Relevant Statute: PAYMENT FOR COVERED OUTPATIENT DRUGS
SEC. 1927. [42 U.S.C. 1396r-8]
(b) TERMS OF REBATE AGREEMENT.—

(1) PERIODIC REBATES.—

(A) IN GENERAL.—A rebate agreement under this subsection shall require the
manufacturer to provide, to each State plan approved under this title, a rebate for a
rebate period in an amount specified in subsection (c) for covered outpatient drugs
of the manufacturer dispensed after December 31, 1990, for which payment was
made under the State plan for such period. Such rebate shall be paid by the
manufacturer not later than 30 days after the date of receipt of the information
described in paragraph (2) for the period involved.

(B) OFFSET AGAINST MEDICAL ASSISTANCE.—Amounts received by a State under
this section (or under an agreement authorized by the Secretary under subsection
(a)(1) or an agreement described in subsection (a)(4)) in any quarter shall be
considered to be a reduction in the amount expended under the State plan in the
quarter for medical assistance for purposes of section 1903(a)(1).

(2) State provision of information.—

(A) STATE RESPONSIBILITY.—Each State agency under this title shall report to
each manufacturer not later than 60 days after the end of each rebate period and in
a form consistent with a standard reporting format established by the Secretary,
information on the total number of units of each dosage form and strength and
package size of each covered outpatient drug dispensed after December 31, 1990,
for which payment was made under the plan during the period, and shall promptly
transmit a copy of such report to the Secretary.

(B) AUDITS.—A manufacturer may audit the information provided (or required to
be provided) under subparagraph (A). Adjustments to rebates shall be made to the
extent that information indicates that utilization was greater or less than the
amount previously specified.

(3) Manufacturer provision of price information.—

(A) IN GENERAL.—Each manufacturer with an agreement in effect under this
section shall report to the Secretary—

(i) not later than 30 days after the last day of each month of a rebate period under
the agreement (beginning on or after January 1, 1991), on the average
manufacturer price (as defined in subsection (k)(1)) customary prompt pay
discounts extended to wholesalers and, (for single source drugs and innovator
multiple source drugs), the manufacturer's best price (as defined in subsection (c)

(2)(B)) for covered outpatient drugs for the rebate period under the agreement,
] .

b

(ii) not later than 30 days after the date of entering into an agreement under this
section on the average manufacturer price (as defined in subsection (k)(1)) as of
October 1, 1990 for each of the manufacturer's covered outpatient drugs; and**
(i)™ for calendar quarters beginning on or after January 1, 2004, in conjunction
with reporting required under clause (i) and by National Drug Code (including
package size)—
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(I) the manufacturer's average sales price (as defined in section 1847A(c)) and the
total number of units specified under section 1847A(b)(2)(A);

(IT) if required to make payment under section 1847A, the manufacturer's
wholesale acquisition cost, as defined in subsection (c)(6) of such section; and
(IIT) information on those sales that were made at a nominal price or otherwise
described in section 1847A(c)(2)(B);

for a drug or biological described in subparagraph (C), (D), (E), or (G) of section
1842(0)(1) or section 1881(b)(13)(A)(ii) and for calendar quarters beginning on or
after January 1, 2007 and only with respect to the information described in
subclause (III), for covered outpatient drugs.

Information reported under this subparagraph is subject to audit by the Inspector
General of the Department of Health and Human Services.

(B) VERIFICATION SURVEYS OF AVERAGE MANUFACTURER PRICE.—The
Secretary may survey wholesalers and manufacturers that directly distribute their
covered outpatient drugs, when necessary, to verify manufacturer prices reported
under subparagraph (A). The Secretary may impose a civil monetary penalty in an
amount not to exceed $100,000 on a wholesaler, manufacturer, or direct seller, if
the wholesaler, manufacturer, or direct seller of a covered outpatient drug refuses
a request for information about charges or prices by the Secretary in connection
with a survey under this subparagraph or knowingly provides false information.
The provisions of section 1128A (other than subsections (a) (with respect to
amounts of penalties or additional assessments) and (b)) shall apply to a civil
money penalty under this subparagraph in the same manner as such provisions
apply to a penalty or proceeding under section 1128A(a). Beginning July 1, 2006,
the Secretary shall provide on a monthly basis to States under subparagraph (D)
(iv) the most recently reported average manufacturer prices for single source
drugs and for multiple source drugs and shall, on at least a quarterly basis, update
the information posted on the website under subparagraph (D)(v).

(C) PENALTIES.—

(i) FAILURE TO PROVIDE TIMELY INFORMATION.—In the case of a manufacturer
with an agreement under this section that fails to provide information required
under subparagraph (A) on a timely basis, the amount of the penalty shall be
increased by $10,000 for each day in which such information has not been
provided and such amount shall be paid to the Treasury, and, if such information
is not reported within 90 days of the deadline imposed, the agreement shall be
suspended for services furnished after the end of such 90-day period and until the
date such information is reported (but in no case shall such suspension be for a
period of less than 30 days).

(ii) FALSE INFORMATION.—Any manufacturer with an agreement under this
section that knowingly provides false information is subject to a civil money
penalty in an amount not to exceed $100,000 for each item of false information.
Such civil money penalties are in addition to other penalties as may be prescribed
by law. The provisions of section 1128A (other than subsections (a) and (b)) shall
apply to a civil money penalty under this subparagraph in the same manner as
such provisions apply to a penalty or proceeding under section 1128A(a).

(D) CONFIDENTIALITY OF INFORMATION.—Notwithstanding any other provision
of law, information disclosed by manufacturers or wholesalers under this
paragraph or under an agreement with the Secretary of Veterans Affairs described
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in subsection (a)(6)(A)(ii) is confidential and shall not be disclosed by the
Secretary or the Secretary of Veterans Affairs or a State agency (or contractor
therewith) in a form which discloses the identity of a specific manufacturer or
wholesaler, prices charged for drugs by such manufacturer or wholesaler, except
(i) as the Secretary determines to be necessary to carry out this section,

(ii) to permit the Comptroller General to review the information provided,

(iii) to permit the Director of the Congressional Budget Office to review the
information provided ,

(iv) to States to carry out this title, and

(v) to the Secretary to disclose (through a website accessible to the public)
average manufacturer prices.

The previous sentence shall also apply to information disclosed under section
1860D-2(d)(2) or 1860D-4(c)(2)(E) and drug pricing data reported under the first
sentence of section 1860D-31(i)(1).

(4) LENGTH OF AGREEMENT.—

(A) In general.—A rebate agreement shall be effective for an initial period of not
less than 1 year and shall be automatically renewed for a period of not less than
one year unless terminated under subparagraph (B).

(B) Termination.—

(i) By the secretary.—The Secretary may provide for termination of a rebate
agreement for violation of the requirements 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 provide, upon request, a
manufacturer with a hearing concerning such a termination, but such hearing shall
not delay the effective date of the termination.

(i) BY A MANUFACTURER.—A manufacturer may terminate a rebate agreement
under this section for any reason. Any such termination shall not be effective until
the calendar quarter beginning at least 60 days after the date the manufacturer
provides notice to the Secretary.

(iii) EFFECTIVENESS OF TERMINATION.—Any termination under this
subparagraph shall not affect rebates due under the agreement before the effective
date of its termination.

(iv) NOTICE TO STATES.—In the case of a termination under this subparagraph,
the Secretary shall provide notice of such termination to the States within not less
than 30 days before the effective date of such termination.

(V) APPLICATION TO TERMINATIONS OF OTHER AGREEMENTS.—The provisions of
this subparagraph shall apply to the terminations of agreements described in
section 340B(a)(1) of the Public Health Service Act and master agreements
described in section 8126(a) of title 38, United States Code .4l

(C) DELAY BEFORE REENTRY.—In the case of any rebate agreement with a
manufacturer under this section which is terminated, another such agreement with
the manufacturer (or a successor manufacturer) may not be entered into until a
period of 1 calendar quarter has elapsed since the date of the termination, unless
the Secretary finds good cause for an earlier reinstatement of such an agreement.
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