128A(a) of the Social Security Act (42
9 U.S.C. 1320a-Ta(a)), as amended by sections 4041(a)(1),
10 4043(a)(1), and 4043(e), is amended—
11 (1) by striking “or” at the end of paragraph
12 (5) and adding a semicolon,
13 (3) by adding “or” at the end of paragraph (6),
14 and
15 (4) by inserting after paragraph (6) the fol-
16 lowing: |
17 “(7) mm the case of a pharmacy, presents or
18 causes to be presented to any person a request for
19 payment for covered outpatient drugs (as defined in
20 section 1861(t)) dispensed to an m‘ dividual enrolled
21 under part B of title XVII and for which the
22 amount charged by the pharmacy is|greater than the
23 amount the pharmacy chargeé the general public (as
24 determmed by the Secretary);”.
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1 SEC. 2008. CONFORMING AMENDMENTS TO MEDICAID PRO-
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26
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| GRAM.
(a) IN GENERAL.—

(1) REQUIRING MEDICARE R

EBATE AS CONDI-

TION OF COVERAGE.—The first s

entence of section

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

1396r-8(a)(1)) 1s amended—

(A) 1n the first sentence

{

by striking “and paragraph

“, paragraph (6), and (for cal

of paragraph (1),
6)” and inserting

endar cquarters be-

gmning on or after January 1, 1996) para-

graph (7)"; and

(B) by adding at the end|the following new

paragraph:
[£4 (7 )

AGREEMENTS FOR COVERED OU

REQUIREMENT RELATING TO REBATE

TPATIENT DRUGS

UNDER MEDICARE PROGRAM.—A  manufacturer

meets the requirements of this paragraph for quar-

ters In a year if the mauufacturer has in effect an

agreement with the Secretary under section 1850 for

providing rebates .for covered outpatient drugs fur-

nished to mdividuals under title

vear.”.

XVIII during the

(2) NON-DUPLICATION OF REBATES.—Section

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

1396r-8(b)(1)) is amended
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1 (A) by redesignating subparagraph (B) as
2 | subparagTaph (C), and
3 (B) by inserting after subparagraph (A)
4 the following new subparagraph:
5 “(B)' NON-DUPLICATION OF MEDICARE RE-
6 BATE.—Coﬁfered drugs furnished to an mdivid-
7 ual eligible for benefits under both part B of
8 title XVIIT and a State plan under this title
9 shall not be included in the |determination of
10 units of covered outpatient drugs subject to re-
11 bate under this section.”. |
12 (b) EFFECTIVE DATE.—The amendments made by
13 subsection (a) shall apply to quarters beginning on or
14 after January 1, 1996.
15 SEC. 2009. EFFECTIVE DATE.
16 | The amendments made by thié subtitle shall apply to
17 1items and services furnished on or after January 1, 1996.
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