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set out as an Effective Date note under section 601 of
this title.

EFFECTIVE DATE OF 1990 AMENDMENT

Amendment by section 4601(a)(3)(B) of Pub. L. 101-508
applicable, except as otherwise provided, to payments
under this subchapter for calendar quarters beginning
on or after July 1, 1991, without regard to whether or
not final regulations to carry out the amendments by
section 4601 of Pub. L. 101-508 have been promulgated
by such date, see section 4601(b) of Pub. L. 101-508, set
out as a note under section 1396a of this title.

Pub. L. 101-508, title IV, §4716(b), Nov. 5, 1990, 104
Stat. 1388-192, provided that: ‘“The amendments made
by subsection (a) [amending this section] shall be effec-
tive as if included in the enactment of the Family Sup-
port Act of 1988 [Pub. L. 100-485].”

EFFECTIVE DATE OF 1989 AMENDMENT

Pub. L. 101-239, title VI, §6411(i)(4), Dec. 19, 1989, 103
Stat. 2273, provided that: ‘“The amendments made by
this subsection [amending this section and provisions
set out as a note under section 602 of this title] shall be
effective as if included in the enactment of the Family
Support Act of 1988 [Pub. L. 100-485].”

EFFECTIVE DATE OF 1988 AMENDMENT

Pub. L. 100-647, title VIII, §8436(b), Nov. 10, 1988, 102
Stat. 3806, provided that: ‘“The amendment made by
subsection (a) [amending this section] shall be effective
as if included in the enactment of the Family Support
Act of 1988 [Pub. L. 100-485].”

EFFECTIVE DATE

Section applicable to payments under this subchapter
for calendar quarters beginning on or after Apr. 1, 1990
(or, in the case of the Commonwealth of Kentucky, Oct.
1, 1990) (without regard to whether implementing regu-
lations are promulgated by that date), with respect to
families that cease to be eligible for aid under part A
of subchapter IV of this chapter on or after that date,
see section 303(f)(1) of Pub. L. 100-485, set out as an Ef-
fective Date of 1988 Amendment note under section
1396a of this title.

REFERENCES TO PROVISIONS OF PART A OF SUB-
CHAPTER IV CONSIDERED REFERENCES TO SUCH PRO-
VISIONS AS IN EFFECT JULY 16, 1996

For provisions that certain references to provisions
of part A (§601 et seq.) of subchapter IV of this chapter
be considered references to such provisions of part A as
in effect July 16, 1996, see section 1396u-1(a) of this
title.

STUDY AND REPORT TO CONGRESS ON IMPACT OF
MEDICAID EXTENSION PROVISIONS

Pub. L. 100485, title III, §303(c), Oct. 13, 1988, 102 Stat.
2392, directed Secretary of Health and Human Services
to conduct a study of impact of medicaid extension pro-
visions under this section, with particular focus on
costs of such provisions and impact on welfare depend-
ency, and report to Congress on results of such study
not later than Apr. 1, 1993.

§1396r-7. Repealed. Pub. L. 105-33, title IV,
§4713(a), Aug. 5, 1997, 111 Stat. 509

Section, act Aug. 14, 1935, ch. 531, title XIX, §1926, as
added Dec. 19, 1989, Pub. L. 101-239, title VI, §6402(b), 103
Stat. 2260, related to adequate payment levels for ob-
stetrical and pediatric services.

EFFECTIVE DATE OF REPEAL

Pub. L. 105-33, title IV, §4713(b), Aug. 5, 1997, 111 Stat.
509, provided that: ‘“The repeal made by subsection (a)
[repealing this section] shall apply to services fur-
nished on or after October 1, 1997.”
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§ 1396r-8. Payment for covered outpatient drugs

(a) Requirement for rebate agreement
(1) In general

In order for payment to be available under
section 1396b(a) of this title or under part B of
subchapter XVIII of this chapter for covered
outpatient drugs of a manufacturer, the manu-
facturer must have entered into and have in
effect a rebate agreement described in sub-
section (b) of this section with the Secretary,
on behalf of States (except that, the Secretary
may authorize a State to enter directly into
agreements with a manufacturer), and must
meet the requirements of paragraph (5) (with
respect to drugs purchased by a covered entity
on or after the first day of the first month
that begins after November 4, 1992) and para-
graph (6). Any agreement between a State and
a manufacturer prior to April 1, 1991, shall be
deemed to have been entered into on January
1, 1991, and payment to such manufacturer
shall be retroactively calculated as if the
agreement between the manufacturer and the
State had been entered into on January 1, 1991.
If a manufacturer has not entered into such an
agreement before March 1, 1991, such an agree-
ment, subsequently entered into, shall become
effective as of the date on which the agree-
ment is entered into or, at State option, on
any date thereafter on or before the first day
of the calendar quarter that begins more than
60 days after the date the agreement is entered
into.

(2) Effective date

Paragraph (1) shall first apply to drugs dis-
pensed under this subchapter on or after Janu-
ary 1, 1991.

(3) Authorizing payment for drugs not covered
under rebate agreements

Paragraph (1), and section 1396b(i)(10)(A) of
this title, shall not apply to the dispensing of
a single source drug or innovator multiple
source drug if (A)(i) the State has made a de-
termination that the availability of the drug
is essential to the health of beneficiaries
under the State plan for medical assistance;
(ii) such drug has been given a rating of 1-A by
the Food and Drug Administration; and (iii)(I)
the physician has obtained approval for use of
the drug in advance of its dispensing in ac-
cordance with a prior authorization program
described in subsection (d) of this section, or
(IT) the Secretary has reviewed and approved
the State’s determination under subparagraph
(A); or (B) the Secretary determines that in
the first calendar quarter of 1991, there were
extenuating circumstances.

(4) Effect on existing agreements

In the case of a rebate agreement in effect
between a State and a manufacturer on No-
vember 5, 1990, such agreement, for the initial
agreement period specified therein, shall be
considered to be a rebate agreement in compli-
ance with this section with respect to that
State, if the State agrees to report to the Sec-
retary any rebates paid pursuant to the agree-
ment and such agreement provides for a mini-
mum aggregate rebate of 10 percent of the
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