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The Annual Performance Report for the Prescription Drug Rebate Program is required pursuant
to the 2008-09 General Appropriations Act (Article 11, Health and Human Services Commission,
Rider 26, FL.B. 1, 80" Legislature, Regular Session, 2007). Rider 26 requires the Health and
Human Services Commission (HHSC) to provide a report to the Governor’s Office, the
Legislative Budget Board, and the State Auditor's Office that details the outstanding prescription
drug rebate balances for the Texas Medicaid program, Children's Health Insurance Program
(CHIP), Kidney Health Care program (KHC), and Children with Special Health Care Needs
program (CSHCN).

The federal Medicaid drug rebate program, which began as part of the Omnibus Budget
Reconciliation Act of 1990 (OBRA *90), requires drug manufacturers to enter into a national
rebate agreement with the United States Department of Health and Human Services. The
contracted manufacturers must report their current product and pricing information to the federal
government. Rebates are calculated and paid to state Medicaid programs by the drug
manufacturers based on the reported pricing information. State drug programs are required to
include all of the contracted manufacturers’ drug products in their Medicaid formularies. States
are also required to invoice and collect rebates from these manufacturers for all quantities of
their products dispensed to Medicaid recipients by outpatient pharmacies and for single source,
brand name drugs administered by physicians. Effective January 1, 2008, states may begin
invoicing for the top 20 generic drugs administered by physicians if the claims contain the
specific drug information. States share the rebates with the federal government at the same rate
as the Federal Medical Assistance Percentage (FMAP).

In addition to the federally-mandated Medicaid rebates, Texas implemented a supplemental
rebate program in January 2004. Manufacturers who enter into supplemental rebate contracts
with the Texas Medicaid program have their products considered for the Preferred Drug List
(PDL). The HHSC Pharmaceutical and Therapeutics Committee applies clinical, safety, and cost
effectiveness criteria to determine which products are assigned a “preferred” or “non-preferred”
PDL status. Non-preferred products require prior authorization before the drugs can be
dispensed. Preferred products require no prior authorization, which provides an incentive for
manufacturers to participate in the supplemental rebate program. HHSC invoices and collects
rebates from manufacturers for their preferred products. These rebate dollars are shared with the
federal government at the FMAP rate.

Manufacturers are encouraged to participate in separate CHIP, KHC, and CSHCN rebate
programs. While CHIP rebates are shared with the federal government at an enhanced FMAP
rate, collected rebate dollars for the KHC and CSHCN programs are returned entirely to the state
program budgets.

The HHSC Vendor Drug Program sends invoices for rebates to each drug manufacturer through
its contractor, First Health Services Corporation. Invoices are processed every calendar quarter
using paid claims data and the contractual rebate rates for each program. Payment 1s due 38 days
after the invoices are mailed.
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It is important to note that collection rates for all years are subject to change. Rebate programs
allow retroactive adjustments to pricing and utilization data. Manufacturers regularly provide
late and/or updated pricing information to the Centers for Medicare and Medicaid Services
(CMS) or HHSC. These updates to pricing information may retroactively change the rebate
rates. Additionally, collection rates can exceed 100 percent when manufacturers report pricing
changes after rebate invoices are sent.

The table below shows rebates receivable information by program. The table provides the total
rebates billed and collected for each program for calendar years 1991 through 2007. The total
collection for all programs is $5,234,095,175. The outstanding principle is $59,494,681. The
average collection rate calculated for all programs is 98.88 percent for all years for all programs.

Total Rebate Coliections by Program (All Funds)

Calendar Years 1991 Through 2007, as of April 30, 2008

Cumulative
Adjusted Billed Rebate Principal Interest Collection
Program Amount Collections Outstanding Outstanding Rate
Medicaid - OBRA 90 $4,607,732,394 $4,603,260,906 $4.471 488 $13,799,866 99,90%
Medicaid - 519,465,986 484,871,292 34,594,694 3,158,150 93.34%
Supplemental
Medicaid - Physician- 73,699,314 64,008,941 9,690,373 3,325,983 86.85%
Administered
CHIP - Federal-State 50,776,023 55,668,205 4,107,818 574,202 93.13%
Funded
CHIP - State Funded 1,024,248 938,866 85,382 11,352 91.66%
DSHS - Kidney 26,569,694 22,468,257 4,101,457 422,164 84.56%
Health Care
DSHS - Children 5,322,197 2.878,728 2,443,469 101,249 54.09%
with Special Health
Care Needs
Totals $5.293,589.856 $5,234,095,175 $59,494,681] $21,392.966 98.88%
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Summary

The Annual Performance Report for the Prescription Drug Rebate Program is required pursuant
to the 2008-09 General Appropriations Act (Article II, Health and Human Services Commission,
Rider 26, H.B. 1, 80th Legislature, Regular Session, 2007). Rider 26 requires the following:

*The Commission shall report on an annual basis the following information to the
Legislative Budget Board, the State Auditor's Office and the Governor: the outstanding
prescription drug rebate balances for the Medicaid, CHIP, Kidney Health, and Children
with Special Health Care Needs programs. The report shall include rebate principal and
interest outstanding, age of receivables, and annual collection rates. The report shall
specify amounts billed, the dollar value of pricing and utilization adjustments, and dollars
collected. The Commission shall report these data on each year for which the Prescription
Drug Rebate program has collected rebates and also on a cumulative basis for all years.”

This report details the outstanding prescription drug rebate balances for the Texas Medicaid
program, Children’s Health Insurance Program (CHIP), Kidney Health Care program (KHC),
and Children with Special Health Care Needs program (CSHCN). These programs include the
following:

Medicaid OBRA 90 rebates (Appendix A3);

Medicaid supplemental rebates (Appendix A4);

Medicaid physician-administered rebates (Appendix AS); and
Children’s Health Insurance Program.

oo Federal-State Funded (Appendix A6); and

ee State Funded (Appendix A7).

e Department of State Health Services;

s Kidney Health Care (Appendix A8B); and

ee Children with Special Health Care Needs (Appendix A9).

* & & @

For each of the rebate programs, appendices Al through A9 include the following information
through April 30, 2008:

amounts billed;

cumulative dollar value of pricing and utilization adjustments:
dollars collecied;

outstanding principal and interest; and

annual collection rates.

* & % & @

Background

The federal Medicaid drug rebate program. which began as part of the Omnibus Budget
Reconciliation Act of 1990 (OBRA '90), requires drug manufacturers to enter into a national
rebate agreement with the United States Department of Health and Human Services. The

3
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contracted manufacturers must report their current product and pricing information to the federal
government. Rebates are calculated and paid to state Medicaid programs by the drug
manufacturers based on the reported pricing information. State drug programs are required to
include all of the contracted manufacturers’ drug products in their Medicaid formularies. States
are also required to invoice and collect rebates from these manufacturers for all quantities of
their products dispensed to Medicaid recipients by outpatient pharmacies. Additionally, states
may collect Medicaid rebates for single-source, brand name products administered by
physicians; effective January 1, 2008, a new federal law requires states to invoice for the top 20
generic drugs. States share the rebates with the federal government at the same rate as the
Federal Medical Assistance Percentage (FMAP).

In addition to the federally-mandated Medicaid rebates, Texas implemented a supplemental
rebate program in January 2004. Manufacturers who enter into supplemental rebate contracts
with the Texas Medicaid program have their products considered for the Preferred Drug List
(PDL). The HHSC Pharmaceutical and Therapeutics Committee applies clinical, safety, and cost
effectiveness criteria to determine which products are assigned a “preferred” or “non-preferred”
PDL status. Non-preferred products require prior authorization before the drugs can be
dispensed. Preferred products require no prior authorization, which provides an incentive for
manufacturers to participate in the supplemental rebate program. HHSC invoices and collects
rebates from manufacturers for their preferred products. These rebate dollars are also shared
with the federal government at the FMAP rate.

Manufacturers are encouraged to participate in the voluntary CHIP, KHC, and CSHCN rebate
programs. While CHIP rebates are shared with the federal government at an enhanced FMAP
rate, collected rebate dollars for the KHC and CSHCN programs are returned entirely to the state
program budgets.

On February 13, 2006, First Health Services Corporation (First Health) assumed responsibility
for HHSC's rebate administration. First Health is responsible for rebate billing, collections,
dispute resolution, and data integrity. Invoices are processed every calendar quarter using paid
claims data and the contractual rebate rates for each program.

Rebate Process

Manufacturers submit their Medicaid rebate pricing to the Centers for Medicare and Medicaid
Services (CMS) 30 days after the end of the calendar quarter. CMS uses the pricing data from
the manufacturers to calculate the rebate rate and sends the data to the states. In compliance with
federal law, HHSC matches the rate from CMS and the utilization based on claims paid during
the quarter. HHSC sends invoices within 60 days after the end of the quarter. Manufacturers
have 38 days to pay the balance before interest accrues. The following chart illustrates the rebate
process timeline:

Claims Paid Invoices Sent Payment Due
January — March May 30 July 7
April - June August 28 October 6
July — September November 30 January 7
October - December February 28 April 5

4
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Manufacturers are required to calculate and pay rebates based on their most current pricing and
sales information. The rebate rate can change between the time CMS submits the rates to states
and the time the manufacturer makes payment to the states. In those cases, the payments will
include price adjustments and will differ from the invoiced amounts, which will appear as an
under or overpayment in the rebate reporting system. For Medicaid rebates, the difference will
remain in the system until CMS receives the pricing changes from the manufacturer and
transmits the changes to the state with their next quarterly update. Manufacturers can make
retroactive price adjustments for up to 12 calendar quarters after their original submission to
CMS. For CHIP and CSHCN, HHSC relies on manufacturers to provide rebate pricing
information. If the data submitted by a manufacturer contains errors, the rebate amount per unit
can be overstated or understated, and may result in large rebate adjustments when corrected.

Retroactive changes can be made to utilization data as well. If a claim has been reversed, or
research shows that a pharmacy made an error in a claim affecting an earlier invoice, the invoice
is changed retroactively. Utilization changes can continue to affect adjusted billed amounts as
far back as 1991. Recently, First Health applied utilization adjustment based on dispute
resolution completed by HHSC for 1991-1995, which corrected previous outstanding balances in
the system.

Since manufacturers have the right to dispute the number of units a state invoices, they may
withhold payment pending resolution of the dispute. The most common reasons manufacturers
cite for disputes are (1) the state did not reimburse pharmacies at a rate that should cover the
pharmacies’ cost for their product, and (2) the manufacturer’s sales records do not substantiate
the number of units invoiced.

For some of HHSC's older rebate data, and for drugs administered by physicians, some
outstanding balances are due to inconsistent reporting of quantities on submitted claims. These
items will require future manual adjustments by First Health rebate staff. Currently, in the
physician-administered program, HHSC is only invoicing for procedure codes that have one, and
only one, corresponding National Drug Code (NDC). Many manufacturers have disputed
physician-administered utilization previously invoiced, because they created new package sizes
(i.e. multiple NDCs) or the drug became available from another manufacturer and the change
was not reflected in the crosswalk table. This has resulted in significant adjustments to invoiced
amounts in physician-administered rebate invoices. Beginning January 1, 2008, as part of the
federal Deficit Reduction Act of 2005, physicians are required to submit the NDC of the specific
drug dispensed, in addition to the procedure code. Hospital providers will be required to include
the NDC on their claims beginning July 1, 2008. These changes should increase the invoice
amounts and the collection rates associated with physician-administered rebates.

In appendices Al through A9, the principal outstanding (column H) represents the total
receivables, which is the difference between the adjusted billed amount (column E) and
cumulative rebates collected (column G), and is aged based on the calendar year.
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Medicaid - OBRA *90 Rebate Program

The federal Medicaid drug rebate program, which began as part of OBRA 90, requires a drug
manufacturer to enter into a national rebate agreement with the Department of Health and
Human Services in order for a drug to be included in a state’s Medicaid formulary. The
manufacturer pays the state an agreed-upon rebate amount for each outpatient drug dispensed to
a Medicaid patient.

As shown in Appendix A3, as of April 30, 2008, Texas had collected $4,603,260,906 for the
federal Medicaid rebate program, which is a 99.9 percent collection rate. The most recent year
shows a collection rate of 102.4 percent. This is due to the fact that manufacturers have paid at
the most current rate, but have not reported the change to CMS yet, and some manufacturers did
not clearly mark their payment, so some of the supplemental payments were inadvertently
entered into the Medicaid database.

Medicaid - Supplemental Rebate Program

Texas implemented a supplemental rebate program in January 2004, Manufacturers who offer a
supplemental rebate (cash or a Program Benefit Agreement (PBA) - services in lieu of cash) to
the Texas Medicaid program have their products considered for the PDL. Products included in
the PDL. do not require prior authorization. HHSC submitted the first supplemental rebate
invoices to manufacturers at the end of May 2004.

The supplemental Medicaid rebate rate is particularly volatile, because it is dependent on the
regular Medicaid rebate rate. Manufacturers often provide updated pricing information to CMS
that retroactively changes the regular Medicaid OBRA ‘90 rebate rate. This causes a change in
the amount owed in the supplemental Medicaid rebate program. As manufacturers adjust their
payments to these retroactive price adjustments, the OBRA 90 rebates and supplemental
Medicaid debits and credits will balance. In addition, some manufacturers did not clearly mark
their payment, so some of the supplemental payments were inadvertently entered into the
Medicaid database.

As of April 30, 2008, HHSC had collected $484,871.292 in supplemental rebates (Appendix
Ad). Several manufacturers had not adjusted their payments {due to rate changes) between
OBRA 90 Medicaid rebates and their supplemental rebates, resulting in a portion of the
outstanding balances. Additionally, some manufacturers have chosen to provide PBAs that run
for a full year. Rebate balances are settled with the PBA benefits at the end of the contract
period; until that time, the rebate system shows the balances as unpaid. Collection rates for
supplemental rebates are expected to run at the same rate as federal Medicaid rebates.

Medicaid - Physician-administered Drug Rebate Program

In fiscal year 2003, HHSC began invoicing and collecting federal Medicaid rebates on outpatient

drugs provided in a physician's office or clinic. The Vendor Drug Program pays for pharmacy-

dispensed drugs identified by their NDC., However, Texas' acute care claims administrator, the
6
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Texas Medicaid & Healthcare Partnership, pays for drugs provided in physicians’ offices
identified by the Healthcare Common Procedure Coding System (HCPCS) codes. Drugs
provided in physicians’ offices are given codes that generally start with the letter *J” and are
commonly referred to as ‘J-codes’.

Since Medicaid rebate billings are based on NDCs, HHSC must convert (i.e., crosswalk or map)
physician-administered drugs into NDCs in order to bill and collect rebates. This crosswalk can
only occur when there is a one-to-one relationship between the HCPCS and the NDC number, as
with single source drugs. For multiple source drugs (for example, generic drugs with more than
one manufacturer and/or package size), HCPCS does not provide a sufficient means to identify
the specific NDC dispensed.

The federal Deficit Reduction Act of 2005 requires that HHSC capture the NDC of the drug
dispensed for at least the top 20 multiple source, physician-administered drugs beginning
January 1, 2008. HHSC required physicians to begin using NDCs January 1, 2008 and hospitals
will begin using NDCs on July 1, 2008. The rebate amounts invoiced and collected should
increase beginning in calendar year 2008 as rebates are captured on muitiple source drugs that

could not previously be invoiced. The first invoice for claims containing NDCs will be sent in
May 2008.

HHSC had collected $64,008,941 for physician-administered drugs as of April 30, 2008
{Appendix AS5). Rebates on drugs provided in physicians' offices are subject to numerous
disputes. The 86.85 percent collection rate is a result of the following issues:

e Manufacturers dispute a large portion of their physician-administered drug invoices because
they question the cross-walk procedure used to map the HCPCS to a specific NDC. This
should decrease beginning with the 2008 invoices.

¢ Physician-administered claims must be converted from the unit of measure used to pay the
claim (HCPCS units) to the rebate unit of measure.

e Physician-administered claims are not consistent in their use of the HCPCS unit, resulting in
the incorrect conversion to rebate units.

Children’s Health Insurance Program (CHIP) — Federal-State Funded

The CHIP rebate program is a voluntary state rebate program that began in March 2002. CHIP is
divided into two subprograms, depending on the funding source: the federally matched federal-
state funded (FSF) and the state funded only (SF). For the CHIP-FSF program, HHSC had
collected $53.668,203 in rebates as of April 30, 2008 (Appendix A6).

HHSC cannot receive the same rebate levels for CHIP drugs as it does for Medicaid drugs due to
the federal Medicaid best price requirements included in Section 1927 of the Social Security Act.
Because of this federal law, manufacturers are only willing to pay a certain level of CHIP
rebates. If they paid higher CHIP rebates, they might have to pay higher federal Medicaid
rebates nationwide.
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For CHIP, manufacturers are required to report rebate pricing to HHSC on a quarterly basis. If a
manufacturer fails to comply with price reporting requirements, HHSC mails an invoice that
reports the utilization of each NDC, but does not calculate an amount due, because the current
rate in the system is zero. Pursuant to the terms of the contract, the manufacturer is responsible
for calculating the rebate amount and paying. As a result, it appears in the rebate system as
though HHSC has been overpaid (greater than 100 percent collections) until the manufacturer
corrects/provides the pricing data from the previous quarter. If a manufacturer’s pricing file
contains errors, it could result in large price adjustments when corrected. In 2005, there were
two manufacturers whose rebate amounts per unit were overstated. This caused the original
invoices to be overstated by approximately $15 million (column B in Appendix A6), which has
since been corrected.

Children’s Health Insurance Program (CHIP) ~ State Funded

The CHIP-SF rebate program covers prescriptions for legal immigrants. This program is funded
entirely from general revenue. This program is much smaller than the CHIP-FSF program. HHSC
had collected $938,866 in rebates as of April 30, 2008 (Appendix A7). Like CHIP-FSF,

CHIP-SF faces challenges related to manufacturer data, including the overstatement of certain
manufacturers' rebate amounts per unit in 20035.

Kidney Health Care (KHC) Program

In 1997, KHC approached drug manufacturers to participate in its new, voluntary drug rebate
program. Because KHC qualifies as a State Pharmaceutical Assistance Program (SPAP), it is
able to achieve the same level of rebates as Medicaid, without jeopardizing the manufacturers’
Medicaid rate. HHSC’s Vendor Drug Program administers this program for the Department of
State Health Services (DSHS).

HHSC had collected $22,468,237 in KHC drug rebates as of April 30, 2008 (Appendix AB).
Collections have averaged 84.56 percent of the amount invoiced, because KHC invoices for
rebates on ‘covered products’ that included non-drug items, such as lancets and syringes. Since
manufacturers are not calculating rates or paying rebates on non-drug products under Medicaid,
their systems have not been modified to include non-drug products for the KHC program. In
addition, there is one manufacturer that purchased a contracted manufacturer. At the time they
notified HHSC of the acquisition, they stated that they would be bound by the contract; however
they have failed to pay approximately $2 million in outstanding rebates.

Children with Special Health Care Needs (CSHCN) Program

Like KHC, CSHCN began collecting rebates in 1997 and HHSC's Vendor Drug Program
administers this program for DSHS. Prior to June 2003, the CSHCN program was considered an
SPAP. In June 2003, CMS issued new guidance clarifying what type of programs qualified as an
SPAP.

With the clarification, CSHCN no longer qualified as an SPAP and was no longer eligible to
receive Medicaid rebate leveis. At that time, DSHS contacted the manufacturers that had

8
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existing contracts and requested that these manufacturers re-contract at a new rate for CSHCN
rebates. Manufacturers were instructed to provide information on the new rates. Many
manufacturers did not respond to the request from DSHS to re-contract, nor did they cancel their
existing contracts with Texas. As a result, HHSC continues to send utilization invoices and the
manufacturers are responsible for calculation and payment.

HHSC had collected $2,878,728 in CSHCN rebates as of April 30, 2008 (Appendix A9). The
change in the SPAP status in 2003 has caused numerous manufacturers to drop their rebate
contracts. In addition, some manufacturers that have not submitted updated rebate pricing data
continue to pay rebates, while others are reviewing their liability. This program also relies on
manufacturers to provide pricing data. If the data is submitted incorrectly, the rebates can be
grossly overstated (see Column B for 2006).

From 1991 through April 30, 2008, HHSC had collected a total of $5,234,095,178 in rebates, or
98.88 percent of the amounts invoiced. Appendix Al contains the summary breakdown by year
and program. The table on the next few pages show rebate receivable information by program
and time period.

It is important to note that collection rates for all years are subject to change. Rebate programs
allow retroactive adjustments to pricing and utilization data. Manufacturers regularly provide
late and/or updated pricing information to CMS or HHSC. These updates to pricing information
may retroactively change the rebate rates. Additionally, collection rates can exceed 100 percent
when manufacturers report pricing changes after rebate invoices are sent,

Looking forward, the federal Deficit Reduction Act of 2005 will impact the rebates on physician-
administered drugs. The Deficit Reduction Act requires providers begin submitting NDCs for
physician-administered drugs beginning in 2008. This will allow the state to begin invoicing for
rebates on multi-source, generic drugs administered in physicians’ offices. However, increasing
the collection rates will require a decrease in the number of disputes for this program.

Total Rebate Collections by Program (AH Funds)
Calendar Years 1991 through 2007, as of April 30, 2008

Cumulative
Adjusted Billed Rebate Principal Interest Collection
Program Amount Collections Qutstanding Outstanding Rate
Medicaid - OBRA 90 $4.6(7,732.394 $4.603.260.906 $4.471 488 $13,799.866 99.90%
Medicaid -
Supplemental 519,465,986 484,871,292 34,594,694 31538150 93.34%
Medicaid - Physician-
administered 73699314 64,008,941 9.690.373 3,325,983 36.85%
CHIP - Federal-State
Funded 59,776,023 55,668,205 4,107,818 574,202 93.13%
CHIP - State Funded 1,024,248 938,466 83,382 11,352 91.66%
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Total Rebate Coilections by Program (All Funds)
Calendar Years 1991 through 2007, as of April 30, 2008

Cumulative
Adjusted Billed Rebate Principal Interest  Collection

Program Amount Colections Outstanding Outstanding Rate
DSHS - Kidney
Health Care 26,569,694 22,468,237 4,101,457 422,164 84.56%
DSHS - Children
with Special Health
Care Needs 5,322,197 2,878,728 2,443,469 101,249 54.09%
Totals $5.293,589,856 $5,234.095,175 $59,494 681 $21.392,966 9% 88%
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