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The Fiscal Year 2006 Annual Report on Performance Reporting for the Prescription Drug Rebate
Program is required pursuant to the 2006-07 General Appropriations Act (Article I, Health and
Human Services Commission, Rider 40, $.B. 1, 79th Legislature, Regular Session, 2005). Rider 40
requires the Health and Human Services Commission (HHSC) to provide to the Govemor’s Office,
the Legislative Budget Board, and the State Auditor's Office (SAQ) a report 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 report also addresses data integrity issues related to the
calculation of outstanding balances.

Rider 40 requires the semi-annual submission of this Performance Report. At the time the mid-year
report was due, HHSC was transitioning the rebate program to the new pharmacy claims and rebate
administration contractor, First Health Services Corporation (First Health). Therefore, this report
contains data for the full fiscal year 2006.

The federal Medicaid drug rebate program 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 that
information. State drug programs are required to include all of the contracted manufacturers’ drug
products in their Medicaid formularies. States also are required to invoice and collect rebates from
these manufacturers for all quantities of their products dispensed to Medicaid clients by outpatient
pharmacies. Additionally, states may collect Medicaid rebates for single-source, brand name
products administered by physicians in their offices. States are required to 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” PDI, 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.

A number of manufacturers also voluntarily participate in separate CHIP, KHC, and CSHCN rebate
programs. Although CHIP rebates are shared with the federal government at an enhanced FMAP
rate, collected rebate dollars for the KHC and CSHCN programs are returned to the state program
budgets. HHSC invoices cach drug manufacturer quarterly for all rebate payments, based on paid
claims data. The invoices are based on the calendar quarter in which the claims were paid.
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Tables 1 and 2 present the rebate receivables information by program and calendar year.
Appendices Al through AS provide the supporting documentation for Tables | and 2.

Table | provides program totals from 1991 through August 31, 2006. During that time period,
HHSC collected $3,676,540,450 (all funds) for the Medicaid rebate program and $4,059,778,928 (ali
funds) for all programs subject to rebates.

Table 1

Total Rebate Collections by Program (All Funds)
Calendar Year 1991 Through 2006

as of August 31, 2006
Adjusted Billed Cumulative Principal Interest

Program Amount Rebates Collected Outstanding OQutstanding
Medicaid $3,961,925,125  $3,676,540,450 $ 285,384,675 $47,569,711
Supplemental Medicaid 248,637,562 281,537,321 (32,899,759) 189.026
Physician Administered
Medicaid Drugs (J-Code) 73,316,289 48,642,151 24,674,136 2,664,551
CHIP - Federal-State
Funded 29,586,033 31.227,629 (1,641,595) 270,345
CHIP - State Funded 563,735 635,687 (71,952) 5,462
Kidney Health 19,897,686 18,867,527 1,030,160 160,711
Children with Special
Health Care Needs 2,544,386 2,328,163 216,220 27,218
Program Totals $4,336,470,816  $4,059,778,928 $ 276,691,885 $ 50,887,024

Collection rates are always subject to change because of retroactive adjustments to pricing and
utitization, as well as future collections. Collection rates can exceed 100 percent if manufacturers
are slow to report pricing or utilization changes. Also, the formula for the Supplemental Medicaid
rebate rate is contingent upon the regular Medicaid rebate rate. Manufacturers often provide updated
pricing information to CMS that retroactively changes the regular Medicaid rebate rate, which
increases what is owed in the regular Medicaid rebate program and decreases what is owed in the
Suppiemental Medicaid rebate program. This accounts for most of the apparent credit balance in the
Principal Outstanding for Supplemental Medicaid rebates, and also increases the balance owed for
regular Medicaid rebates. As manufacturers adjust their payments accordingly {following
retroactive price adjustments). the Supplemental Medicaid credit balance will decrease, as will the
balance owed for regular Medicaid rebates,

Table 2 shows rebate receivables by year for the past 16 years, which reflects total receivables of
$276,691.885 as of August 31, 2006 (see Appendix Al). The average collection rate calculated for
all programs for the 16-year period is 94 percent.

]
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Table 2

All Funds, All Programs
by Calendar Year

as of August 31, 2006
Total Annual
Calendar Adjusted Billed Total Rebates Total Principal Interest Collection
Year Amount Collected Outstanding Qutstanding Rate
1991  § 56424093 $ 40427888  $15996,204 $ 6,644,498 2%
1992 105,243,278 77,685,400 27,557,878 3,686,195 74
1993 130,637,400 92,497,898 38,139,501 27,651,796 71
1994 100,454,106 100,756,014 (301,907) 1,695,484 100
1995 110,739,415 109,724,290 1,015,125 850,192 99
1996 122,358,143 121,273,779 1,084,363 1,309,477 99
1997 142,518,450 141,645,584 872,865 319,246 99
1998 171,979,447 171,841,061 138,387 212,795 100
1999 216,294,595 215,156,094 1,138,500 485,465 99
2000 258,542,457 258,642,608 (100,151) 698,004 100
2001 308,849,705 306,986,237 1,863,467 454,668 99
2002 385,515,087 383,264,275 2,250,811 757,425 99
2003 482,267,670 475,715,612 6,552,058 1,121,643 99
2004 702,603,084 689,208,080 13,395,004 1,888,510 98
2005 804,187,239 817,550,262 (13,363,021) 2,637,047 102
2006 237,856,647 57,403,846 180,452,801 474,579 24
Totals  $4,336,470.816  $4,059,778.928 $276,691.885 50,887,024 94

According to federal law, rebates are invoiced 60 days after the end of the calendar quarter in which
the claims were paid, and manufacturers have 38 days after the postmark date of the invoices to send
payment, Based on this billing and collection cycle, complete calendar year 2006 rebate data will be
available m April 2007, The 2006 collection rate in Table 2 indicates, as of August 31, 2006,
invoices were sent for the first and second calendar quarters in 2006. However, payments for the
second quarter were not due until early October 2006,

The lower than average coliection rates for 1991 through 1993 are a result of an overstated Adjusted
Billed Amounts. The Adjusted Billed Amounts were overstated due to frequent changes to the units
of measure for creams, liquids, and reconstituted vials and their associated rebate rates. In many
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cases, the units used to invoice were changed subsequent to the invoice, resulting in different units of
measure being used for rebate calculations. For example, a manufacturer may have been invoiced
for the number of ounces in a tube. When the manufacturer paid the rebate, however, their payment
was based on the number of tubes rather than the number of ounces.

Correcting the Adjusted Billed Amounts requires recording all collections and adjusting the original
invoiced amounts. The entry of Total Rebates Collected information, from paper records, was
completed by December 31, 2005. HHSC’s new pharmacy claims and rebate administration
contractor, First Health, is applying the appropriate unit adjustments as previously identified to
reflect the current unit of measure. This will result in lower Adjusted Billed Amounts and a
corresponding increase in the Collection Rate.

With the state’s transition from in-house claims processing and rebate management to an outsourced
vendor and the inclusion of the 1991 through second quarter 1995 data in the system, HHSC has
taken significant steps to address the data integrity issues identified by the SAO.
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Rider 40

The Fiscal Year 2006 Annual Report on Performance Reporting for the Prescription Drug Rebate
Program is required pursuant to the 2006-07 General Appropriations Act (Article 11, Health and
Human Services Commission, Rider 40, $.B. 1, 79th Legislature, Regular Session, 2005). Rider 40
requires the following.

“The Commission shall report on a semi-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 reports shall specify amounts billed, dollar
value of pricing and utilization adjustments, and dollars collected. The
Commussion 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. In addition, the Commission shall provide no later than August 31, 2006,
a separate report to the Legislative Budget Board, State Auditor's office, and the
Governor's office detailing the outstanding Medicaid prescription drug rebates
and interest balances for the period from 1991 through the second quarter of
calendar year 1995 in the format specified above.

In order to fully comply with this rider, the Commission should address data
integrity issues related to the calculation of outstanding balances, cited in the
State Auditor's Office report number 03-029, An Audit Report on the Health
and Human Services Commission Prescription Drug Rebate Program.”

Rebate Process

Thirty days after the end of the calendar quarter, manufacturers submit their rebate pricing to the
Centers for Medicare and Medicaid Services (CMS). CMS uses the data submitted by 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 utifization based on claims paid during the guarter
and sends invoices within 60 days after the end of the quarter. Manufacturers have 38 days to pay
the balance before interest accrues.

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
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Manufacturers are required to calculate and pay rebates based on their most current pricing and sales
information. That means that the rebate rate can change between the time HHSC submits the
invoices, and the time the manufacturer makes payment. The resulting payments will cause a
difference that will appear as an under or overpayment in the system. The difference will remain in
the rebate reporting system until CMS receives the pricing changes from the manufacturer and
transmits the changes with their next quarterly update. In addition, manufacturers can make
retroactive price adjustments for up to 12 calendar quarters after their original submission to CMS.
Retroactive changes can be made to utilization as well. If claims have been reversed, or research
shows that a pharmacy made an error in a claim affecting an earlier invoice, the invoice is changed
retroactively. These changes can continue to affect adjusted billed amounts as far back as 1991

Since manufacturers have the right to dispute the utilization that a state invoices, they may withhold
payment pending resolution of the dispute. Manufacturers most commonly dispute a state’s
utilization because the state did not reimburse pharmacies at a rate that should cover the pharmacies’
cost for their product, and that the manufacturer’s sales records do not substantiate the number of
units invoiced.

The last calendar year for which HHSC has a full year of data is 2005. As of August 31, 2006,
HHSC’s contractor First Health Services Corporation (First Health) had sent and collected on first
calendar quarter 2006 invoices, and had mailed the second calendar quarter 2006 invoices.
Collections for the second quarter invoices are due in early October. All of the Medicaid programs
and the CHIP — Federal-State Funded program receive a certain percentage of federal financial
participation and are required to share the rebates with the federal government at that same rate.

Pharmacy Claims and Rebate Administration Contractor

On Februar 13 2006, First Health assumed responsibility for HHSC's rebate administration. Their
FirstRebate ™ system replaced the Pharmacy Rebate Information Manaoemeﬁt System (PRIMS)
system, and the data formerly in PRIMS was transferred to the FirstRebate™ system. First Health is
responsible for rebate billing, collections, dispute resolution, and data integrity.

Appendices Al through AS Description
Detailed rebate billing and collection history is included as follows.

e Totals for all rebate programs (Al}

o Medicaid federal rebates (A2}

o  Medicaid supplemental rebates (A3)

o [-code rebates (Drugs Provided in Physicians’ Offices) (A3)
e Children’s Health Insurance Program

se Federal-State Funded (A4}
e State Funded (A4}
e Kidney Health Care (AS)
e Children with Special Health Care Needs (AS)

Appendices Al through AS include the following information for all programs.

*  Amounts hilled
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Cumulative dollar value of pricing and utilization adjustments
Dollars collected

Outstanding principal and interest

Annual collection rates

Appendices Al through AS include data through the end of fiscal vear 2006 (August 31, 2006). In
all appendices, the Principal Outstanding (column H) represents the total receivables, which 1s the
difference between the Adjusted Billed Amount (column E) and Cumulative Rebates Collected
(column (), and is aged based on the calendar year.

The two factors that cause adjustments to billed amounts over time are retroactive price and
utilization adjustments. 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.

For some of HHSC's older rebate data and for drugs administered in a physician’s office (J-codes),
some outstanding balances are due to incorrect product package sizes and unit conversions, and will
require future manual adjustments by First Health rebate staff. In addition, CMS has recently
provided guidance that only J-codes that have one and only one corresponding National Drug Code
(NDC) can be invoiced. Many manufacturers have disputed J-code utilization previously invoiced
based on this recent guidance, which has resulted in significant adjustments.

Cumulative

At the end of fiscal year 2006, HHSC had collected $4,059,778,928 in rebates. Appendix Al
contains the summary breakdown by year and program.

Federal Medicaid Rebate Program

The federal Medicaid drug rebate program 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 states an agreed-upon rebate

amount for each outpatient drug dispensed to a Medicaid patient.

The collection rate for the federal Medicaid rebate program was 93 percent as of August 31, 2006
($3.676,540,450 collected). For the 1994 through 2003 period, collection rates ranged between 97
and 100 percent. The 19 percent collection rate reported for 2006 is largely due 1o the fact that the
Adiusted Bitled Amount column includes inveices only for the first and second calendar guarters in
2006. The Towal Rebates Collected column only includes payments for the first guarter since
payments for the second quarter were not due untii early October 2006.

The lower than average collection rates for 1991 through 1993 are a result of an overstated Adjusted
Billed Amounts. The Adiusted Billed Amounts were overstated due 1o frequent changes to the units
of measure for creams, lquids. and reconstituted vials and their associated rebate rates. In many
cases, the units used to invoice were changed subsequent to the invoice, resulting in different units of
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measure being used for rebate calculations. For example. a manufacturer may have been invoiced
for the number of ounces in a tube. When the manufacturer paid the rebate, however, their payment
was based on the number of tubes rather than the number of ounces.

Supplemental Medicaid Rebates

Texas implemented a supplemental rebate program in January 2004. Manufacturers who offer a
supplementai rebate (cash, or a Program Benefit Agreement - services in lieu of cash) to the Texas
Medicaid program have their products considered for the Preferred Drug List (PDL). Although
federal law requires states to cover all products for which a manufacturer enters into a rebate
agreement, states may impose prior authorization requirements on these products,

Products included in the PDL, for which a supplemental rebate agreement or a program benefit
agreement is approved, 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 dependent on the regular Medicaid rebate rate.
Manufacturers often provide updated pricing information to CMS that retroactively changes the
regular Medicaid rebate rate, which increases what is owed in the regular Medicaid rebate program,
and decreases what 18 owed in the Supplemental Medicaid rebate program. This accounts for most
of the apparent credit balance in the Principal Outstanding for Supplemental Medicaid rebates, and
also Increases the balance owed for regular Medicaid rebates. As manufacturers adjust their
payments accordingly following retroactive price adjustments, the Supplemental Medicaid credit
balance will decrease, as will the balance owed for regular Medicaid rebates.

As of August 31, 2006, HHSC had collected $281,537.321 in supplemental rebates (see Appendix
A3). In addition to the overpayments based on the dependency on the Medicaid rate, there are
several manufacturers that have incorrectly overpaid their supplemental rebates. These factors
caused the annual collection rates to exceed 100 percent. Collection rates are expected to run at the
same rate as federal Medicaid rebates.

J-Code Drugs — Drugs Provided in Physicians' Offices

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 based on National Drug Codes (NDC), whereas Texas' acute care claims
administrator, the Texas Medicaid and Healthcare Partnership, payvs for drugs provided in
physicians’ offices based on Healthcare Common Procedure Coding System (HCPCS) codes. Drugs
provided in physicians’ offices are given codes that generally start with the letter *J7 and are
commonly referred o as J-codes. Since Medicaid rebate billing is based on NDCs, HHSC must
convert (i.e., crosswalk) J-code 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 J-code drug and the NDC
number, as with single source drugs. For multiple source drugs (for example, drugs with more than
one package size), J-codes do not provide a sufficient means to identify the specific NDC dispensed.
As aresult, multiple source drugs are not eligible for rebates at this time.

HHSC had collected 548,642,151 for J-code drugs as of August 31, 2006 (see Appendix A3).
Rebates on drugs provided in physicians’ offices are subject to numerous disputes. The collection
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rate of 66 percent is a result of manufacturers not paying the full rebate invoiced. J-code rebates are
disputed because of the crosswalking procedure used to map the J-code to a specific NDC, as well as
the conversion process necessary to equate the number of units a doctor was paid for to the number
of units that need to be invoiced for rebates.

Children’s Health Insurance Program (CHIP) ~ Federal-State Funds

‘The CHIP rebate program began in March 2002, and is the largest of the three voluntary State rebate
programs administered by HHSC. CHIP is divided by funding source into two subprograms: the
federally matched federal-state tunded (FSF) and the state funded only (SF). For the CHIP-FSF
program, HHSC had collected $31,227.629 in rebates as of August 31, 2006 (see Appendix A4).

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 federai Social Security Act.
Because of this federal law, manufacturers are only willing to pay a certain level of CHIP rebates,
because if they paid higher CHIP rebates, they might have to pay higher federal Medicaid rebates
nationwide.

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 a utilization invoice,
and pursuant to the terms of the contract, the manufacturer is responsible for calculation and
payment. As aresult, it appears in the rebate system as though HHSC has been overpaid (greater
than 100 percent collections) until the manufacturer corrects the pricing data from the previous
quarter. If a manufacturer’s pricing file contains errors, the rebate amount per unit can be
overstated, and result in large price adjustments when corrected. In 2005, there were two
manufacturers whose rebate amounts per unit were overstated, which caused invoices to be
overstated by approximately $20 million (colurmn B in Appendix AS).

Children’s Health Insurance Program (CHIP) - State Funds

The CHIP-SF rebate program began in 2002, and encompasses prescriptions for legal immigrants,
which are paid entirely from state funds. Because of the covered population, this program is much
smaller than the CHIP-FSF program. HHSC had collected $635,687 as of August 31, 2006 (see
Appendix A4). Like the CHIP-FSF, CHIP-SF faces challenges related to manufacturer data,
including the overstatement in 2005 of certain manufacturers' rebate amounts per unit.

Kidney Health Care (KHC) Program

In 1997, 10 offset the costs of upgrading and integrating KHC claim processing into the electronic
point-of-sale system, KHC approached drug manufacturers to participate in its new, voluntary drug
rebate program. Because KHC qualifies as a State Pharmaceutical Assistance Program (SPAP), it iy
able to achieve the same level of rebaies as Medicaid, without jeopardizing the manufaciurers’
Medicaid rate.

HHSC had collected $18,867,527 in KHC drug rebates as of August 31, 2006 (see Appendix A3).
Collections have averaged 95 percent of the amount invoiced, due in part to the fact that KHC
invoiced for rebates on ‘covered products” that included other non-drug items such as lancets and
syringes. Since manufacturers are not calculating rates or paying rebates on non-drug products
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under Medicaid, their systems have not been modified to include non-drug products for the KHC
program.

Children with Special Health Care Needs (CSHCN) Program

Like KHC, CSHOCN began collecting rebates in 1997 in order to help fund the program’s inclusion in
the electronic claim system. 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 a SPAP.

With the clarification, CSHCN no longer qualified as an SPAP and was no longer eligible to receive
Medicaid rebate levels. At that time, the Department of State Health Services (DSHS) made contact
with the manufacturers that had existing contracts. DSHS 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 $2,328,163 in CSHCN rebates as of August 31, 2006 (see Appendix A5). The
change in SPAP status in 2003 caused collection rates to exceed 100 percent of the amount invoiced.
Since that time, the collection rate has dropped, as some manufacturers that have not submitted
updated rebate pricing data continue to pay rebates and others are reviewing their liability.

Background

SAO Audit 03-029 concluded that HHSC could not account for all the outstanding prescription drug
rebate revenue owed to the State. The audit cited the rebate period from calendar year 1991 through
the second quarter of 1995 as a problem. At the time of the audit, the records for this period
(calendar year 1991 through the second quarter of 1995) were maintained on paper and did not exist
in the automated system of record, the Pharmacy Rebate Information Management Systemn (PRIMS).

In 2004, HHSC obtained an electronic copy of the original invoice data from the non-automated
period, calendar year 1991 through the second quarter of 1995 from CMS. HHSC loaded this data
into PRIMS and subsequently posted all paper payment records (the payment posting project) into
the automated system. The data was transferred during the transition to First Health. These actions
addressed the SAO’s concern regarding the availability of all rebate data in one system of record.

During the early vears of the Medicaid rebate program. the unit of measure for creams, liguids, and
reconstituted vials changed often, as did their rebate rates. In many cases, the units used to mvoice
were changed subsequent (o the invoice, resulting in different units of measure being used for rebate
calcufations. For exampie, a manufacturer may have been invoiced for the number of ounces i a
tube, When the manufacturer paid the rebate, however, their payment was based on the number of
tubes rather than the number of ounces.

Outstanding Balances Calendar Year 1991 through Second Quarter 1995

While current data in Appendix Al shows an outstanding rebate amount of $82 milhon for the vears
1991 through 1995, a pending reconciliation and correction of data hikely will result in a different

10
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outstanding rebate amount. Unit of measure inconsistencies still affect the outstanding balances for
1991 through 1993,

With the state’s conversion from in-house claims processing and rebate management to an
outsourced vendor and the completion of the payment posting project, HHSC has taken significant
steps to address the data integrity issues identified by the SAO. First Health will continue to correct
unit of measure inconsistencies and resolve any remaining disputes.

{1
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