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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 reimburses for i pratropium bromide to the prices
available to the Department of Veterans Affairs (VA) and acquisition codts 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, ipratropium bromide, is an inhaation drug commonly used with
anebulizer to treat patients suffering from bronchitis or emphysema. Medicare and its
beneficiaries paid $348 million for ipratropium bromide in 2000. Medicare reimburses a
covered drug at 95 percent of the drug’s average wholesae price. Medicare payments include
both the 80 percent that Medicare resmburses and the 20 percent coinsurance payment for
which beneficiaries are responsible.

I pratropium bromide is usudly provided to Medicare beneficiaries by suppliers, who then
submit claims for rembursement to Medicare. Suppliers can purchase drugs 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 saverd purchase options available to the VA, including the Federd Supply Schedule,
blanket purchase agreements, and VA nationa contracts.

We compared Medicare s current reimbursement amount for ipratropium bromide to amounts
paid by the VA and acquisition costs for suppliers and wholesdlers. We obtained
reimbursement amounts for ipratropium bromide from Medicare and acquisition costs from the
VA. To obtain supplier and wholesder acquisition costs, we collected prices from wholesale
catalogs, supplier invoices, and Drug Topics Red Book.
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FINDINGS

Medicare and its beneficiaries would save $279 million a year if ipratropium
bromide were reimbursed at the median price paid by the VA

The Medicare reimbursement amount for ipratropium bromide is more than five times greater
than the VA price. The VA purchases generic ipratropium bromide through the Federal Supply
Schedule for amedian price of only $0.66 per milligram (mg), while Medicare reimburses
$3.34 per mg. We estimate that Medicare and its beneficiaries would save $279 miillion a year
if rembursement for ipratropium bromide were set at the median amount available to the VA.
Medicare beneficiaries would receive $56 million of this savings through reduced coinsurance
payments. The VA’s median acquisition cost for ipratropium bromide through the Federd
Supply Schedule has fallen by almost 50 percent over the last three years, from $1.29 per
mg in 1998 to $0.66 per mg in 2001. During the same time period, Medicare’ s reimbursement
amount has remained congtant at $3.34 per mg.

Medicare and its beneficiaries would save between $223 million and $262 million a
year if ipratropium bromide were reimbursed at prices available to suppliers

We found that the median catdog price of ipratropium bromide was $0.82 per mg, the median
supplier invoice price was $1.18 per mg, and the median wholesde acquisition cost reported by
manufacturers was $1.20 per mg. If Medicare based ipratropium bromide reimbursement on
these prices, the program and its beneficiaries would save between $223 million and $262
million ayear.

Less than 1 percent of ipratropium bromide suppliers were responsible for
providing the majority of the product to Medicare beneficiaries in 2000

Medicare rembursed 5,652 pharmaceutica suppliers for ipratropium bromide clamsin 2000.
However, just 23 suppliers received more than $2 million each in reimbursement for
ipratropium bromide that year, with five suppliers having between $10 million and $58 millionin
paid cams. These 23 suppliers, who al provided home-delivery/mail order servicesto
beneficiaries, recaived nearly 60 percent of the Medicare payments for ipratropium bromidein
2000. Therefore, the mgority of the ipratropium bromide supplied to Medicare beneficiaries
was provided by suppliersthat purchase alarge quantity of the product. We believe that
suppliersthat purchase such large quantities of ipratropium bromide may receive volume
discounts from manufacturers and wholesders.
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RECOMMENDATION

Medicare should reduce excessive reimbursement amounts for ipratropium
bromide

Despite numerous attempts by the Centers for Medicare & Medicaid Services (CMS) to lower
rembursement amounts for prescription drugs, the findings of this report illustrate that Medicare
pays too much for ipratropium bromide. We have consistently found that the published average
wholesde prices currently used by Medicare to establish reimbursement amounts bear little or
no resemblance to actua wholesale prices that are available to suppliers and large government
purchasers.

We understand that unlike most drugs covered by Medicare, ipratropium bromide 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 sporead between what Medicare
reimburses for ipratropium bromide and the price a which suppliers are able to purchase the
drug is sgnificant. Reimbursement levels for ipratropium bromide 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 a commission to set payment rates.

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

> Collecting more accurate average wholesae prices from drug pricing catalogs or other
SOurces.
> Increasing the discount of the published average wholesale prices.

> Basing payment on physician/supplier acquisition codts.

> Egtablishing manufacturers rebates smilar to those used in the Medicaid program.
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> Creating afee schedule for covered drugs based on the Federd Supply Schedule.

> Using CMS' inherent reasonableness authority.

> Using competitive bidding.

Agency Comments

The CMS 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 tate 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 reimburses for i pratropium bromide to the prices
available to the Department of Veterans Affairs (VA) and acquisition codts for suppliers.

BACKGROUND
Medicare Coverage of Ipratropium Bromide

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, ipratropium bromide, is an inhaation drug commonly used with
anebulizer to treat patients suffering from chronic bronchitis or emphysema. Ipratropium
bromideis usudly provided to beneficiaries by suppliers, who then submit clams for
reimbursement to Medicare. Medicare and beneficiary payments for ipratropium bromide have
risen substantialy over the last severd years, from $14 million in 1995 to $348 million in 2000.
Payments for ipratropium bromide accounted for more than haf of the $683 million Medicare
paid for dl inhaation drugsin 2000. Medicare payments include both the 80 percent that
Medicare reimburses and the 20 percent coinsurance payment for which beneficiaries are
responsible.

Medicare Drug Reimbursement

The Centers for Medicare & Medicaid Services (CMS), which administers the Medicare
program, contracts with four durable medica equipment regiond carriersto process dl clams
for durable medica equipment and associated suppliesincluding inhaation drugs. Each carrier
is respongble for determining the reimbursement amount for inhdation drugs in their respective
region based on Medicare’ s reimbursement methodol ogy.

Medicare s current rembursement methodology for prescription drugsis defined by Section
4556 of the Balanced Budget Act of 1997. The carriers base their reimbursement amount for a
covered drug on its average wholesale price as published in Drug Topics Red Book or smilar
pricing publications used by the pharmaceutica indudtry. If adrug isavailable only asasingle
brand-name product, reimbursement is caculated by teking 95 percent of the drug's average
wholesde price. For drugs like ipratropium bromide that have both brand and generic sources
available, rembursement is based on 95 percent of the median average wholesale price for
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generic sources. However, if abrand-name product’ s average wholesale priceis lower than
the median generic price, Medicare reimburses 95 percent of the lowest brand price.

M edicare Reimbursement for |pratropium Bromide 2 OEI-03-01-00411



Recent Attempts to Lower Medicare Drug Reimbursement

Section 4316 of the Balanced Budget Act of 1997 alows the Department of Hedlth and
Human Services to diverge from Medicare s satutorily defined payment method if the method
resultsin payment amounts which are not inherently reasonable. In late 1998, CM S regiond
carriers attempted to use this authority to lower what it consdered excessive reimbursement for
severd items. However, the lower reimbursement amounts were never implemented as
Congress suspended the use of inherent reasonableness through a provision of the Medicare,
Medicaid, and SCHIP Baanced Budget Refinement Act of 1999. This provision required (1)
the Generd Accounting Office (GAQO) to complete a sudy on the potentid effects of using
inherent reasonableness measures, and (2) the Department of Health and Human Servicesto
publish new inherent reasonableness regul ations 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 questioned the methodology the carriers used in their
callection of pricing datafor other items. The Department has not issued any new inherent
reasonableness regul ations since the publication of the GAO report.

The CM S has dso included ipratropium bromide and severd other inhdation drugsin a
competitive bidding project in the San Antonio, Texas area that seeks to use market forces to
set accurate reimbursement amounts for durable medica equipment and related supplies. In
November 2000, CM S announced the sdlection of durable medica equipment suppliers who
had submitted competitive bids for theincluded items. New reimbursement amounts for these
items went into effect on February 1, 2001. The new reimbursement amount for ipratropium
bromide set by the competitive bidding process is approximately 24 percent below the usua
Medicare amount. The CM S hopes to use the results from these demonstrations more
generdly in the Medicare program.

On May 31, 2000, CM'S announced plans for Medicare to utilize newly available average
wholesale prices for gpproximately 50 drugs. The new prices were developed for Medicaid
through investigations conducted by the Department of Justice and the Nationa Association of
Medicaid Fraud Control Units. The revised pricing data was obtained from wholesde pricing
catalogs and then provided to First DataBank, publisher of a pricing compendium used by the
pharmaceutica industry. First DataBank agreed to use the new data when reporting average
wholesale pricesto the States. However, the Medicare, Medicaid, and SCHIP Benefits
Improvement and Protection Act of 2000, enacted by Congress in 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 Health and Human Services must then revise CMS' drug reimbursement
methodology based on GAO' s recommendations.
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The GAO issued thefirst 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 rembursement amount. The GAO concluded that
Medicare should revise its drug payment methodology to more closaly reflect available market
prices. The second report, to be released before the end of 2001, will address whether
Medicare is adequately reimbursing certain Medicare providers for related practice expenses.

Department of Veterans Affairs Drug Reimbursement

Unlike Medicare, the Department of Veterans Affairs (VA) purchases drugs for its hedthcare
system directly from manufacturers or wholesders. There are severa 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 asmple process for purchasing
commonly used products in any quantity while till obtaining the discounts associated with
volume buying. Using competitive procedures, contracts are avarded to companies to provide
supplies over agiven period of time at the Federa Supply Schedule price. However, the VA is
sometimes able to negotiate prices lower than Federal Supply Schedule amounts through other
avenues such as blanket purchase agreements and VA nationd contracts.

Cost of Drugs for Suppliers

Suppliers can purchase drug products through group purchasing organizations, wholesders, 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 either directly from the manufacturer or from a
wholesader who accepts the group purchasing organization's price. Wholesaders purchase large
volumes of drugs from manufacturers and sdll them directly to suppliers.

Related Work by the Office of Inspector General

The Office of Inspector Genera (OlG) has studied a number of issues relating to Medicare
drug rembursement. Brief summaries of selected studies are presented in Appendix A.

METHODOLOGY
Medicare Reimbursement

Medicare classfies drugs usng codes in the Hed thcare Common Procedure Coding System.
These codes, commonly referred to as procedure codes, specify the type of drug, the form of
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the drug, and in most cases a dosage amount. The procedure code for ipratropium bromideis
J7644, defined as “ipratropium bromide, inhaation solution administered through durable
medica equipment, unit dose form, per milligram (mg).” The term “unit dosg’ refersto a2.5
milliliter (ml) solution of 0.02 percent ipratropium bromide. We obtained current fee schedule
reimbursement amounts for procedure code

J7644 from the four durable medica equipment regiona carriers. The reimbursement amount
for ipratropium bromide was the same for each of the four carriers.

We accessed CMS' National Claims History File to determine Medicare stota payments for
ipratropium bromide and other inhaation drugsin 2000. We aso usad thisfile to andyze
ipratropium bromide supplier datafor the year 2000.

Matching Procedure Codes to National Drug Codes

The VA and suppliers use nationa 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 nationa drug codes that match the procedure
code definition for ipratropium bromide. Each drug manufactured or distributed in the United
States has aunique nationd drug code. Nationd drug codes identify the manufacturer of the
drug, the product dosage form, and the package size. Because Medicare uses only generic
versions of ipratropium bromide to determine its reimbursement amount, we only sdected
generic ipratropium bromide nationd drug codes. We found 17 nationd drug codes for generic
ipratropium bromide that matched the procedure code definition of J7644.

The procedure code for the unit dose form of ipratropium bromide is reimbursed per mg.
However, VA prices and wholesale prices were dl based on 2.5 ml vids of 0.02 percent
ipratropium bromide solution. Consequently, we needed to convert ml prices of ipratropium
bromide into mg prices. A 25 ml vid of 0.02 percent ipratropium bromide solution contains
0.5 mg of thedrug. Therefore, 1 ml of solution contains 0.2 mg of ipratropium bromide (0.5
divided by 2.5). For each nationd drug code, we multiplied the number of milliliters of
ipratropium bromide solution by 0.2 to determine the milligram amount, e.g., 75 ml of solution
multiplied by 0.2 equals 15 mg. We then divided the drug price by the number of milligramsto
determine a per mg price.

Department of Veterans Affairs Prices

To determine the VA’ s current cogts for ipratropium bromide, we obtained afile from the VA
website containing their 2001 contracted prices. The VA pricing file contained Federa Supply
Schedule prices for 9 of the 17 matching ipratropium bromide nationd drug codes. To
determine asingle VA price, we ca culated the median price per mg for these 9 codes.
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We aso compared the 2001 VA prices for ipratropium bromide to VA pricesin the years
1998 through 2000. We determined the total percentage change in VA prices between 1998
and subsequent years. We then multiplied these numbers by the amount Medicare paid in a
given year. These figures represent the amount Medicare tota payments would have differed if
the Medicare rembursement amount changed at the same rate asthe VA price. Since 2001
payment data is not yet available, we estimated 2001 Medicare payments by using the dollar
amount actualy paid for ipratropium bromide in 2000.
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Prices Available to Suppliers and Wholesalers

To determine actual wholesde prices for ipratropium bromide, we reviewed print and online
cataogs for 2001 from three drug wholesders and two group purchasing organizetions. The
five pricing sources we used provide drug products to suppliers and physician practices
throughout the country. We computed a single catalog price for ipratropium bromide by
caculating the median price per mg of the corresponding nationa drug codes.

In addition to catalog prices, we aso used actud ipratropium bromide invoices to determine
supplier acquisition cogts. The invoices were collected by the OIG during areview of inhdation
drug utilization. The invoices were obtained during Ste visits to suppliers throughout the
country, and were for ipratropium bromide purchased between June 1998 and June 2000. To
determine a Sngle invoice price, we calculated the median price per mg for the 48 invoice
prices collected from suppliers.

We aso 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 wholesae didtributors; these prices are not
reflective of bids, rebates, volume purchase agreements, or other types of exclusive contracts.
Five of the 17 ipratropium bromide national drug codes had wholesae acquisition costs
reported in 2001. From these costs, we caculated a median per mg wholesae acquisition cost
for ipratropium bromide.

Calculating Potential Medicare Savings

To caculate potential Medicare savings, we compared Medicare' s reimbursement amount for
1 mg of ipratropium bromide to VA prices, wholesale acquisition costs, catalog prices, and
invoice prices. We determined the percentage difference in prices by subtracting the median
source price from the Medicare reimbursement amount, and then dividing this number by the
Medicare reimbursement amount. These percentages indicate how much Medicare would save
if reembursement for ipratropium bromide was based on prices provided by other sources. We
then multiplied these percentages by the total amount Medicare paid for ipratropium bromide in
2000 to calculate dollar savings. A table showing the data used to calculate potentia 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 $279 million a year
if ipratropium bromide were reimbursed at the price paid by
the VA

The Medicare reimbursement amount for ipratropium bromide is over five times
greater than the median VA price

The median Federd Supply Schedule price available to the VA for generic ipratropium
bromide is only $0.66 per mg, compared to Medicare' s reimbursement of $3.34 per mg. We
estimate that Medicare and its beneficiaries would save $279 million ayear if reimbursement for
ipratropium bromide were set at the median amount paid by the VA under the Federa Supply
Schedule. The savings represent 80 percent of the $348 million Medicare paid for ipratropium
bromide in 2000.

Medicare beneficiaries would receive $56 million of the $279 million in savings through reduced
coinsurance payments. A Medicare beneficiary using atypical monthly amount of ipratropium
bromide (50 mg) would pay $33.40 in Medicare coinsurance. That coinsurance amount is
dightly more than what the VA would pay outright ($33.00) to purchase one month’s supply of
the drug. Table 1 below compares the Medicare reimbursement amount to median prices
avalableto the VA. It dso provides Medicare savings and beneficiary coinsurance based on
Medicare reimbursement and VA prices.

TABLE 1: COMPARING MEDICARE REIMBURSEMENT TO VA PRICES

Cost of Typical Monthly Medicare Potential Annual
Pricing Source Median | Individual Monthly Beneficiary Medicare and
for Price Usage Coinsurance Based Beneficiary
I pratropium Bromide per mg (50 mg) on Source Price Savings
Medicare $3.34 $167.00 $33.40 N/A
Department of Veterans Affairs $0.66 $33.00 $6.60 $278,854,770

Sources: 2001 Medicare carrier and Department of Veterans Affairs websites

Between 1998 and 2001, the median VA cost for ipratropium bromide decreased
by almost half, while the Medicare reimbursement amount remained the same

The median VA price for generic ipratropium bromide has falen by dmost 50 percent over the
last three years, from $1.29 per mg inr1998-to-$0:66 per mg in 2001. During the sametime
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period, Medicare’ s reimbursement amount (based on reported average wholesale prices) has
remained congtant a $3.34 per mg. The graph on the next page illustrates the changesin VA
and Medicare pricing over the last 3 years. If the Medicare reimbursement amount for

ipratropium bromide decreased & arate equa to the VA's

purchase price, Medicare and its beneficiaries would have saved $55 million in 1999 and $121
million in 2000. The program could save $170 million in 2001.
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GRAPH 1: COMPARISON OF IPRATROPIUM BROMIDE PRICES, 1998-2001
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Medicare and its beneficiaries would save between $223
million and $262 million a year if ipratropium bromide were
reimbursed at prices available to wholesalers and suppliers

Medicare payments for ipratropium bromide would be reduced by 75 percent if
reimbursement amounts were based on prices listed in wholesale catalogs

Medicare and its beneficiaries would save $262 million ayear if the reimbursement amount for
ipratropium bromide equaled the median price available to suppliers through wholesders and
group purchasing organizations. This represents 75 percent of the  $348 million Medicare and
its beneficiaries paid for the drug in 2000. Catalog prices for generic ipratropium bromide
ranged from alow of $0.64 per mg to ahigh of $1.56 per mg. The Medicare reimbursement
amount ($3.34 per mg) was over four times more than the median catalog price ($0.82 per
mg). Table 2 below compares the Medicare rembursement amount to median prices available
to suppliers and wholesders. It aso provides Medicare savings and beneficiary coinsurance
based on various sources.

TABLE 2: COMPARING MEDICARE REIMBURSEMENT TO SUPPLIER/WHOLESALER PRICES

- Cost of Typical Monthly Medicare Potential Annual
PrICIng Sour ce Median Individual Monthly Beneficiary Medicareand
for Price Usage Coinsurance Based Beneficiary
I pratropium Bromide per mg (50 mg) on Source Price Savings

Medicare $3.34 $167.00 $33.40 N/A
Wholesale Catalogs $0.82 $41.00 $8.20 $262,206,724
Supplier Invoices $1.18 $59.00 $11.80 $224,748,621
Wholesale Acquisition Cost $1.20 $60.00 $12.00 $222,667,615

Sources: 2001 Medicare carrier websites, 2001 wholesale catal ogs, 1998-2000 supplier invoices, 2001 Drug Topics Red Book

Medicare payments for ipratropium bromide would be reduced by 65 percent if
reimbursement amounts were based on supplier invoice prices

Invoices reviewed by the OI G listed prices ranging from $0.95 to $1.46 per mg for ipratropium
bromide purchased by suppliers between 1998 and 2000. The median price for ipratropium
bromide purchased by these suppliers was $1.18 per mg, 65 percent less than the Medicare
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reimbursement amount. Medicare and its beneficiaries would save $225 million ayeer if
ipratropium bromide were reimbursed at the median invoice price.

Medicare payments for ipratropium bromide would be reduced by 64 percent if
reimbursement amounts were based on manufacturer-reported wholesale
acquisition costs

Published wholesale acquisition costs for ipratropium bromide ranged from $1.12 to $1.20 per
mg in April 2001. The median wholesale acquisition cost was $1.20 per mg. Individua drug
manufacturers reported these wholesae acquisition costs to Drug Topics Red Book. The Drug
Topics Red Book defines wholesade acquisition cost as manufacturer-quoted list pricesto
wholesde digtributors; these prices are not reflective of bids, rebates, volume purchase
agreements, or other types of exclusive contracts. If Medicare based its reimbursement for
ipratropium bromide on manufacturer-reported wholesae acquisition costs rather than average
wholesde prices, the program and its beneficiaries would save $223 miillion a year.

Less than 1 percent of ipratropium bromide suppliers were
responsible for providing the majority of the product to
Medicare beneficiaries in 2000

Medicare reimbursed 5,652 pharmaceutica suppliers for ipratropium bromide clams in 2000.
However, just 23 suppliers received more than $2 million each in reimbursement for
ipratropium bromide that year, with five suppliers having between $10 million and $58 millionin
paid clams. These 23 suppliers, who al provided home-delivery/mail order servicesto
beneficiaries, recelved nearly 60 percent of the Medicare payments for ipratropium bromidein
2000. Therefore, the mgority of the ipratropium bromide supplied to Medicare beneficiaries
was provided by suppliers that purchase alarge quantity of the product. We bdieve that
suppliersthat purchase such large quantities of ipratropium bromide may receive volume
discounts from manufacturers and wholesders.
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RECOMMENDATION

Medicare should reduce excessive reimbursement amounts for ipratropium
bromide

Despite numerous attempts by CM S to lower reimbursement amounts for prescription drugs,
the findings of this report illustrate that Medicare pays too much for ipratropium bromide. We
have consgtently found that the published average wholesae prices currently used by Medicare
to establish reimbursement amounts bear little or no resemblance to actud wholesde prices that
are available to suppliers and large government purchasers.

We understand that unlike most drugs covered by Medicare, ipratropium bromide 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 sporead between what Medicare
reimburses for ipratropium bromide and the price at which suppliers are able to purchase the
drug issgnificant. Reimbursement levels for ipratropium bromide not only impact the Medicare
program, but aso 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 wholesae prices from drug pricing catalogs or other
SOUrces.
> Increasing the discount of the published average wholesale prices.

> Basing payment on physician/supplier acquisition codts.
> Egtablishing manufacturers rebates smilar to those used in the Medicaid program.
> Cresting afee schedule for covered drugs based on the Federal Supply Schedule.

> Usng CMS' inherent reasonableness authority.
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> Using competitive bidding.
Agency Comments

The CM S agreed that the amounts being reimbursed for drugs in 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 CM S went on to tate 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
commentsis presented in Appendix C.
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Selected OIG Reports on Drug Reimbursement

Medicare Reimbursement of Prescription Drugs (OEI-03-00-00310), January 2001. We found
that Medicare and its beneficiaries would save $1.6 hillion ayear if 24 drugs were rembursed a
amounts available to the VA. We aso found that Medicare would save $761 million ayear by
paying the actua 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 million or $209 million ayear if abuterol was reimbursed &t
amounts available through Medicaid and the VA, respectively. Medicare and its beneficiaries would
save $47 million or $115 million ayear if Medicare rembursed abuterol at prices available at chain and
Internet pharmacies.

Comparing Drug Reimbursement: Medicare and the Department of Veterans Affairs
(OEI-03-97-00293), November 1998. We found that Medicare would save $1 billion in 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 versons of abuterol sulfate in 1998, and 20 percent more than the average
Medicaid payment for abuterol sulfate in 1997. We aso found that Medicare alowed 333 percent
more than available acquistion 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 alowances for 22 drugs exceeded actud wholesae prices by $447 million in
1996. For more than one-third of the 22 drugs reviewed, Medicare alowed amounts were more than
double the actud wholesde prices available to physicians and suppliers. Furthermore, we found that
there was no consistency among Medicare carriersin 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
dbuterol sulfate. The five buying groups surveyed had negotiated prices between 56 and 70 percent
lower than Medicare' s rembursement amount for the drug.

Suppliers Acquisition Costs for Albuterol Sulfate (OEI-03-94-00393), June 1996. We found
that Medicare s dlowances for dbuterol sulfate substantially exceeded suppliers acquisition costs for
the drug. The Medicare program could have saved $94 million of the $182 million alowed for abuterol
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during the 14-month review period if Medicare reimbursement amounts had been based on average
supplier invoice codts.
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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 billion ayear if 24 drugs were reimbursed at
amounts avalable to the VA. We dso found that Medicare would save

$761 million ayear by paying the actua wholesae price for 24 drugs.

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

Comparing Drug Reimbursement: Medicare and the Department of Veterans Affairs

(OEI-03-97-00293), November 1998. We found that Medicare would save $1 hillion in 1998 if the
alowed amounts for 34 drugs were equa to prices obtained by the VA. Furthermore, Medicare
allowed 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 versons of dbuterol sulfate in 1998, and 20 percent more than the average
Medicaid payment for abuterol sulfate in 1997. We aso found that Medicare alowed 333 percent
more than available acquistion cogs 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 actud wholesde prices by $447 million in
1996. For more than one-third of the 22 drugs reviewed, Medicare alowed amounts were more than
double the actual wholesdle prices available to physicians and suppliers. Furthermore, we found that
there was no consistency among Medicare carriersin 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
abuterol sulfate. The five buying groups surveyed had negotiated prices between 56 and 70 percent
lower than Medicare' s reimbursement amount for the drug.

Suppliers’ Acquisition Costsfor Albuterol Sulfate (OEI-03-94-00393), June 1996. We found
that Medicare s dlowances for dbuterol sulfate substantialy exceeded suppliers acquidition cogts for
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the drug. The Medicare program could have saved $94 million of the $182 miillion alowed for abuterol
during the 14-month review period if Medicare reimbursement amounts had been based on average
supplier invoice cods.
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Calculation of Potential Savings for
Ipratropium Bromide

APPENDIX

B

1) To determine percentage differences in ipratropium bromide prices, we subtracted the source
price from the Medicare price. We then divided this number by the Medicare price.

2 To caculate potential savings, we multiplied Medicare’ s 2000 total payments ($347,527,960)
for ipratropium bromide by the percentage differencein price.

Potential

Median Medicare | Percentage Medicareand
Range Of per Price Price D|fference Beneficiary

Price Source mg Prices per mg per mg in Price* Savings
Department of Veterans Affairs $0.59 to $0.73 $0.66 $3.34 80.2% $278,854,770
Wholesale Catalogs $0.64 to $1.56 $0.82 $3.34 75.4% $262,206,724
Supplier Invoices $0.95 to $1.46 $1.18 $3.34 64.7% $224,748,621
Wholesale Acquisition Cost $1.12t0 $1.20 $1.20 $3.34 64.1% $222,667,615

* Percentage rounded to the nearest tenth
19 OEI-03-01-00411
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APPENDIX

C

Centers for Medicare and Medicaid Services

Comments
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SURIECT:  O0re of Inspector Grereral (1N Diratt Fepor: Ererssive Wodinaea
Peimimrnamant for foratrapium Aromidd (OEL03-01 0041 1y

Thaek yon for the rlpp-c'frlllni hy to comment a1 yoar repert tisemasing Modionen PRYCARS
T ipratropium bromide. The Criters: for beciomre & Medicnid Serviees (CMS) apress
that the nmmmits = are reiml uﬂilq.: [m drugs in the Medicore PIOETII ATE ECasaive.
Wanen lookime forward Lir weoaking witl the Conzress and the OTG to revies ous paymcnt
myatem. Unfarrunately, o proges: in thie area bas been slow.

Eresciiplien drigs aps haonaing an fncremsingly important companent nf madzm beald
e, particndnely Gor Medicare beneficiarizs. We are wrrklng el tlea ©ineness b
modemize Medicars b cover prescriplionn drug: mmal prsvile relief b senier: from high
dmyg costs. o sdditear il is clear that the pnymens avetm fir selecked ookpetiont dmige
that are now coveral] by Mexlicam mmls revision. Medicare now pays mare Than many
athier irchaser for the dmigs we coves ahe by He way that drog mand fuciorers ol
their prices, and Meticere's paynent policies, bMadicars showld pay appopaiately S all
Meljears henstite, includimg e dmge we curiently cover, and 1t i= uemcoepialile that the
sarren’ avetem remabte in bedicars paying emcemsive mrices. We also need o pay
appropriately for the semvices poquired o fessvh, these deougs.

When Mabcare does pay for drigs, the Taw mandabes that we pay physicizns and othor
;'u_':w.ri:!nr: bnser] om the knerer af the billed charge ar 9% procent o rhe dnyg s averags
wholesals price (AWPE). Mumerss studies ave jodicated that the industy's reportcl
wlinfesale prices, the da on which Medicare payments are hassd, are vostly higher e
iha auwauts thet dme menafacturers and wholcealors acmally chnrgs physicians e
prencidars. Thar means Medicars benaficiarice. thraagh thelr premrinms and eost dhaviong,
amil 15, taxpayers, are spending far mores than the sverape” prics thar we believe the
L ivtended. Somne affeoten plyyziciang smd provilars haee sapeested that they nood
thees Wlndioare "dmap prefiis” iy i subedize what they alioy e ars inadenoane
Pelicssre paymments for servives il 1o ferndshing e droags, sech as the odministeatinn
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of chemathempy fimr conser. Wa nead to pay appropriately for hoth the dmgs and the
mervices related to fumishing the drugs.

Clearly, Medicarn drog pricing is a cornplex issue. Over the yoars, numernzs legislanive
effrrta have failed to develop am effective alicmative to AWP to enzure that Bledicacs and
its beneficiares do not pay more than they showld for fhe limited nurmber of preseripton
drugs that Medicare covers. We are eommitted to-wanrking with the Congress on oa
hipartizan bagis to ensnre that Medienre prys nocurately for all of ins benefits,

The Congress, ChE, and your office have long recnanized the shomteomings of AWE az A
way for Medicare to relmbaree for dige. ¥ our office hag published nomeanas repotts
showing fliat e rnanket prices for the top drgs Billed to the Modicare program by
phywivians, independent dialvsis fcilitive, and durable medical sgquipment supplisrs woee
sigmiffcantly leas than the AWP reparted in the Red Fook and like poblicsrinnz. As
commpetitive discounts have heopme widespred, (ha AW tuschanieny hag vesulted 1n
increaging payiiecot distentions:, However, Medicars has continned to pay for these drags
hazaed on the repnttad AWT anicamil, 'H-_".- urﬁ:ri,l:lg pﬁﬁicinns nrd Lt i are l:iE“E'[r
dizcountz, your reports conalisde that the doog mamufacturers e able to wse profit
maATgins i manipulate physiciane and providers o use their produets for Medicare:
hemeficiaries. It iz simply unacceptahle for Medicam to continue paying for does i a
wiay that pesuliz in excessive prives.

Tne e pasd, the Conpress and the Apency has attempted to remedy disparities hetween
Wedicare payments hased on AWT and fhe amount acnelly paid competitively by
vhysicians aml providers. Howerer, these efforts live ot been ruccessfil.

In December 2000, the Congress enncted the Medicare, Mediraid, anl State Children’s
Heakth Insurance Program Renctitz Tmprovemend and Protection Aot which esrabliched a
i atoin on decreasen i e rates {'I.FM'.‘.H{{.;T: 1|.|:l:.-|:_1 Py neads, e ailo the Gereral
Aceounting (Mfico (GAL) conducted a study of Medicars dmyg pelcing and related
paprment lssees, We Inok forwsrd to revicwing the GAO' findinge and working with the
Conpreas la revite Medicares dosg payment policy. We must ensume that beneficiaries
anrl Merlicure pay sppropristely for bolh the droes hat wee cover and the servioes relalo
tn farmishing the drogs.

Maedicars beneliciacss mly on prescription drgs, aud the coinsurance they poy fan
ervwered dmpa iz tiod dircetly to the prices that Modicare pays, We muet find a
voppetitive way to eosore that Medicars heneficiaries and tnapayers are no longer paying
emcessive prives for drgs that are G sbove the competitive discounts thel are widvly
available today, We need to pay appropristely for ell Bedionre benefits, inchedings the
l‘l":g'i'l'iP[i':"ﬂ drugs we cover and the services reguired ta furnizh thoae :!rup,s.
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