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The mission of the Office of Inspector General (OIG), as mandated by Public Law 95-452, as amended,
is to protect the integrity of the Department of Health and Human Services (HHS) programs, as well as
the health and welfare of beneficiaries served by those programs. This statutory mission is carried out
through a nationwide network of audits, investigations, and inspections conducted by the following
operating components:

Office of Audit Services

The OIG's Office of Audit Services (OAS) provides al auditing services for HHS, either by conducting
audits with its own audit resources or by overseeing audit work done by others. Audits examine the
performance of HHS programs and/or its grantees and contractors in carrying out their respective
responsibilities and are intended to provide independent assessments of HHS programs and operations in
order to reduce waste, abuse, and mismanagement and to promote economy and efficiency throughout the
Department.

Office of Evaluation and | nspections

The OIG's Office of Evaluation and Inspections (OEI) conducts short-term management and program
evaluations (called inspections) that focus on issues of concern to the Department, the Congress, and the
public. The findings and recommendations contained in the inspections reports generate rapid, accurate,
and up-to-date information on the efficiency, vulnerability, and effectiveness of departmental programs.

Office of I nvestigations

The OIG's Office of Investigations (Ol) conducts criminal, civil, and administrative investigations of
allegations of wrongdoing in HHS programs or to HHS beneficiaries and of unjust enrichment by
providers. The investigative efforts of Ol lead to criminal convictions, administrative sanctions, or civil
monetary penalties. The Ol aso oversees State Medicaid fraud control units which investigate and
prosecute fraud and patient abuse in the Medicaid program.

Office of Counsel to the I nspector General

The Office of Counsel to the Inspector General (OCIG) provides general legal services to OIG, rendering
advice and opinions on HHS programs and operations and providing al legal support in OIG’s internal
operations. The OCIG imposes program exclusions and civil monetary penalties on health care providers
and litigates those actions within the Department. The OCIG also represents OIG in the global settlement
of cases arising under the Civil False Claims Act, develops and monitors corporate integrity agreements,
develops model compliance plans, renders advisory opinions on OIG sanctions to the health care
community, and issues fraud alerts and other industry guidance.




EXECUTIVE SUMMARY

PURPOSE

This report compares the amount Medicare remburses for dbuterol to the prices available to
the Department of Veterans Affairs (VA) and to acquisition cogts for suppliers.

BACKGROUND

Medicare does not pay for over-the-counter or most outpatient prescription drugs. However,
Medicare Part B will cover drugs that are necessary for the effective use of durable medica
equipment. One such product, dbuteral, is an inhaation drug commonly used with a nebulizer
to treat patients suffering from asthma or emphysema. Medicare paid $296 million for
abuterol in 2000. In general, Medicare reimburses a covered drug at 95 percent of the drug's
average wholesdle price. Medicare payments include both the 80 percent that Medicare
reimburses and the 20 percent coinsurance payment for which beneficiaries are responsible.

Albuterol is usudly provided to Medicare beneficiaries by suppliers, who then submit claims
for rembursement to Medicare. Suppliers can purchase drug products through group
purchasing organizations, wholesalers, and directly from manufacturers. Unlike Medicare, the
VA provides veterans with drugs purchased directly from manufacturers or wholesders.
There are severa purchase options available to the VA, including the Federa Supply
Schedule, blanket purchase agreements, and VA nationd contracts.

We compared Medicare s current reimbursement amount for abuterol to amounts paid by the
VA and to acquisition costs for suppliers and wholesders. We obtained reimbursement
amounts for dbuterol from Medicare and acquistion costs from the VA. To obtain supplier
and wholesder acquisition cogts, we collected prices from wholesde cataogs, supplier
invoices, and Drug Topics Red Book.
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FINDINGS

Medicare and its beneficiaries would save $264 million a year if albuterol were
reimbursed at the median price paid by the VA

The Medicare reimbursement amount for abuterol is more than nine times greater than the VA
price. The VA purchases generic abuterol through the Federad Supply Schedule for amedian
price of only $0.05 per milligram (mg), while Medicare reimburses a

$0.47 per mg. We estimate that Medicare and its beneficiaries would save $264 million a
year if rembursement for dbuterol were set a the median amount available to the VA.
Medicare beneficiaries would receive $53 million of this savings through reduced coinsurance
payments. Based on the Federd Supply Schedule, the VA’ s median acquisition cost for
abuteral has falen by more than 50 percent over the last three years, from $0.11 per mg in
1998 to $0.05 per mg in 2001. During the same time period, Medicare' s reimbursement
amount has remained congtant at $0.47 per mg.

Medicare and its beneficiaries would save between $226 million and $245 million
ayear if albuterol were reimbursed at prices available to suppliers

Medicare' s rembursement amount for abuterol was nearly six times higher than the median
cataog price. Likethe VA, cataog pricesfor dbuterol have falen over the last severd years,
from $0.23 per mg in 1996 to its current median price of $0.08 per mg. We found that
Medicare would save $245 million ayear by basing abuterol reimbursement on the current
median catdog price. In addition, we found that the median supplier invoice price was $0.09
per mg, and the median wholesde acquisition cost reported by manufacturers was $0.11 per
mg. If Medicare based dbuterol reimbursement on these prices, the program and its
beneficiaries would save between $226 million and $239 million ayesr.

Less than one percent of albuterol suppliers were responsible for providing the
majority of the product to Medicare beneficiaries in 2000

Medicare reimbursed 6,522 suppliersfor abuterol clamsin 2000. However, just 34 of these
suppliers received more than $1 million each in Medicare reimbursement for abuterol in 2000,
with five having between $11 million and $35 million in paid daims. These 34 suppliers, who
al provided home-delivery/mail-order services to beneficiaries, received 63 percent of the
Medicare payments for albuterol in 2000. Therefore, the mgority of the abuterol supplied to
Medicare beneficiaries was provided by suppliers that purchase alarge quantity of the
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product. We believe that suppliersthat purchase dbuterol in such large quantities may receive
volume discounts from manufacturers and wholesders.

RECOMMENDATION

Medicare should reduce excessive reimbursement amounts for albuterol

Despite numerous atempts by the Centers for Medicare & Medicaid Services (CMS) to
lower rembursement amounts for prescription drugs, the findings of this report illusirate thet
Medicare gill pays too much for dbuterol. We have consigtently found that the published
average wholesale prices currently used by Medicare to establish reimbursement amounts bear
little or no resemblance to actual wholesde pricestha are available to suppliers and large
government purchasers.

We understand that unlike most drugs covered by Medicare, dbuteral is usudly provided by
suppliers rather than administered by physicians. These suppliers obvioudy need to make a
profit from the products they provide, yet the soread between what Medicare remburses for
abuterol and the price & which suppliers are able to purchase the drug is sgnificant.
Reimbursement levels for dbuterol not only impact the Medicare program, but also affect
Medicare beneficiaries who pay increased coinsurance amounts.

We offer the following options for reducing excessive reimbursement amounts for covered
drugs

> Authorizing acommission to set payment rates.

> Caculating nationa estimated acquisition costs based upon the average manufacturer
prices reported to the Medicaid program.

> Callecting more accurate average wholesale prices from drug pricing cataogs or other
Sources.
> Increasing the discount off the published average wholesale prices.

> Basing payment on physician/supplier acquisition codts.
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> Egtablishing manufacturers rebates smilar to those used in the Medicaid program.
> Creating afee schedule for covered drugs based on the Federa Supply Schedule.
> Usng CMS' inherent reasonableness authority.

> Using competitive bidding.

Agency Comments

The CM S agreed that the amounts being reimbursed for drugsin the Medicare program are
excessve, and that it is clear that the payment system for outpatient drugs needsrevison. The
agency noted that it must find away to ensure that the program pays appropriately for al
Medicare benefits, including covered drugs and the services required to furnish those drugs.
The CMS went on to State that they are looking forward to working with the Congress and the
OIG to revise the Medicare payment system for prescription drugs.
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INTRODUCTION

PURPOSE

This report compares the amount Medicare remburses for dbuterol to the prices available to
the Department of Veterans Affairs (VA) and to acquisition cogts for suppliers.

BACKGROUND

Medicare Coverage of Albuterol

Medicare does not pay for over-the-counter or most outpatient prescription drugs. However,
Medicare Part B will cover drugsthat are necessary for the effective use of durable medica
equipment. One such product, dbuteral, is an inhaation drug commonly used with a nebulizer
to treat patients suffering from asthmaor emphysema. Albuterol is usudly provided to
beneficiaries by suppliers, who then submit claims for rembursement to Medicare. Medicare
paid $296 million for the unit dose form of abuterol in 2000. Thistota represents over 43
percent of the $683 million Medicare paid for dl inhaation drugs that year. Medicare
payments include both the 80 percent that Medicare reimburses and the 20 percent
coinsurance payment for which beneficiaries are responsble.

Medicare Drug Reimbursement

The Centers for Medicare & Medicaid Services (CMS), which administers the Medicare
program, contracts with four durable medica equipment regiond carriersto process al clams
for durable medica equipment and associated supplies, including inhdation drugs. Each
carier isresponsble for determining the reimbursement amount for inhdation drugs in their
respective region based on Medicar€’ s reimbursement methodol ogy.

Medicare' s current rembursement methodology for prescription drugs is defined by Section
4556 of the Balanced Budget Act of 1997. The carriers base their reimbursement amount for
acovered drug on its average wholesale price as published in Drug Topics Red Book or
smilar pricing publications used by the pharmaceuticd indugtry. If adrug isavalable only asa
single brand-name product, reimbursement is calculated by taking 95 percent of the drug's
average wholesde price. For drugs like dbuterol that have both brand and generic sources
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available, reimbursement is based on 95 percent of the median average wholesale price for
generic sources. However, if abrand-name product’ s average wholesde price is lower than
the median generic price, Medicare reimburses 95 percent of the lowest brand price.
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Recent Attempts to Lower Medicare Drug Reimbursement

Section 4316 of the Balanced Budget Act of 1997 alows the Department of Health and
Human Services to diverge from Medicare s statutorily defined payment method if the method
resultsin payment amounts which are not inherently reasonable. In late 1998, CMS regiond
carriers atempted to use this authority to lower what it congdered excessve reimbursement
for severd items. One of these items was dbuterol, which was targeted for an 11 percent fee
reduction. However, the lower rembursement amounts were never implemented as Congress
suspended the use of inherent reasonabl eness through a provision of the Medicare, Medicaid,
and SCHIP Baanced Budget Refinement Act of 1999. This provison required (1) the
Generd Accounting Office (GAO) to complete astudy on the potentid effects of usng
inherent reasonableness measures, and (2) the Department of Health and Human Servicesto
publish new inherent reasonableness regulations based on the findings of the GAO report. The
GAO report, issued in July 2000, found that inherent reasonableness reductions for some
items were judtified; however, the GAO guestioned the methodology the carriers used in their
collection of pricing datafor dbuterol. The Department has not issued any new inherent
reasonableness regul ations since the publication of the GAO report.

The CM S has dso included abuterol and severd other inhdation drugs in a competitive
bidding project in the San Antonio, Texas area that uses market forces to set accurate prices
for durable medical equipment and related supplies. In November 2000, CM S announced the
selection of suppliers who had submitted competitive bids for the included items. New prices
for these items went into effect on February 1, 2001. The new reimbursement amount for
abuterol sat by the comptitive bidding process is gpproximately 32 percent below the usud
Medicare price. The CMS hopesto use the results from these demonstrations more generaly
in the Medicare program.

On May 31, 2000, CM'S announced plans for Medicare to utilize newly available average
wholesde prices for gpproximately 50 drugs, including abuterol. The new prices were
developed for Medicaid through investigations conducted by the Department of Justice and the
Nationad Association of Medicaid Fraud Control Units. The revised pricing data was obtained
from wholesde pricing cataogs and then provided to First DataBank, publisher of apricing
compendium used by the pharmaceutica industry. First DataBank agreed to use the new data
when reporting average wholesae prices to the States. However, the Medicare, Medicaid,
and SCHIP Benefits Improvement and Protection Act of 2000, enacted by Congressin
December 2000, placed a moratorium on any decreases in Medicare drug reimbursement
amounts. The Act required GAO to complete a comprehensive study addressing both the
appropriateness of drug reimbursement amounts and the adequacy of current payments for
related practice expenses. The Department of Hedlth and Human Services must then revise
CMS' drug reimbursement methodology based on GAO' s recommendations.
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The GAO issued the firgt of two reports addressing drug pricing issues on September 21,
2001. Thisreport found that physicians and suppliers can obtain covered drugs for
subgtantidly less than the Medicare reimbursement amount. The GAO concluded that
Medicare should revise its drug payment methodology to more closely reflect available market
prices. The second report, released October 31, 2001, found that payments made to
oncologigs relaive to their practice expenses are close to the average for dl specidties, and
that the payments are 8 percent higher under the physician fee schedule then under the
previous method that reimbursed based on the charges physicians billed for services.
However, the GAO dso found that recent modifications to the physician fee schedule
subgtantialy lowered payments for certain services, including chemotherapy administration.
The GAO recommended changes to improve Medicare' s physician payment system.

Department of Veterans Affairs Drug Reimbursement

Unlike Medicare, the Department of Veterans Affairs (VA) purchases drugs for its hedthcare
system directly from manufacturers or wholesalers. There are severd options available to the
VA when purchasing drugs, with the most common being the Federd Supply Schedule. The
Federd Supply Schedule provides agencies like the VA with asimple process for purchasing
commonly used products in any quantity while sill obtaining the discounts associated with
volume buying. Using competitive procedures, contracts are awarded to companies to
provide supplies over agiven period of time at the Federal Supply Schedule price. However,
the VA is sometimes able to negotiate prices lower than Federd Supply Schedule amounts
through other avenues such as blanket purchase agreements and VA nationa contracts.

Cost of Drugs for Suppliers

Suppliers can purchase drug products through group purchasing organizations, wholesaers,
and directly from manufacturers. Group purchasing organizations provide their members with
lower cost products by negotiating prices for specific drugs from manufacturers. The member
can then purchase drugs at the negotiated price ether directly from the manufacturer or from a
wholesder who accepts the group purchasing organization’s price. Wholesders purchase
large volumes of drugs from manufacturers and sell them directly to suppliers

Related Work by the Office of Inspector General

The Office of Ingpector General (OIG) has studied a number of issues relating to Medicare
drug reimbursement. Brief summaries of selected studies are presented in Appendix A.
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METHODOLOGY

Medicare Reimbursement

Medicare classifies drugs using codes in the Hed thcare Common Procedure Coding System.
These codes, commonly referred to as procedure codes, define the type of drug and, in most
cases, adosage amount. There are currently two procedure codes for dbuterol, one for a unit
dose solution and another for a concentrated solution. Because nearly al of the billing for
abuterdl isfor the unit dose form of the drug, we only reviewed the reimbursement amounts
for the unit dose code. Theterm “unit dosg”’ refersto a 3 milliliter (ml) solution of 0.083
percent abuterol. The procedure code for the unit dose form of abuterol is J7619. This code
isdefined as, “dbuteral, al formulations including separated isomers, inhaation solution
administered through durable medica equipment, unit dose form, per 1 milligram (mg).” We
obtained current fee schedule reimbursement amounts for procedure code J7619 from the four
durable medica equipment regiona carriers. The rembursement amount for abuterol was the
same for each of the four carriers.

We accessed CMS' Nationd Claims History File to determine Medicare stota payments for
abuterol and other inhdation drugsin 2000. We aso used thisfile to analyze abuterol
supplier datafor the year 2000.

Matching Procedure Codes to National Drug Codes

The VA and suppliers use national drug codes rather than procedure codes to identify drug
products. Because of these coding differences, we used the April 2001 CD-ROM edition of
Drug Topics Red Book to identify the specific national drug codes that match the procedure
code definition for abuterol. Each drug manufactured or digtributed in the United States has a
unique nationa drug code. Nationa drug codes identify the manufacturer of the drug, the
product dosage form, and the package size. Because Medicare uses only generic versions of
abuterol to determine its reimbursement amount, we only sdected generic dbuterol nationa
drug codes. We found 19 nationd drug codes for generic abuterol that matched the
procedure code definition of J7619.

The procedure code for the unit dose form of abuterol isreimbursed per mg. However, VA
prices and wholesale prices were al based on 3 ml vias of 0.083 percent albuterol solution.
Consequently, we needed to convert ml prices of abuterol into mg prices. A 3 ml vid of
0.083 percent abuterol solution contains 2.5 mg of dbuterol. Therefore, 1 ml of solution
contains 0.833 mg of abuterol (2.5 divided by 3). For each nationd drug code, we multiplied
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the number of milliliters of dbuterol solution by 0.833 to determine the milligram amount, eg.,
75 ml of solution multiplied by 0.833 equas 62.5 mg. We then divided the drug price by the
number of milligrams to determine a per mg price.

Department of Veterans Affairs Prices

To determine the VA’ s current costs for dbuterol, we obtained afile from the VA webste
containing their 2001 contracted prices. The VA pricing file contained Federd Supply
Schedule pricesfor 11 of the 19 matching abuterol nationd drug codes. To determine a
single VA price, we caculated the median price per mg for these 11 codes.

We aso compared the 2001 VA pricesto VA pricesin the years 1998 through 2000. We
determined the percentage change each year in VA prices, and multiplied this number by the
amount Medicare paid in agiven year. These figures represent the amount Medicare total
payments would have increased or decreased if the Medicare reimbursement amount changed
a the samerate asthe VA price. In order to estimate this figure for 2001, we assumed that
2001 Medicare payments for abuterol would equal 2000 payments.

Prices Available to Suppliers and Wholesalers

To determine actud wholesale prices for abuterol, we reviewed year 2001 print and online
catd ogs from four drug wholesders and two group purchasing organizations. The Six pricing
sources we used provide drug products to suppliers and physician practices. We then
computed asingle catalog price for dbuterol by calculating the median price per mg of the
corresponding national drug codes.

In addition to catalog prices, we adso used actud abuterol invoices to determine supplier
acquistion cogts. The invoices were collected by the OIG during areview of inhaation drug
utilization. The invoices were obtained during Ste vigts to suppliers throughout the country,
and were for albuterol purchased between June 1998 and August 2000. To determine a
single invoice price, we cdculated the median price per mg for the 91 invoice prices collected
from suppliers.

We adso obtained manufacturer-reported wholesale acquisition costs from the April 2001 CD-
ROM edition of Drug Topics Red Book. The Drug Topics Red Book defineswholesde
acquisition cost as manufacturer-quoted list prices to wholesde distributors; these prices are
not reflective of bids, rebates, volume purchase agreements, or other types of exclusive
contracts. Eleven of the 19 dbuterol nationa drug codes had wholesale acquisition costs
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reported in 2001. From these costs, we caculated a median per mg wholesae acquisition
cost for abuterol.

Calculating Potential Medicare Savings

To cdculate potentid Medicare savings, we compared Medicare' s reimbursement amount for
1 mg of dbuterol to VA prices, wholesde acquisition costs, catalog prices, and invoice prices.
We determined the percentage difference in prices by subtracting the median source price
from the Medicare price, and then dividing this number by the Medicare price. These
percentages indicate how much Medicare would save if rembursement for dbuterol were
based on prices provided by other sources. We then multiplied these percentages by the total
amount Medicare paid for dbuterol in 2000 to caculate dollar savings. A table showing the
data used to caculate potentid savingsis presented in Appendix B.

This ingpection was conducted in accordance with the Quality Standards for Inspections
issued by the President’s Council on Integrity and Efficiency.
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FINDINGS

Medicare and its beneficiaries would save $264 million a year
if albuterol were reimbursed at the price paid by the VA

The Medicare reimbursement amount for albuterol is over nine times greater than
the median VA price

The median Federd Supply Schedule price available to the VA for generic dbuteral isonly
$0.05 per mg, compared to $0.47 per mg for Medicare. We estimate that Medicare and its
beneficiaries would save $264 million ayear if rembursement for dbuterol were st at the
median amount paid by the VA under the Federa Supply Schedule. The savings represent 89
percent of the $296 million Medicare paid for abuterol in 2000.

Medicare beneficiaries would receive $53 million of the $264 million in savings through
reduced coinsurance payments. A Medicare beneficiary using atypica monthly amount of
abuteral (250 mg) would pay $23.50 in Medicare coinsurance. That coinsurance amount is
nearly double what the VA would pay outright ($12.50) to purchase one month’'s supply of
the drug. Table 1 below compares the Medicare reimbursement amount to median prices
available through other sources. It aso provides Medicare savings and beneficiary
coinsurance based on various rembursement levels.

TABLE 1: COMPARISON OF ALBUTEROL PRICES

Monthly Med|care POtentIal Annual
Median Cost of Typical Beneficiary M edicare and
Price Individual Monthly Coinsurance Based Beneficiary

Pricing Source per mg Usage (250 mg) on Source Price Savings
Medicare $0.47 $117.50 $23.50 N/A
Department of Veterans Affairs $0.05 $12.50 $2.50 $264,222,803
Wholesdle Catalogs $0.08 $20.00 $4.00 $245,349,746
Supplier Invoices $0.09 $22.50 $4.50 $239,058,727
Wholesale Acquisition Cost $0.11 $27.50 $5.50 $226,476,689

Sources: 2001 Medicare Carrier and Department of Veterans Affairs Websites, 2001 Wholesale Catal ogs, 1998-2000 Supplier
Invoices Collected by OIG, 2001 Drug Topics Red Book
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Between 1998 and 2001, the median VA cost for albuterol decreased by over 50

percent, while the Medicare reimbursement amount remained the same

The VA price for abuterol has fallen by more than 50 percent over the last three years, from
$0.11 per mg in 1998 to $0.05 per mg in 2001. During the same time period, Medicare's
reimbursement amount (based on reported average wholesae prices) has remained constant at
$0.47 per mg. If the Medicare reimbursement amount for albuterol decreased at arate equa
to the VA’ s purchase price, Medicare and its beneficiaries would have saved $68 million in
1999 and $108 million in 2000. The program could save another $161 million in 2001. The
graph below illugtrates the changesin VA and Medicare pricing over the last 3 years.
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Medicare and its beneficiaries would save between

$226 million and $245 million a year if albuterol were
reimbursed at prices available to wholesalers and suppliers

Medicare payments for albuterol would be reduced by 83 percent if
reimbursement amounts were based on prices listed in wholesale catalogs

Medicare and its beneficiaries would save $245 million ayear if the reimbursement amount for
abuterol equaled the median price available to suppliers through wholesalers and group
purchasing organizations. This represents 83 percent of the $296 million Medicare and its
beneficiaries rembursed for the drug in 2000. Cataog prices for generic abuterol ranged
from alow of $0.07 per mg to ahigh of $0.15 per mg. The Medicare reimbursement amount
($0.47 per mg) was nearly six times more than the median catalog price ($.08 per mg).

Like VA prices, catalog prices for adbuterol have gone down over the last severd years. In
earlier reports, we found that the average catalog price for abuterol was $0.23 per mgin
1996, and $0.13 per mg in 2000. The current catalog price of $0.08 per mg of abuterol is 65
percent less than the catalog price of the drug five years earlier.

Medicare payments for albuterol would be reduced by 81 percent if
reimbursement amounts were based on supplier invoice prices

Invoices reviewed by the OIG listed prices ranging from $0.08 to $0.14 per mg for abuterol
purchased by suppliers between 1998 and 2000. The median price for abuterol purchased
by these suppliers was $0.09 per mg, 81 percent less than the Medicare reimbursement
amount. Medicare and its beneficiaries would save $239 miillion ayesr if abuterol were
reimbursed at the median invoice price.

Medicare payments for albuterol would be reduced by 77 percent if
reimbursement amounts were based on manufacturer-reported wholesale
acquisition costs

Published wholesd e acquisition cogts for dbuterol ranged from $0.09 to $0.18 per mg in April
2001. The median wholesde acquisition cost was $0.11 per mg. Individua drug
manufacturers reported these wholesa e acquisition costs to Drug Topics Red Book. The
Drug Topics Red Book defines wholesale acquisition cost as manufacturer-quoted list prices
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to wholesde digtributors, not reflective of bids, rebates, volume purchase agreements, or other
types of exclusive contracts.
If Medicare based its reimbursement for abuterol on manufacturer-reported wholesale acquisition
costs rather than average wholesdle prices, the program and its beneficiaries would save $226 million
ayear.

Less than one percent of albuterol suppliers were
responsible for providing the majority of the product to
Medicare beneficiaries in 2000

Medicare reimbursed 6,522 suppliers for adbuterol claimsin 2000. However, just 34 of these
suppliers received more than $1 million each in Medicare reimbursement for abuterol in 2000,
with five having between $11 million and $35 million in paid daims. These 34 suppliers, who
al provided home-ddivery/mail-order services to beneficiaries, recelved 63 percent of the
Medicare payments for albuterol in 2000. Therefore, the mgority of the albuterol supplied to
Medicare beneficiaries was provided by suppliers that purchase alarge quantity of the
product. We believe that suppliers that purchase abuterol in such large quantities may receive
volume discounts from manufacturers and wholesders.
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RECOMMENDATION

Medicare should reduce excessive reimbursement amounts for albuterol

Despite numerous atempts by the Centers for Medicare & Medicaid Services (CMS) to
lower reimbursement amounts for prescription drugs, the findings of this report illudtrate that
Medicare dill paystoo much for dbuterol. We have consstently found that the published
average wholesale prices currently used by Medicare to establish reimbursement amounts bear
little or no resemblance to actud wholesde pricesthat are available to suppliers and large
government purchasers.

We understand that unlike most drugs covered by Medicare, abuterol is usudly provided by
suppliers rather than administered by physicians. These suppliers obvioudy need to make a
profit from the products they provide, yet the spread between what Medicare remburses for
abuterol and the price a which suppliers are able to purchase the drug is sgnificant.
Reimbursement levels for dbuterol not only impact the Medicare program, but also affect
Medicare beneficiaries who pay increased coinsurance amounts.

We offer the following options for reducing excessve reimbursement amounts for covered
drugs.

> Authorizing acommission to set payment rates.

> Cdculating nationd estimated acquisition costs based upon the average manufacturer
prices reported to the Medicaid program.

> Collecting more accurate average wholesale prices from drug pricing catalogs or other
SOUrces.
> Increasing the discount off the published average wholesale prices.

> Basing payment on physician/supplier acquisition codts.
> Establishing manufacturers rebates smilar to those used in the Medicaid program.

> Creating afee schedule for covered drugs based on the Federa Supply Schedule.
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Using CMS' inherent reasonableness authority.

Using competitive bidding.
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Agency Comments

The CM S agreed that the amounts being reimbursed for drugsin the Medicare program are
excessive, and that it is clear that the payment system for outpatient drugs needs revison. The
agency noted that it must find away to ensure that the program pays appropriately for all
Medicare benefits, including covered drugs and the services required to furnish those drugs.
The CMS went on to ate that they are looking forward to working with the Congress and the
OIG to revise the Medicare payment system for prescription drugs. The full text of CMS
comments is presented in Appendix C.
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APPENDIX A

Selected OIG Reports on Drug Reimbursement

Medicare Reimbursement of Prescription Drugs (OEI-03-00-00310), January 2001. Wefound
that Medicare and its beneficiaries would save $1.6 hillion ayear if 24 drugs were reimbursed at
amounts available to the VA. We aso found that Medicare would save $761 million ayear by
paying the actual wholesde price for 24 drugs.

Medicare Reimbursement of Albuterol (OEI-03-00-00311), June 2000. We found that
Medicare and its beneficiaries would save $120 miillion or $209 million ayeer if dbuterol was
reimbursed at amounts available through Medicaid and the VA, respectively. Medicare and its
beneficiaries would save $47 million or $115 million ayeer if Medicare reimbursed abuterol & prices
available a chain and Internet pharmacies.

Comparing Drug Reimbursement: Medicare and the Department of Veterans Affairs
(OEI-03-97-00293), November 1998. We found that Medicare and its beneficiaries would save $1
billionin 1998 if the alowed amounts for 34 drugs were equa to prices obtained by the VA.
Furthermore, Medicare alowed between 15 and 1600 percent more than the VA for the 34 drugs
reviewed.

Are Medicare Allowances for Albuterol Sulfate Reasonable? (OEI-03-97-00292),

August 1998. We found that Medicare would alow between 56 to 550 percent more than the VA
would pay for generic versions of abuterol sulfatein 1998, and 20 percent more than the average
Medicaid payment for abuterol sulfate in 1997. We aso found that Medicare allowed 333 percent
more than available acquigtion costs for the drug in 1998. Customers of mail-order pharmacies would
pay up to 30 percent less than Medicare for albuterol sulfate in 1998.

Excessive Medicare Payments for Prescription Drugs (OEI-03-97-00290), December 1997.
We found that Medicare allowances for 22 drugs exceeded actua wholesale prices by $447
million in 1996. For more than one-third of the 22 drugs reviewed, Medicare dlowed amounts were
more than double the actua wholesde prices available to physicians and suppliers. Furthermore, we
found that there was no consistency among Medicare carriers in establishing and updating drug
reimbursement amounts.

A Comparison of Albuterol Sulfate Prices (OEI-03-94-00392), June 1996. We found that
many of the pharmacies surveyed charged customers less than the Medicare alowed amount for
generic abuteral sulfate. The five buying groups surveyed had negotiated prices between 56 and 70
percent lower than Medicare s reimbursement amount for the drug.
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Suppliers' Acquisition Costs for Albuterol Sulfate (OEI-03-94-00393), June 1996. We found
that Medicare' s dlowances for abuterol sulfate substantially exceeded suppliers acquisition costs for
the drug. The Medicare program could have saved $94 million of the $182 million alowed for
abuterol during the 14-month review period if Medicare reimbursement amounts had been based on
average supplier invoice codts.
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B

Calculation of Potential Savings for Albuterol

(@) To determine percentage differencesin abuterol prices, we subtracted the source price from the
Medicare price. We then divided this number by the Medicare price.

) To caculate potential savings, we multiplied Medicare' s 2000 total payments ($295,677,899)
for dbuterol by the percentage difference in price.

_ Potential
Median | Medicare | percentage M edicare and
Range of per Price Price Difference Beneficiary
Price Source mg Prices per mg per mg in Price* Savings
Department of Veterans $0.05 t0 $0.10 $0.05 $0.47 89.4% $264,222,803
Affairs
Wholesde Catalogs $0.07 to $0.15 $0.08 $0.47 83.0% $245,349,746
Supplier Invoices $0.08 to $0.14 $0.09 $0.47 80.9% $239,058,727
Wholesale Acquisition Cost $0.09 to $0.18 $0.11 $0.47 76.6% $226,476,689

* Percentage rounded to the nearest tenth

Excessive M edicare Reimbur sement for Albuterol
OEI-03-01-00410

-

H



APPENDIX

C

Centers for Medicare & Medicaid Services Comments

11 & HUM AN SERVICFES Tieattere I3r bod paca & Menkoar Sopecaz

Adretmsiraior
‘Sechirglan, DS 20507

DATE; MAR -8 mmp

T Janet R elmanist
Inspector Cloneral
i o “Tngpection Gien;

FRUO: Lhow A Riully //)Z’ %

Adminis rator
Clemters Tor Madicere & hedicaid Bopvicey

 Ofes of Inspeciur Geners
¥
Ruimbarsemet for 41

(CE) Dratt Report: Fae
(OFT-03-001-00410)

it Sledltoare

Thank wou for i he oo Ly 1o commcmt on
Lir alwaierol. The Cenlers for Meddoare & Meds
Louls we are reimbusane for s in Lh.c Mudiame prigrum are encessive, We Hoe
Looking Forwasd to wirking will Congress pnd the O1G 19 reviae gt DAL ST
8] |'|1|-r|.|:r_.L‘c|\ uur progiess inthis sres has been slow

TN -|15.-\"J‘.".|rli_' Medicire paviments
..d Seiviees (CM%) o agrews Lhar the

Frescription diwgs are b MIAZ i IOCrCasing:
cure, parhenlardy for Medicare hene G g wath the Congress
sderniae Bodicome to en e prescriplicn druges und peevide reliel o senioms fom hysh
wasts. Inaddition, it is clear that (he PaFnvial svsrcin for 2olected cutpatient dees
that ame now coverad hy Medicue necds fevision. Medicare now pays mere (han Thany
other purchasrs for the dr ver due b the wiy thal drog man e Tepnit
their prices, and Medicanc’s payimen policies, hledic; ulid pay = PRoepriately for all
Medieare benelils, including the ds UER We Curmently cover, and §
SUCTENT Sysletm resulis in ‘\»1rc|_r,n.~ PaYInE
appropriatuly for e services required (o 1

Iy | Lrlant coruponent nf modesn heslth

e

CEYING [Wiree

When Medicire docs

wholcae price (AW PF). Wumerous siu
wanlesale prices, the dara nn which Mediears
mMemins that dewg manuluerers and w
Froviders, Thar nicans Modizme henefic
wad [75. imxpareis, are spendi
L intenided. F.-ur-.—,. frazlal ph
e Modivan: "drug profite” 1o erass subsidize
Welears pinanents fur services related fo [nmis

Bk ERTH|

=l CLlLs T

4 eoss shamng,
= thal we halieve thy

¢ mscd

1l ey h.— v Bre sl cgun e

hiings the drugs, such as the administrution

Excessive M edicare Reimbur sement for Albuterol

OEI-03-01-00410




APPENDIX

C

=

Fage 2- Junet Kehnguist

of chemotherapy for cancer, "We ieed to puay sppropriately for both the drugs and the
services el ated to fucnishing the drags.

Clearly, Medicire drug pricing is a comples issee, Over the vears, numerous legislalive
effors hurve fuiled to develop an ellective sltemnative to AWP und ensure thar egdicsre
ad s bemeficiarica 40 not pay more then they sheuld Tus the Hmited nanster of
prestmption drags thal Medicare covers. We ane commiiled to working with Congress on
a Ivipaitisan s Lo ensure thet Modieare pavs accunately tor all of itz benefiis,

Cangress, CWE, und your offies have long recopnized the shorloornings of AW esa
wity [ur Medicare to reintbuese for dougs. Your otfice has published numernas reporls
shovwing that twe merkel prices for the tp drigs billed w the Medicare prosri by
pliysician, independent dialvsis tacilities, and durshle medical squipment supplicrs waore
signiticantly less than the AWPF reported in the Fed Kool and like publications. As
ermpedilive discounts have boeome wildespread, the AWP meshanizm as resulled in
ierewsing pawnent distortiong, Tlowever, Medicare has sontimued 1o ety [T these drups
busesd on1 the repomed AWT wmoount. By offoring physicians and providers deep
dizeounes, your reports cunclude thar the drig manulaciuzers are ahle to use prodit
trargins L maniielate phasicians and providens to wse their products [or Medicare
laneliciaivy, I s simply wnaceeptuble for Medicae o wnlinue paying for dmgs in a
wiry thar regults In encessive prices

Tn the past, Cnngress and the Ageney has allempted to remedy cispacities belveesn
Medicare payments based on AW and the amount actually puid competitivels by
prvsiclams and providers, Howeviar, these slTorls huve not heen sueccssfinl

In December 2000, Congmess enacted the Medicare, Medicaid, and Stote Children®s
Health Insurance Program Benefits Tmprovement amd Prolecton Act, which caiablished o
Thcsratorm on deereases in (e rates of Medicare drug paymaents, wlile (he General
Ageounling Olfes (GAL) conducred & stady of Medivars drog pricing and related
payment issmes, W look frwird o reviewing the GGACYs tindings and working with
Cungress to revise Medicars's diug payinen polivy, W st ensune thet heneficiarics
und Medicare pay apprapeiately fur belh the drugs that we cover ard the services related
1o fupmsbang the drogs.

Medicare heneficianies rely on prescnplivn drugs, und the coinsurance they pay for
cerveted drugs s tied dirsctly w the prices that Medicans pavs, We musi nd a
competitive way to cnawre hat Modicees Teoeleiaries and laspayers ere no longer paying
exCeagive prices Dor drugy that ure far sbave the competitive discounts thad ane widely
avuilahle tnday, Weneed w pay appropriately for ul] Medicars bercfiss, including the
prescriplion drugps we cover and the seroces required o fornish those drugs.
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