ATTACHMENT 1

12/93 (Final)

SUMMARY OF OBRA '93
P FO D O ENT DRUG

On August 10, 1993, the Omnibus, Budget Reconciliation Act of
1993 (P.L. 103-66) was enacted.' Section 13602 modified the
Medicaid drug rebate program. Unless otherwise noted in the
description that follows, these changes are effective as if
included in OBRA '90, which was generally effective

January 1, 1991.

PAYMENT FOR COVERED OUTPATIENT DRUGS
STATE PLANS FOR MEDICAL ASSISTANCE
PAYMENT TO STATES

Section 1903(i) and Section 1902(a) (54) of the Social Security
Act (the Act).

Section 1903(i) (10) of the Act now states that FFP will be
denied, (1) unless there is a rebate agreement in effect under
section 1927 for covered outpatient drugs and (2) with respect
to any amount expended for innovator multiple source drugs
dispensed on or after July 1, 1991, if, under applicable State
law, a less expensive multiple source drug could have been
dispensed, but only to the extent that such amount exceeds the
upper payment limit for such multiple source drug.

Section 1903(i) (10) of the Act is amended to delete the
requirement for States to provide for drug use review in order
to receive FFP. Former section 1927(e) of the Act has also
been added to this section and modified. This section now
requires that only that amount above the upper payment limit
be disallowed. As is the case with our current policy, this
provision only applies to drugs subject to the Federal Upper
Limit program.

Section 1902(a) (54) has been amended to remove reference to a
restrictive formulary (as is now allowed under section
1927(d) (4)) .

1 To receive a copy of Public Law 103-66 request publication
number 869-0210066-1 (the cost is $14) from:

Government Printing Office

Superintendent of Documents

P.O. Box 371954

Pittsburgh, PA 15250-7954

Phone: (202) 512-2470
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TERMS OF THE REBATE AGREEMENT. -

PERIODIC REBATES.-Section 1927 (b) (1) (A)-This section has been
changed to clarify the current legislation. The technical
changes are as follow:

The period of the rebate was previously referenced as "a
calendar quarter" and now will be referenced as "a rebate
period". We do not currently plan to change the quarterly
rebate period as previocusly established.

This section clarifies our current policy that rebates will be
calculated for drugs dispensed and paid for by the State after
12/31/90. Our current policy also requires rebates for drugs
where the dispensing date may have been a date on which a
manufacturer was no longer participating in the program. For
example: Manufacturer A terminates from the program effective
1/93. Even though the actual claim may not be paid by the
State until after the nanufacturer's termination date, as long
as the drug was dispensed during the rebate period where the
manufacturer did participate in the program, rebates are
required.

STATE PROVISION OF INFORMATION.-Section 1927 (b) (2)-This
section was amended to clarify that States must report, by
package size, to each manufacturer on the total number of
units dispensed and paid for by the State. This reflects our
current policy that States must report to manufacturers by the
11 digit National Drug Code (NDC) number.

This section also clarifies our current policy that a rebate
payment should be calculated on data based on the date State
payment was made for the drug, not the date it was dispensed.

AMOUNT OF REBATE.-

BASIC REBATE FOR SINGLE SOURCE AND INNOVATOR MULTIPLE SOURCE
DRUGS.-Section 1927(c) of the Act-This completely replaces
former sections 1927(c), "Amount of Rebate". The following
paragraphs summarize the changes in the lav and the effects on
our current policy concerning size of the drug rebates.

BEST PRICE.-Section 1927 (c) (1) (C) ~The "best price" definition
has been amended to clarify that prices available to providers
and health maintenance organizations are included in the best
price calculation. It continues to be our policy that the
best price reflects any prices of a manufacturer except those
prices specifically exempted by the law.
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This section also adds clarification and reflects our current
policy for defining a "free good' in relation to the best
price calculation. Section 1927(c) (2) (C) of the Act now
specifies "free goods" as those that are contingent on any
purchase requirements. They are to be included in the best
price calculation.

ADDITIONAL REBATE FOR SINGLE SOURCE AND INNOVATOR MULTIPLE
BOURCE DRUGS.-Section 1927(c) (2)-The weighted average
manufacturer price provision is deleted, which was to be
effective as of January 1, 1994. The additional rebate
calculation will continue to be on a drug-by-drug calculation. .

Section 1927(c) (2) of the Act has further clarified "Baseline
Average Manufacturer Price" (AMP) and "Base Consumer Price
Index-Urban (CPI-U) for the calculation of the additional
rebates as follows:.

For Drugs A roved efo 9
-Section 1927(c) (2) (A)~-

BASELINE AMP--For drugs approved by the Food and Drug
Administration (FDA) on or before 10/1/90, the baseline
average manufacturer price (AMP) means the AMP for the rebate
period beginning July 1, 1990. This is unchanged from the
definition in the current rebate agreement. The base line AMP
is to remain the same, i.e. that originally reported for the
July-September 1990 quarter without regard to whether or not
the drug has been sold or transferred to an entity, including
a division or subsidiary of the manufacturer, after the first
day of such quarter.

BASE CPI-U-~The base CPI-U used for calculating the additional
rebate amounts for drugs approved by the FDA before 10/1/90 is
also unchanged. It is the CPI-U in effect for September 1990.
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4
or -] A roved te 0
~Section 1927 (c) (2) (B)~-

BASELINE AMP For 1/91 - 9/30/93--For the period 1/1/91 to
9/30/93, the policy originally in OBRA '90 will be used for
determining baseline AMP. The baseline AMP will continue to
be that for the first day of the first full month in which the
drug was first marketed.

DEFINITION OF: DATE DRUG ENTERED MARKET For 1/91 - 9/30/93~=
For this period, the policy originally defined in the rebate
agreement will be used for reporting "date entered market".
That policy has been the first day of the first full month
that the drug was marketed. In order to meet this definition,
the drug must have been marketed on the first day. If the
drug was not marketed on that first day, the date entered
market will be the first day of the first full month in which
the product was marketed for a full month.

BASBE CPI-U For 1/1/91 - 9/30/93==For 1/1/91-9/30/93, the base
CPI-U remains the CPI-U for the month before the month in
which the drug was first marketed.

BASELINE AMP For 10/1/93-CONTINUING--Beginning 10/1/93, the
baseline AMP will be determined by using the AMP for the first
full calendar quarter after the day on which the drug was
first marketed. Thus, for drugs FDA approved before 10/1/93,
there is the potential for the same drug to have two different
baseline AMP's, i.e., one for the 1/1/91 through 9/30/93
period and one for the period beginning 10/1/93. The baseline
AMP for both periods is to be determined without regard to
whether or not the drug has been sold or transferred to an
entity, including a division or subsidiary of the
manufacturer, after the first day of such quarter. As noted,
section 1927 (c) (2) (A) (II) further clarifies our current policy
that a manufacturer's baseline AMP (whether for drug approved
by FDA prior to 10/1/90 or after 10/1/90) is drug-specific and
should follow the drug regardless of which manufacturer has
current legal title.

DEFINITION OF: DATE DRUG ENTERED MARKET For 10/1/93 & APTER--
Beginning 10/1/93, the market date of a product will be the
actual date the product entered the market.

BASE CPI-U For 10/1/93--Beginning 10/1/93, the base CPI-U
means the CPI-U for the month prior to the first month of the
first full calendar quarter after the day on which the drug
was first marketed.
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LIMITATIONS ON COVERAGE OF DRUGS.-

LIST OF DRUGS S8UBJECT TO RESTRICTION.-Section 1927(d) (2)-
States no longer have the option of excluding from coverage or
restricting pre-1962 drugs that have not Yet been approved or
subject to the DESI process. If these drugs otherwise meet
the criteria of a covered outpatient drug, States must provide
coverage of these drugs and manufacturers must pay rebates.

In accordance with section 1927 (k) (2)(A) (iii) of the Act, the
following pre-1962 DESI/IRS drugs meet the definition of a
covered outpatient drug:
-Drugs described in section 107(c) (3) of the Drug
Amendments of 1962, i.e., pre-1962 drugs for which a
NOOH has not been issued for some or all of the drug's
labeled indications;
~Drugs for which the Secretary has determined there is a
compelling justification for their medical need, or is
identical, similar, or related to such drugs; and
~Pre-62 drugs that have undergone the DESI review process
and have been determined by the FDA to be effective for
all their labeled uses under section 505 of the Federal
Food, Drug and Cosmetic Act.

REQUIREMENTS FOR FORMULARIES.-Section 1927(d) (4)-This open
formulary restriction is repealed by a new section 1927(d) (4)
of the Act. Beginning October 1, 1993, States may establish a
drug formulary which meets specific requirements. The
formulary:

-Must be developed by an appropriate Governor-appointed
committee or State drug use review board;

-Must include covered outpatient drugs, other than those
excluded from coverage or restricted under section
1927(d) (2), of manufacturers which have entered into
and comply with the Medicaid Drug Rebate Agreement,

-Must exclude only those drugs (vith respect to the
treatment of a specific disease or condition for an
identified population) where:

+the drug's labeling, or

+the drug's medically acceptable indication (based

on appropriate compendia),

+does not have a significant, clinically
meaningful therapeutic advantage, in terms
of safety, effectiveness, or clinical
outcome, over other drugs included in the
formulary,
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-Must have available to the public, written explanation
of reasons for excluding the drug,

-Must permit coverage of drugs that are excluded fron
the State's drug formulary (other than those drugs
excluded from coverage in accordance with section
1927(d) (2)) and subject them to prior authorization
consistent with the requirements in section
1927(4) (5) .

At this point in time ve do not anticipate publishing any
further requirements that a formulary must meet.

REQUIREMENTS OF PRIOR AUTHORIZATION PROGRAMS.~Section

1927(d) (5)~The amendments have not changed our existing
policy on the prior authorization of drugs and the
establishment of a prior authorization program. The law
clarifies that a prior authorization program established under
Section 1927(d)(5) is not a formulary and would not be subject
to the requirements for formularies found at section

1927 (d) (4) of the Act. '

TREATMENT OF NEW DRUGS. -Section 1927(4d) (6)~The former section
has been eliminated, deleting the requirements for States to
provide a 6-month period of unrestricted coverage for new
drugs. Effective October 1, 1993, States may exclude,
restrict or subject to prior authorization new drugs approved
by the FDA. New drugs approved by the FDA prior to October 1,
1993 will only receive the unrestricted coverage specified in
the former section 1927(d) (6) of the Act through September 30,
1993. Beginning October 1, 1993 the unrestricted coverage no
longer applies. '

TREATMENT OF PHARMACY REIMBURSEMENT.-Former section 1927 (£f)
has been redesignated as section 1927(e), Treatment of
Pharmacy Reimbursement Limits. This section reflects our
current policy on the noratorium provisions for reduction in
pharmacy reimbursement. The law has added a new subsection on
State maximum allowable cost (MAC) limitations which clarifies
our current policy. MAC programs established by States prior
to 1/1/91 or after 12/31/94 are allowable and are not
considered a reduction in pharmacy reimbursement. Likewise,
States may continue to operate MAC programs in effect prior to
1/1/91 in accordance with the terms of that program, e.q.,
adjusting limits and adding drugs within the requirements of
the MAC.
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DEFINITIONS.=-AVERAGE MANUFACTURER PRICE. -Section 1927 (k) (1)-
The law clarifies the current requirement, as reflected in the
rebate agreement, that the AMP will be calculated after
deducting customary prompt pay discounts.

LIMITING DEFINITION.-Section 1927 (k) (3) -The law clarifies
existing policy defining what is not included as a covered
outpatient drug. In addition to the current criteria defined
in section 1927(k) (3), a covered outpatient drug does not
include:

-Any drug or product for which a NDC number is not
required by the FDA,

-Any drug provided as part of, or as incident to and in
the same setting as an Intermediate cCare Facility for
the Mentally Retarded.

This change also reflects current policy that any prices
offered to the entities listed in section 1927(k) (3) will be
applied to the best price calculation even though drugs
provided as part of these settings are not considered
outpatient drugs.

MEDICALLY ACCEPTED INDICATION.-Section 1927 (k) (6) ~The law has
amended this section to delete the use of peer-reviewed
medical literature and require that the medical indication
must be on the label or is accepted by the compendia cited in
section 1927(k) (6). Those compendia have not changed and are
the American Hospital Formulary Service-Drug Information, the
American Medical Association Drug Evaluations and the United
States Pharmacopeia-Drug Information.
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* - Indicates States submitting less than 5000 records in a Quarter.
Totals shown indicate number of States submitting usable tapes.
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WEEKLY U.S. T-BILL DISCOUNT RATE

The latest weekly 90-day treasury bill auction rates beginning
with January 3, 1994 are as follows:

01/03/94 3.170
01/10/94 3.084
01/18/94 3.055
01/24/94 3.023
01/31/94 3.055
02/07/94 3.312
02/14/94 3.353
02/22/94 3.406
02/28/94 3.475
03/07/94 3.602
03/14/94 3.651
03/21/94 3.696
03/28/94 3.581
04/04/94 3.798
04/11/94 3.716
04/18/94 3.847
04/25/94 3.941
05/02/94 4.097
05/09/94 4.428




