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that covered entities not reveal
confidential drug pricing information.

VII. Nonrenewal and Termination
Provisions

Unless otherwise terminated by either

» the Agreement will be effective

a period of one year and will be
renewed automatically for additional
successive terms of one year, unless the
manufacturer gives written notice of
intent not to renew. The manuf:
may terminate the Agreement for any
reason, and the Secretary, after notice
and hearing, may terminate the
Agreement for goad cause or a violation
of the Agreement.
Dated: February 11, 1993.

Robert G. Harmaon,
Administrator, Health Resources and Services
Administration.
[FR Doc. 93-10816 Filed 5-6-93; 8:45 am]
BILLING CODE 4180-15-M

Notice Regarding Section 602 of the
Veterans Heaith Care Act of 1992,
Duplicate Discounts and Rebates on
Drug Purchases

AGENCY: Public Health Service, HHS.
ACTION: Notice.

SUMMARY: Section 602 of Public Law
102-585, the “Veterans Health Care Act
of 1992" (the “Act”), enacted section
340B of the Public Health Service Act
(“PHS Act”), “Limitation on Prices of
Drugs Purchased by Covered Entities.”
Section 340B provides thata
manufacturer who sellila covered
outpatient drugs to eligible entitiss must
sign a pharmaceutical pricing ent
with the Secretary of Health and Human
st e
agrees to a prics for covere
outpatient drugs that will not exceed the
amount determined under a statutory
formula.
Section 340B(a)(5)(A) of the PHS Act
rovides that a drug purchase shall not
Ee subject to both the discount under
section 340B and a Medicaid rebate
under section Ti'::? of the Soci:l
Security Act, Department is
dirscim’l' to establish @ mechanism to
this probibition. The purmess ofebls,
ibition. purpose of this
noﬁms to announce the mechanism
that the Department is proposing and to
invite public comment on the proposal.
DATES: The Health Resources and
Services Administration is soliciting
comments from the public on this
pr#od mechanism by june 7, 1993.
Department will consider the
commenis and fssue a final notice of the
mechanism to be established. The
Department presently intends that State

Medicaid agencies will implement the
procedures dt;:téﬁnod belowdfg;
outpatient claims pai

Medicaid beginning July 1, 1993, if PHS
provides State Medicaid agencies with
the Medicaid provider numbers for all
covered entities by July 1, 1883.

With a July 1, 1983, effective date, ail
State Medicaid drug utilization data for
the third calendar quarter due to
manufacturers by November 30, 1993,
would exclude rebates for discounted
drugs sold to PHS covered entities. For
claims paid by Medicaid prior to July 1,
1993, State agencies will bill
manufacturers for rebates on all drugs
peid by Medicaid.

ADDRESSES: Comments should be
submitted to: Marsha Alvarez, R.Ph.,
Director, Drug Pricing Program, Bureau
of Primary Health Care, Health
Resources and Services Adménistration,
Rm. 7A-55, Parklawn Building, 5600
Fishers Lane, Rockville, MD 20857,
Phone: {301) 4430004

FOR FURTHER INFORMATION CONTACT: For
further information please contact
Marsha Alvarez, as cited above.

SUPPLEMENTARY INFORMATION:

Section 1927 of the Social Security
Act provides that in order to receive
payment under th;ehl.llegincgc} 1o
for covered ou t g
manufactug:ﬁust enter into emt:ltll "
comply wi te agreements with the
Secrotary on behalf of States of with
States directly. Section 1927 was
enacted by the Omnibus Budget
Reconciliation Act of 1990 and was
amended by section 601 of the Act.
Section 602 of the Act creates a program
under which drug manufacturers must
provide discounts to “covered entities,”
which consist primarily of certain
grantees of the Public Health Service
and “disproportionate share” hospitals.

Glects Congroas’ meoguition the ther
b1 5 on that there
isa 1:»otemth5l.afc;-s drugs purchasad by a
covered entity with a discount to be
subject to a Medicaid rebate, if the drug
is reimbursed by the Medicaid program.
Accordingly, this section directs the
Department to establish a mechanism to
avoid the combination of the discount
&d the Medicaid rebate for the same

g N

The Public Heelth Service has
consulted with the Health Care
Financing Administration (HCFA),
which is responsible for the Federal
administration of the Medicaid progrem,
and the foll as the
mechanism to comply with section
340B(a)(S)(A).

L All-Inclusive Rates Per Encounter or
Visit

Under “all-inclusive rates” (either per
encouxter or visit), drug purchases are
not billed as separate cost items, and,
therefore, there is no op ity fora
Medicaid rebate to be sought for the
drugs, even if purchased with a saction
340B discount. (See, for example, the
reimbursement methodology for
Federally Qualified Health Centers,
sections 1861(aa) and 1905(1)(2) of the
Social Security Act.) Accordingly, to the

that iti op all-
inclusive rates, there is no possibility
that the duplicate discount and rebate
can accur,

I. Drug Purchases Not Reimbursed
Under All-Inclusive Rate

For those drug purckases which are
not reimbursed by Medicaid under all-
inclusive rates, the Department
proposes the following mechanism to
avoid the duplicate discount and rebate.
PHS has provided manufacturers a list
of covered entities aligible for the
discounts. (This list will be updated
periodically.) PHS will provide the list
to State Medicaid agencies with the
Medicaid provider numbers for each
covered entity in the respective State.
The covered entities will provide these
numbers to the PHS.

ghen a covered egtity submits a bill
to the State Medicai fora
purchase by or on behm Mad:::‘g
beneficiary, the amount billed shall not
exceed the entity’s actual sition
cost for the drug, as charged by the
manufacturer at & price consistent with
the Veterans Health Care Act of 1992,
plus a dispensing fee established by the
Stete Medicaid agency. This will assure
that the discount to the covared entity
will be passed on to the State Medicaid

Based on the Medicaid provider
number information furnished by PHS,
the State Medicaid agency will create a
separete provider file for claims from
covared entities which are billing on a
cost basis for drug purchases. The State
Wwdﬂ tg; will ;xciude data from

ese es when generating the
rebate bills to the mmﬁmrangzsdor
the section 1927 program. Thus, the
payment of duplicate discounts and
rebates by the manufacturer will be
prevented.

This mechanism is consistent with
the Veterans Health Care Act and the
limitations established in the Medicaid
regulations, 42 CFR sections 447.331—
447.334, which limit the amount the
Medicaid State may reimburse
gfuvldm. ese regulations are
esigned to give States a certain amount
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