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Offce of Inspector General
htt://oig.hh.gov

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

Offce of Audit Services
The OIG's Offce of Audit Servces (OAS) provides all auditing services fo~ HHS, either by
conductig 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 carryig out their respective responsibilties and arB intended to provide independent

assessments of BRS programs and operations in .order to reduce waste, abuse, and
mismanagement and to promote economy and effciency throughout the department.

Offce of Evaluation and Inspections
The OIG's Offce of Evaluation and Inspections (DEI) conducts 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
effciency, vulnerabilty, and effectiveness of departmental programs. The DEI also
oversees State Medicaid fraud control units, which investigate and prosecute fraud and
patient abuse in the Medicaid program.

Offce of Investigations
The DIG's Offce ofInvestigations (01) conducts criminal, civi, and administrative
investigations of allegations of wrongdoing in HHS programs 01' to HHS beneficiaries
and of unjust enrichment by providers. The investigative. efforts of OI lead to criminal
convictions. adminitrative sanctions, or civi monetary penalties.

Offce of Counsel to the Inspector General
The Office of Counsel to the Inspector General (OCIG) provides general legal servces to
DIG, rendering advice and opinions on HHS programs and operations and providing al
legal support in DIG's internal operations. The OCIG imposes program exclusions and
civi 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 Civi False Claims Act, develops and monitors corporate integrity agreements,

develops compliance program gudances, renders advisory opinions on OIG sanctions to
the health care community, and issues fraud alerts and other industry gudance.
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.. EXECUTIVE SUMMARY

OBJECTIVE

To examie the dierences between the published prices States use to
set Medicaid reimbursement rates (i.e., average wholesale price and
wholesale acquisition cost) and a statutorily defied price calculated

from actual sales transactions (i.e., average manufacturer price) for
drugs reimbursed by Medicaid.

BACKGROUND

Medicaid expenditures for prescription drugs continue to be a major
concern to the Administration, Congress, and States; and Medicaid drug
reimbursement changes are being considered. Most prescription drugs
reimbursed by Medicaid are dispensed by pharmacies. The Offce of
Inspector General (OIG) has found evidence that Medicaid drug
reimbursements exceed pharmacies' ,actual acquisition costs.

In general, States reimburse pharmacies for drugs at the lower of
estimated acquisition cost (EAC) plus a dispensing fee or the
pharmacy's usual and customary charge to the public. The EAC is the
State's best estimate of the price generaly and currently paid by
providers for the (hug.

States often lack access to drug pricing data based on actual sales and
instead estimate pharmacy acquisition costs using published prices,
namely, average wholesale price CAWI) and wholesale acquisition cost

(WAC). Neither AWP nor WAC are necessarily based on actual sales
transactions. The A WP is not defied in statute or reguations, and

until recently, the same was true for WAC. OIG has recommended that
Medicaid should base reimbursement on pricing data that more
accurately reflects actual acquisition costs.

The Average manufacturer price (A) is the average price paid by
wholesalers for drugs distributed to the retai class of trade, net of
customary prompt pay discounts. The AM is statutorily defied and
its calculation is based on actual sales transactions. Drug
manufacturers must report AMP data for all Medicaid-covered drugs to
the Centers for Medicare & Medicaid Services (CMS) quarterly as a
requiement of the Medicaid drug. rebate program. Most State Medicaid
agencies do not have access to AMP data, which is proprietary.

. To explore the potential impact of movig to a sales-based price to
estiate pharmacy acquisition cost, this inspection compares AM to

o EI.05.05.D024 0 MEDICAID DRUG PRICE COMPARISDNS: AVERAGE MANUFACTURER PRICE TD PUBLISHED PRICES

Case 3:09-cv-05174-BHS     Document 2-6      Filed 03/30/2009     Page 4 of 82



EXECUTIVE SUMMARY

AWP and WAC for national drug codes (NDC) reimbursed by Medicaid.
We compared AMP to AWP for 24,101 NDCs and AMP to WAC for
19,475 of those NDCs (4,626 NDCs had anAWP but no WAC value).
We compared the per unt prices in place on Januai-y 1, 2005. We
calculated median comparisons for al of the NDCs, as well as for each
drug category: single source ("single source brands"), inovator
multisource CUmultisource brands"), and non-innovator multisource

("generics"). This analysis focuses on the comparison of a 9alés~ba8ed
price to the published prices associated with the drug itself (¡.e., the
"ingredient cost") and does not address the professional costs associated
with dispensing the drug or the dispensing fees.

A companion report, "Medicaid Drug Price Comparison: Average Sales
Price to Average Wholesale Price" (OEI-03-05-00200), examines the
dierences between average sales price (a statutoriy defied price
based on actual sales and used for Medicare Part B drug
reimbursement) and AWP. That analysis includes approxiately
2,100 NDCs that are covered by both Medicaid and Medicare Part B.

FINDINGS

Average manufacturer price is substantially lower than both average
wholesale price and wholesale acquisition cost. At the median, AM
is 59 percent lower than A WP. Forty-nine States use' A WP to .estimate

pharmacy acquisition costs. The median State EAC formula is A WP
minus l2percent. For 98 percent of Medicaid-reimbursed NDCs, this
median State EAC formula would.reiiburse at a price higher than
AMP.

At the median, AM is 25 percent lower than WAC. Among the eight
States that use WAC in their EAC, the median State EAC formula is
WAC plus 8.5 percent. For 96 percent ofNDCs, this median EAC would
reimburse at a price higher than AM.

Generic drugs exhibit the largest differences between average
manufacturer price and the published prices. For generic drugs,

AM is 70 percent lower than A WP at the median. In comparison, AM
is 23 percent lower than A WP at the median for single source brands
and 28 percent lower for multisource brands.

State estiates of pharmacy acquisition cost exceed AMP even among
States with additional discounts for generics. Seven States use EAC
formulas that specif a greater discount off AWP for generic drugs than
brand name drugs. However, these formulas range from AWP minus
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EXECUTIVE SUMMARY

20 percent to A WP minus 50 percent, resulting in estimates of
pharmacy acquisition cost that are higher than the median AM for
generics, which is equal to AWP minus 70 percent.

For generic drugs, AM is 40 percent lower than WAC af the median.
In comparison, AM is 4 percent lower than WAC for single source
brands and 8 percent lower than WAC for multisource brands at the. '
median.

No States use a WAC-based EAC formula with additional discounts
taken for generics. State EAC formulas that use WAC range from WAC
plus 5 percent to WAC plus 12 percent. Tbe median AM is lower than
these formulas in al drug categories, but the largest dierence is. for
generics where AM is 40 percent lower than WAC:

CONCLUSION

The Admistration and Congress have expressed interest in aligng
Medicaid drug reimbursement more closely with pharmacy acquisition
cost by using prices based on actual sales rather than published prices.
OIG has also recommended that Medicaid should base reimbursement
on pricing data that more accurately reflects actual acquisition costs.

This inspection provides additional evidence that published prices used
as a basis for reinbursement are higher than pric~s based on actual
sales. AM, which is calculated based on statute and actual sales
transactions, is substantially lower than either of the published prices

(i.e., AWP-aiid WAC). As a result, States' estimates of pharmacy
acquisition costs, which are based on AWP and/or WAC, are also
substantially higher than AM. These dierences are greatest for
generic drugs.

Comparing a statutorily defied, sales-based price to published prices
provides valuable inormation to those considerig the implications of
changing Medicaid's drug reimbursement methodology. The substantial
disparities between AM and the published prices currently being used
indicate that changig the basis of Medicaid reimbursement could have
a signicant impact on Medicaid expenditures.

Agency Comments
CMS commented that these companion reports make clear that current
Medicaid payment rules result in overpayments for drugs and
emphasize the need for reform. CMS stated that Congress should enact
legislation similar to the reform of Medicare Part B (i.e., switch to ASP
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as the basis of reimbursement) to ensure that Medicaid payment for
drugs is related to actual prices paid by pharmacies.
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.. INTRODUCTION

OBJECTIVE

To examine the dierences between the published prices States use to
set Medicaid reimbursement rates (i.e., average wholesale price and
wholesale acquisition cost) and a statutorily defined price based on
actual sales transactions G.e., average manufacturer price) for drgs
reimbursed by Medicaid.

BACKGROUND

Al State Medicàid programs include outpatient prescription drug
coverage, an optional benefit. Nationally, Medicaid spent over
$34 bilon on prescription drugs in 2003.1 Over 41 milon beneficiaries
were enrolled in Medicaid in 2003.'

Approxiately 6 milon of these beneficiaries are dualy eligible for
Medicaidand Medicare. (dual eligibles).' Currently, Medicaid provides
drug coverage for these dual eligibles, but in 2006, coverage for these
beneficiaries wil be transferred from Medicaid to Medicare.'

Concerns about Medicaid Drug Reimbursement
Medicaid expenditures for prescription drugs continue to be a major
concern to the Administration, Congress, and States. The President's
2006 budget proposes restructuring Medicaid phari:acy reimbursement
to save an estimated $542 milon in fiscal year (FY) 2006 and

.$15.1 bilon over 10 years.' The House Energy and Commerce
Subcommittee on Oversight and Investigations held a hearing in
December 2004 on "Medicaid Prescription Drug Reimbursement: Why
the Government Pays Too Much" and explored potential reforms.'
Congress has established a Medicaid commission to provide

recommendations to achieve $10 bilon in overall Medicaid savings over
the next 5 years and to consider longer-term performance goals and
recommendations.7 The National Governors Association and National
Conference of State Legislatures are also workig on proposals to
reduce Medicaid spending, includig spendig on prescription drugs.'

The Offce of Inspector General (OIG) has found evidence that because
States lack accurate drug pricing data, Medicaid drug reimbursements
exceed pharmacies' actual acquisition costs. OIG has also found that

Medicaid drug reimbursements exceed the prices paid by other Federal
programs. OIG has recommended that Medicaid should base
reimbursement on pricing data that more accurately reflects actual
acquisition costs.9

.,

J
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INTRODUCTION

Medicaid Drug Reimbursement
Drug Cost Reimbursement.

Most prescription drugs reimbursed by Medicaid are dispensed by
pharmacies. Withi Federal parameters intended to ensure that
Medicaid acts as a prudent buyer, each State determines its own
pharmacy reimbursement formula(s) ,10 In general, States reimburse

pharmacies for drug costs at the lower of estimated acquisition cost
(EAC) plus a dispensing fee or the pharmacy's usual and customary
charge to the public. Some multiple source drugs (i.e:, di'ugs with
equivalent generic versions) have a Federal upper limit (FUL) or a State
maxum alowable cost (MAC).

The EAC is the State Medicaid agency's "best estimate" of the price
generaly and currently paid by providers for the drug.ll The Centers
for Medicare & Medicaid Services (CMS) does not prescribe a method for
calculatig EAC; instead, each State establishes and specifes its own
EAC formula in its Medicaid State plan.

Estimating pharmacy acquisition cost presents a challenge for States
because States lack access to di'ug pricing inormation calculated from
actual drug sales. Instead, States rely on the published prices available
in drug pricing compendia, despite the previously identifed flaws of
these published prices.

Forty-nie States (icluding the District of Columbia) use average

wholesale price (AWP) minus a discount percentage in theii' EAC
formulas. Eight States use wholesale acquisition cost (WAC) plus a

markup percentage in their EAC formulas. Six ofthese eight States use
both AWP and WAC, e.g., "the lesser of AWP minus 12 percent or WAC
plus 8 percent." Some States use more complex EAC formulas. For
example, seven States specif dierent formulas for brand name drugs
versus generic drugs. Other States vary their formulas based on the
pharmacy's characteristics (e.g., chain versus non-chai pharmacies).

For certain multiple source drugs that meet specifed criteria, CMS sets
specifc Federal upper liit amounts based on the published prices. The

FUL amount equals 150 percent of the lowest published price of any
therapeutically equivalent version of the drug published in the national
pricing compendia." Additionally, some States establish MAC
reimbursement levels at a rate below an established FUL or for drugs
for which CMS has not set an FUL amount. Thity-nie States had
MAC programs as of January 1, 2005.13
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INTRODUCTION

Dispensing Fees.
In addition to reimbursing pharmacies for the cost of the drug (also
known as the ingredient cost), States are requied to determie
"reasonable" dispensing fees. 14 Tbis fee represents the charge for the
professional services provided by a pharmacist when dispensing a
prescription. States' dispensing fees to retail pharmacies range from
$2.00 to $12.50."

Drug Pricing Data
Currently, three types of di'ug pricing data are readiy available and
relevant to the Medicaid program: AWP, WAC, and AM. A fourth
price, average sales price (AP), is used by the Medicare program to
calculate reimbursement ~mounts for the subset of mugs that are
covered by Medicare Part B. See Appendi A for a list of key drg
pricing terms and acronyms and a chart depictig an example of a

Medicaid drug distribution chai.

Published prices: AWP and WAC.

Average wholesale price and wholesale acquisition cost are prices that
are published in commercial drug pricing compendia by private
companies, such as Fii.st Databank and Medi-Span, based on pricing
information reported by manufacturers." Neither AWP nor WAC are
necessarily based on actual sales transactions. The AWP is not defied
in statute or regulations, and until recently, the same was true for
WAC. The AWP is often considered a price for wholesalers to charge
retailers. As currently defined in statute, WAC is:

. . . the manufacturer's list price for the drug or biological to
wholesalers or direct purchasers. in the United States, not
including prompt payor other discounts, rebates or reductions in
price, for the most recent month for which the inormation is
available, as reported in wholesale price guides or other
publications of drug or biological pricing data.'

As mentioned earlier, State Medicaid agencies generally use A WP
and/or WAC to estimate pharmacy acquisition costs for drug
reimbursement. However, studies, investigations, and audits by OIG,
the Department of Justice, and others have found that these published
prices, particularly AWP, substantially overstate the actual prices
pharmacies pay for drugs.

Recognzing the flaws of A WP, the Medicare Prescription Drug,
Improvement, and Modernization Act of 2003, Public Law 108- 1 73,
changed the basis of Medicare Part B drug reimbursement from A WP to

OEI.O 5".0 5".00240 MEDICAID DRUG PRICE COMPARisons: AVERAGE MMlUFACTURER PRICE TO PUBLISHED PRICE& 3

Case 3:09-cv-05174-BHS     Document 2-6      Filed 03/30/2009     Page 11 of 82



I N T ROD U C T 10 N

ASP, a statutorily defied price calculated from actual sales

transactions. The Adminstration has proposed similar reforms for
Medicaid."

Prices based on actual sales: AMP and AS!"

Average manufacturer price is the average price paid to the
manufacturer by viholesalers for drugs distributed to the retai
pharmacy class of trade minus customary prompt pay discounts. Its
calculation is statutorily defied and based on actual sales
transactions.19 Because AMP is calculated from sales that have already
occurred, it is a retrospective price.

Drug manufacturers are requied to report AM data for all Medicaid-
covered drugs to CMS quarerly as a requiement or the Medicaid drug
rebate program'.20 State Medicaid agencies do not currently have access
to AMP data, which is proprietary.

. Whe AMP is statutorily defined, there are some weaknesses associated
with it. CMS has not issued final reguations regardig AM
calculation. The Government Accountabilty Offce (GAO) recently
released a report on the Medicaid rebate program that found inadequate
oversight of manufacturers' Al calculations and variation across
manufacturers in how AM was calctùated.21

Average sales price is also statutorily defied and is based on actual
sales transactions. It is defied as the manufacturer's unit sales to al
purchasers (with certai exceptions) in a calendar quarter divided by

the total number of unts sold by the manufacturer during that same
quarter, net any price concessions (such as volume, prompt pay. and
cash discounts), free goods contingent on purchase requiements,
chargebacks, and rebates (other than Medicaid rebates)." The ASP
must be calculated and reported to CMS quarterly for drugs covered by
Medicare Part B. Most drugs reimbursed by Medicaid are not covered
by Medicare Part B and do not have an ASP value reported to CMS.

Companion Report: Average Sales Price to Average Wholesale Price
OIG is issuig a companion report entitled, "Medicaid Drug Price
Comparison: Average Sales Price to Average Wholesale Price"

(OEl -03-05-00200), concurent with this report. This companion report

shares a simar objeètive, i.e., to compare statutorily defied drug
prices based on actual sales to published prices. The primar dierence
is scope. The companon report analyzes drugs that are covered by both
Medicaid and Medicare Part B (approxiately 2,100 national drug

codes (NDCJ) and focuses on comparing ASP to A WP. In contrast, this
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INTRODUCTION

report includes Medicaid -reimbursed drugs (approxiately
24,000 NDCs) and compares AM to the published prices (AWP and
WAC). The AM is the only statutorily defined, sales-based price
reported to CMS for all drugs in the Medicaid program.

METHODOLOGY

National Drug Codes Reviewed

We focused our analysis on pricing data for Medicaid-reimbursed drugs,
i.e., the population of NDCs reimbursed by Medicaid during the fist
two quai'ters of calendar year 2004 (January 1 through June 30, 2004),
the most recent reimbursement data avaiable. This population
includes all drugs with an AM value and at least one other price (A WP
and/or WAC) in place on Januar 1., 2005. We used the ll-digit NDCs
that Medicaid uses to identify unique formulations of each drug,
includig the manufacturer, strength, and package size. This

population includes 25,560 NDCs.

In addition, we analyzed pricing data for Medicaid-covered drugs with.
an AMP value and at least one other price (A WP and/or WAC) in place
January 1, 2005. This population includes additional drugS that
Medicaid covers but that had no reimbursement from January 1
through June 30, 2004. This analysis is presented in Appendi Band
includes 28,557 NDCs.

Excluded NDes.

From our total population of Medicaid-reimbursed NDCs, we excluded
3 percent of NDCs at both ends of the distribution of AM to A WP
ratios.. As explaied below, tils provides a conservative estirate of the
dierences between these :prices. Our population for analysis of
Medicaid-rejibursed drugs includes 24,101 NDCs for the AM to AWP
comparisons. Only 19,475 of these NDCs had WAC values and are
therefore included in the AMto WAC comparisons.

At the low end, we excluded all NDCs for which the AWP values were
less than the AM values. Approximately 3 percent of Medicaid-
reimbursed NDCs had AWP values below AM. In priciple, it seems
unely for A WP to be below AM because A WP is used to represent a
transaction futher down the distribution chain than AM (see
Appendi A for an example ofthe distribution chai. The AM is an
average of actual sales from manufacturers to wholesalers. The A WP is
a published price that is generally used to represent a price for
wholesalers to charge retailers. Whe there are known incentives for a
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INTRODUCTION

manufactui'er to increase an A WP relative to actual sales prices, ther~
31"e no similar known incentives for a manufacturer to decrease an A WP
below actual sales prices_ It is liely that where AWP is lower than
AM, it is the result of a techncal error such as a unt definition
inconsistency, a data timing issue, or a reporting error.

We also excluded the NDCs at the high end where AWP values exceeded
AM by the greatest percentages. Unle the NDCs where AWP is less
than AM, there is no apparent reason to assume that an extremely
high AWP (relative to AM) is incorrect and'therefore the result of a
l.t defition inconsistency, a data timing issue, or a reporting error.

However, it is plausible that errors occur with the same frequency at
the high end of the distribution as at the low end. Therefore, we used a
3 percent threshold to parallel the exclusion of 3 percent ofNDCs at the
low end_ We did this by drug category; i.e., single source ("single source
brands"), inovator Inultisource ("multisource brands"), and non-

innovator mwtisource (rlgenerics"); because the distribution of AM to
A WP ratios diered substantially by category. CMS designates each
NDe as single source, inovator multisource, or non.innovator
multisource in the Medicaid Drug Rebate Initiative fies.

As a result, our calculations may underestiate the extent to which
A WP exceeds AMP by excluding these NDCs at the high end.

Data Sources

AMP.

We used the AMP per unt values that were reported by manufacturers
to CMS and were in place on January 1, 2005, We obtaied this data

from the Medicaid Drug Rebate Initiative fies that CMS uses to
adminster the Medicaid drug rebate program. The AM values that
are in place on January I, 2005, are based on sales from July 1 through
September 30, 2004, which are reported to CMS by manufacturers by
October 30, 2004.

AWPandWAC.
We used the AWP per unt and the WAC per unt values that were in
effect on Januar 1, 2005, as publisheded in First Databank's National
Drug Data File. First Databank is the source from which State
Medicaid agencies typically obtain A WP and WAC data for pharmacy
reimbursement.28

DE r.o 5.D5.00240 MEDICAID DRUG PRICE COMPARISONS; AVERAGE ~IANUFACTUReR PRICE TO PUEllISIIED PRICES 6

Case 3:09-cv-05174-BHS     Document 2-6      Filed 03/30/2009     Page 14 of 82



INTRODUCTION

state EAC Formulas.

We obtaied the State EAC formulas that were in effect on January 1,
2005, from the CMS Web site. CMS compiles this inormation from
approved State plans.

Medicaid Reimbursement Data.

Overall, we used the Medicaid reimbursement data avaiable on the
CMS Web site from the State Drug Utilzation Files. At the time of our
analysis, this data had been last updated in February 2005. The most
recent national data included reimbursement by NDC for the fist two
quarters of calendar year 2004 (i.e., January 1 through June 30, 2004).
We used this data to defie our population of Medicaid-reimbursed
drugs, to calculate weighted averages, and to identif the top 200 drugs
based on Medièaid expenditures. We recognize that CMS's State Drug
Utilzation Files may not contai complete drug reimbursement data,
but we believe that they are sufcient for pUroses of this analysis.

In addition, we used data from the Medicaid Statistical Information.
System (MSIS) to identif dru~ reimbursement amounts for Medicaid

beneficiaries who are not eligible for Medicare (non-dual eligibles).
Whe total reimbursement amounts were available through June 2004,
the most recent MSIS eligibilty data to identif non-dual eligibles was
from FY 2003 for 38 States with MSIS data. We used this data to
calculate weighted averages based on reimbursement for the non-dual
eligible population to determine whether the weighted averages would
dier when limited to this beneficiary subpopulation compared to the
entire Medicaid beneficiary population.

Analysis
For our populatioIr of Medicaid-reimbursed drugs, we calculated the

. following ratios by unt prices for all NDCs: (i AM to AWP, (2) AMP
to WAC, and (3) WAC to AWP. For each set of price comparison ratios,
we calculated the median~ average, weighted average,.range, and
interquartile range. The weighted average "weights" each NDC
accordig to Medicaid expenditures, i.e., the diferences between prices
for NDCs with higher Medicaid expenditures count more in the
weighted average than NDCs with lower Medicaid expenditures. The
interquartile range measures the dierence between the 25th and
75th percentie of the distribution, i.e., the middle 50 percent of the
distribution. Appendi C provides the ranges and interquartile ranges.
We made these comparisons for the overal population of Medicaid-
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reimbursed drugs as well as for each drug category. i.e., single source
brands, multisource brands, and generic drugs.

We also conducted this analysis for a subset of drugs with the highest
Medicaid expenditures. Specically, we analyzed pricing data for the
top 200 NDCs by Medicaid expenditures in 2004 for each of 3 categories.

For State EAC formulas, we calculated the median, mode, and range of
percent discounts for the 49 States that use AWP intheir formula. We
made .calculations specifc to brand name drugs and generic drugs

because seven States have separate formulas for each. We also
calculated the median, mode, and range of percent markups of WAC for
the eight States that use WAC in their formulas. These States do not
distingush brand name versus generic drugs in their WAC-based
formulas.

This analysis focuses on the comparison of a sales-based price to the
publihed prices associated with the drug itself (i.e., the "ingredient
cost"). It does not address th~ professional costs associated with
dispensing the drug nor the dipensing fees paid by State Medicaid
agencies in addition to their estimates of pharmacy acquisition cost.

Limitations
We intend this inspection to provide inormation that is usefu to those
who are considerig changig the basis of Medicaid reimbursement
from a published price. to a price based on actual sales. However, our
analysis compares price points and not actual reimbursements. It is a
theoretical analysis that is usefu to estimate the impact of such a
reimbursement change, but it does not measure the actual impact of
such a change for three main reasons. First, States do not always
i-eimburse at the amount that their EAC formulas would predict."
Second, our analysis does not captUle the fu complexity of Medicaid
reimbW'sement, which can include tiered EAC formulas as well as other
price points (i.e., usual and customary charge, FUL amounts, and State
MAC amounts). Thid, we are comparing published prices and State
EAC formulas to AM. However, if the basis of Medicaid
reimbursement were changed to AM, it would liely be AMP plus a
markup percentage. For example, Medicare Part B moved to a sales-
based price (i.e., ASP) and reimburses at ASP plus 6 percent.

Standards
This inpection was conducted in accordance with the "Qualty
Standards for Inspections" issued by the President's Council on
Integi-ity and Effciency.
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.. FINDINGS
Average manufacturer price is substantially

lower. than both average wholesale price and

wholesale acquisition cost

For Medicaid-reimbursed drugs,
AM is substantialy lower than
either of the published prices,
namely, A WP and WAC. The AM

is also lower than State estimates of pharmacy acquisition costs, which
incorporate A WP and WAC.

At the median, AMP is eqmil to AWP minus 59 percent; in contrast, States'
median estimated acquisition cost formula is AWP minus 12 percent.

At the median of over 24,000 Medicaid-reimbursed NDCs, AM is
59 percent lower than A WP. To ilustrate this 59 percent dierence, for

one NDC the AM is $1.07 per pil, whie the AWP is $2.61 per pil for
the same drug. The median AWP-based State EAC formula is AWP
minus 12 percent. This median State EAC formula would estimate
pharmacy acquisition cost at $2.30 per pil for this same NDC.

Forty-nie States estimate pharmacy acquisition cost using A WP minus
a discount percentage. However, even with the discount percentage,
AM is stil lower than these States' estimates of pharmacy acquisition
cost. The A WP minus 12 percent is the median and is also the most
common EAC formula based on AWP.

For 98 percent of Medicaid-reimbursed NDCs, the median State EAC
formula based on A WP results in reimbursement amounts higher than
AM. IIi other words, AM is less than A WP minus 12 percent for
these NDCs. Conversely, for 2 percent of NDCs, the median State EAC
formula would reimburse at a price below AM.

The relationship between AMP and AWP does not change when claims for dual

eligibles are excluded. In 2006, the drug coverage for beneficiaries who
are eligible for both Medicare and Medicaid (i.e., dual eligibles) wil be
transferred from Medicaid to Medicare Part D. Thus, we explored
whether this shi would impact the relationship between AMP and
AWP. We compared the average dierence between AM and AWP
accounting for Medicaid reimbw'sement for all beneficiaries to the
average dierence accounting for reimbursement claims for non-dual
eligibles only. Despite dierences in drug utilzation patterns between
dual eligibles and non-dual eligibles, the relationship between AMP and
AWP did not change when we excluded claims for dual eligibles."

At the median, AMP is equal to WAC minus 25 percent; in contrast, States'
median WAC-based EAC formula is WAC plus 8.5 percent.

At the median of over 19,000 NDCs, average manufacturer price Is
equal to WAC minus 25 percent." To ilustrate this 25 percent
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FINDINGS

dierence, for one NDC, the AM is $1.S9 per pil, whie the WAC is
$2.11 per pil The median8tate EAC formula (WAC plus 8.S percent)
would estiate pharmacy acquisition cost at $2.29 per pil for this NDC.

Eight States use WAC to estimate pharmacy acquisition cost." Al of
these States add a percentage markup to the WAC price, rangig from
S percent to 12 percent. WAC plus 8.5 percent is the median.

For 96 percent of Medicaid-reimbursed NDCs, the median WAC-based
State EAC formula results in reimbursement amounts higher than
AM. In other words, AMP is less than WAC plus 8.S percent for these
NDCs. Conversely, for 4 percent of NDCs, the median Stata EAC
formula based on WAC would reimburse at a price below AM.

At the median. WAC is 22 percent lower than AWl' Whe AMP is
considerably lower than both WAC and AWP, the comparisons make it
clear that WAC is the lower of the two published prices. This is logical
if WAC is meant to represent an earlier point in the distribution chain
(prices paid by wholesalers) than A WP (prices paid by retailers). We
compared WAC to A WP directly to determine how these published
prices relate to one another. For over 99 percent ofNDCs, WAC is lower
than AWP. At the median, WAC is 22 percent lower than AWP.

At the median, the AWP and WAC values in the pricing compendium for
January 1, 2005, had not been uptlated In more than 2 years. At the

median, A WP values were last updated 33 months ago, and WAC values
. were last updated 29 months ago according to First Databank's

National Drug Data File." Overal, NDCs with higher Medicaid

expenditures were updated more recently. When weighted by Medicaid
expenditures, the average tiespan since the last AWP update is
14 months; the unweighted average is 43 months.

In comparison, AMP is calculated and reported to eMS each quarter
and reflects sales that occurred 6 months prior. As of January 1, 200S,
only 8 percent of NDCs had AWP values that were updatad withi the
prior 6 months. However, these 8 percent of NDCs aCcoWlt for almost

37 percent of expenditures because the published prices for higher
expenditure NDCs tend to be updated more frequently than the

published prices for lower expenditure NDCs. Ten percent of WAC
values had been updated withi the prior 6 months. Simarly, this

1Ó percent of NDCs accounted for 37 percent of expenditures.
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FINDINGS

Generic drugs exhibit the largest differences
between average manufacturer price and the

published prices

When we analyzed the Medicaid-
reimbursed NDCs by the three
drug categories (single source
brands, multisource brands, and

generics), we found dramatic diferences across the categories. Generics
demonstrated substantially larger dierences between AMP and the
published prices (A WP and WAC) than either of the brand name drug
categories. Generic drugs comprise 76 percent of the Medicaid-
reimbursed NDCs.

For generic drugs, AMP is 70 percent lower than AWP at the median.

For generic drugs, AM is 70 percent lower than A WP at the median.
In comparison, AM is 23 percent lower than AWP at the median for
single source brands and 28 percent lower than A WP for multisource
brands. Table 1 presents the comparisons of AM to A WP overal and
for each drug category. The values indicate the percentage by which
AMP is lower than A WP.

- - -- - - , - - - . - --- . . .- -. - .- - -- .
_ ~T.!bJ:e 1:-. :A_rv~io AIfP c~Iß.Rar¡sons ~Y_ D~~g_ (;~ieriory: A~~= !,WP-':X'1.-

Weighted
Median Averar¡e Averar¡e.

Single Source Brands
23% 25% 24%

3,527 NOes

Mullsource Brands
28% 40% 36%

2,356 NOes

Generics
70% 65% 74%

18,218 NDes

Source: Offce or Ins!'eclor General, Analysis of Medicaid drug pricing dala, 2005.

'Weighled by Medicaid expenditures.

The weighted average indicates that, for generic drugs, the disparity
between AM and A WP is greater for drugs with higher Medicaid
expenditures than for drugs with lower Medicaid expenditures. The
weighted average is weighted by Medicaid expenditures (i.e., NDCs with
higher Medicaid expenditures count more than those with lower
expenditures) and thereby lis the price dierences with Medicaid.

reimbursement. Price and utilzation are two important factors that
may contribute to this pattern for generics. On the one hand, as the
A WP of a drug increases the reimbursement price based on A WP also
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FINDINGS

increases, which could drive expenditures higher. On the other hand,
high utilzation of a drg can lead to both high expenditures on that

drug and increased incentives to inate A WP for that drug.

Notably, brand name drugs do not exhibit this same pattern. For
brands, the weighted averages are slightly lower than the unweighted
averages. Ths indicates that overall the disparities between AM and
A WP are not larger for brand name drugs with higher expenditures
compared to brand name drugs with lower expenditures.

Ths is especialy true for the top 200 generic drugs by Medicaid
expenditures. In this subset, AMP is 78 percent lower than A WP at the

median. In comparison, AM is 23 percent less than A WP for the :top
200 single source brands, and 28 percent less than A WP for the top
200 multisource brands. Table 2 displays these comparisons. The
values indicate the percentage by which AM is lower than AWP.

-- - LO

:::TaiJi" i~ AMP\¡; AWP-Cori¡;~r¡sonsf9;j¡¡P 200-NDC~ - - ~
': by Medicaid -Expenditures: AMP- = ÁWP-': x% - -

Median

Top 200 NOes: Single Source Brands 23%

Top 200 NOes: Mumsource Brands 28%

Top 200 NOes: Generics 78%

Source: Offce of Inspector General, Analysis of Medicaid drug pricing data, 2005.

state estimates of oharmacy acauistion cost exceed AMP even among States

with additional discounts for generics. Of the 49 States that use EAC

formulas based on AWP, 7 States specif a greater discount off of AWP
for generic drugs than for brand name drugs. Among these seven
States, the EAC formulas for generic drugs range from A WP mius
20 percent to A WP minus 50 percent. Even with these greater
discounts, the median AM (equal to AWP minus 70 percent) remains
lower than States' estimated acqusitian costs for generic drugs. Table 3
(on the next page) provides a summary of State EAC formulas for all
49 States that use AWP as well as the separate generic EAC formulas
specifed by 7 ofthese States.

a EI.O 5.05.00240 MEDICAID DRUG PRICE COMPARISONS: AVERAGE MANUFACTURER PRICE TO PUBLISHED PRICES 12

Case 3:09-cv-05174-BHS     Document 2-6      Filed 03/30/2009     Page 20 of 82



, i

I

FINDINGS

Table 3. State Estimated Acquisition Cost Formulas Based on AWP
- -

State EAC Fomiula Median Mode Range

All Slales' formulas
AWP - 5% 10 AWP - 50o/aAwp.12% AWP -12%

(49 Siales)

Generic-specifc formulas AWP-27% AWP-20% AWP - 20% to AWP - 50%
(7 Stales)

Source: Offce of Inspector General, AnalysIs or Slale estlmaled acquls1lon cosl rormulas, 2005.

For generic drugs, AMP is 40 percent lower than WAC at the median.

The dierences between AM and WAC are also much greater for
generic drugs than either of the two brand name drug categories. For
generics, AM is equal to WAC minus 4D percent at the median. In
comparison, AM equals WAC minus 4 percent at the median for. single
source brands and WAC minus 8 percent for muItisource brands.
Table 4 presents the comparisons of AM to WAC overall and for each
drug category. The values indicate the percentage by which AM is
lower than WAC.

- . . . .
Table 4. AMP to WAC Comparisons by Drug Category:- AMP 'õ. WAC - X%- ~ =- - - ' ,- - ~- ~--~:- -- - - - -- - - - - - - - - - --"- - ~ - -- - - --

WeIghted
MedIan AveraQe Average"

Single Source Brands 4% 7% 6%
3.502 NOCs

Mullisource Brands 8% 19% 20%
2,116 NOCs

GenerIcs 40% 39% 59%
13,857 NOes

Source: Offce of Inspector General, Analysis of MedicaId drug pricing dala, 2005.

. Weighted by Medicaid expendiiures.

Again, generic drugs with higher Medicaid expenditures demonstrate
larger dierences between AM and WAC than generics with lower
expenditures. The weighted average diference between AM and WAC
is greater than the unweighted average (59 percent compared to
39 percent) for generics. In contrast, for brand name drugs the
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disparity between AMP and AWP is not larger for the drugs with higher
expenditures compared to the drugs with lower expenditures.

The top ZOO generic drugs by Medicaid expenditures ilustrate this

point, as this subset shows a greater disparity. between AM and WAC
. 
than the fu population of Medicaid'reimbursed generic NDCs. For the

top ZOO generics, AM is equal to WAC minus 59 percent at the median,
compared to WAC minus 40'percent at the median for all Medicaid-
rèimbursed generics.

AMP is much lower than WAC-based State EAC formulas for generic drugs

compared to brand name drugs. Eight States use WAC to estimate
pharmacy acquisition cost. None specif a lower WAC-based formula
for generic drugs compared to brand name drugs. These State EAC
formulas all include a percentage markup of WAC, ranging from WAC
plus 5 percent to WAC plus 1Z percent. Table 5 summarizes these
formulas.

- - - -:: ----~------;----:- - -- ---- - --------~-- --~;:----

"Table 5, State Estimated Acqui.sition Cost Formulas Based on WAC:
---- -- -- -- -- - ------- -

Slate EAC formula Median Mode Range

All Drugs (8 Siales) WAC + 8.5% WAC+5% WAC + 5% to WAC + 12%

Source: Offce of Inspector General, AnalysIs of Stale estimated acquisition cost formulas, 2005.

The median AMP is lower than these EAC formulas for all three drug
categories. However, this dierence is greatest among the generic

drugs. For generics, AM is equal to WAC minus 40 percent at the
median, whie State estiated acquisition costs equal WAC plus a

markup of 5 to 1Z percent.
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.. CONCLUSION

The Adminstration and Congress have expressed interest in changing
Medicaid drug reimbursement to algn more closely with pharmacy
acquiition cost by using prices based on actual sales rather than the

published prices curently used. OIG has conducted numerous reviews

of Medicaid drug reimbursement and has found that Medicaid drug
reimbursements exceed pharacies' actual acquisition costs and exceed
prices paid by other Federal programs. orG has recommended that
Medicaid should base reimbursement on pricing data that more
accurately reflects actual acquisition costs.

This inspection provides additional evidence that published prices are

higher than prices based on actual sales transactions. We found that
AMP, which is calculated based on statute and actual sales
transactions, is substantially lower than either of the published prices

(i.e., AWP and WAC). As a result, States' estimates of pharmacy
acquisition costs, which are based onAWP and/or WAC, are also
substantialy higher than AMP. The dierences between AM and the
published prices were especialy large for generic drugs.

Our companion report, "Medicaid Drug Price Comparison: Average
Sales Price to Average Wholesale Price" (OEr-OS-Os-OOZOO), found

similar results when comparmg ASP, the'statiitorilydeffe-d price used
for Medicare reimbul"sement, to A WP. That analysis demonstrated that
ASP is substantially lower than A WP for the drugs covered by both

Medicaid and Medicare Part B.

We intend this inspection to provide useful information to those
considering the implications of changing Medicaid.s drug
l"eimbursement methodology. The substantial disparities between
prices based on actual sales CA and ASP) and the published prices
currently being used indicate that changing the basis of Medicaid
reimbursement could have a signcant impact on Medicaid

expenditures.

Agency Comments
CMS commented that these companion reports make clear that current
Medicaid payment rules result in overpayments for drugs and
emphasize the need for reform. Similar problems with overpayments
for Medicare drugs led to passage of the MM provisions that changed
the basis of reimbursement for drugs fromAWP to ASP. CMS
reiterated that the President's Z006 budget proposes to solve this

problem by the use of ASP so Medicaid drug prices wil reflect actual
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CONCLUSION

costs. CMS stated that Congress showd enact legislation to ensure that
Medicaid payment for drugs is related to actual prices paid by
pharmacies. The fu text of CMS's comments is .provided in
Appendi D.
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.. APPENDIX A

KEY TERMS AND ACRONYMS, DRUG DISTRIBUTION CHART

Box 1: KEY TERMS AND ACRONYMS

Average manufacturer price (AMP)' The average unt price paid to manufacturers by

wholesalers for drugs distributed to the retai class oftrade minus customary promt pay
discounts. The AM is statutorily defined and calculated from actual sales transactions.

. Manufacturers must report AM to eMS quarterly for the Medicaid drug rebate program.

Average wholesale price (AWP): A price published in national drug pricing compendia
issued by private companies such as First Databank and Medi-Span, based on pricing
information provided by manufacturers. Its calculation is not defied in statute or .
reguation. It is generaly considered a price for retaiers.

Estimated acquisition cost (EAC): The State Medicaid agency's "best estimate" of the price
generally and currently paid by providers for the drug. Withi Federal parameters, each
State establishes its own EAC formula in its State plan.

Multisource brand drugs: Innovator multisource drugs. Brand name drugs that have
generic equivalents.

National drug code (NOC)' The 11 -digit code that Medicaid uses to identif unque

formulations of each drug, includig the manufacturer, strength, and package size.

Generic drugs: Non-innovator multisource drugs.

Single source brand drugs: Single source drugs. Brand name drugs that have no generic
equivalents.

Wl)olesale acquisition cost (WAC): A price published in national drug pricing compendia
isslled by private companies such as First Databank and Medi-Span. It is now statutorily
defined as the manufacturer's list price for the drug to wholesalers or diect purchasers in
the United States, not includig prompt payor other discounts, rebates or reductions in
price, as rep.orted in wholesale price gudes or other publications of drug pricing data.
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APPENDIX-A

The following char is a simplied depiction of a typical Medicaid drug

distribution chai meant to ilustrate the relationships among the various

drugs prices. It is not meant to capture the fii complexity of the drug
distribution chain.

Chart 1. Medicaid Drug Distribution Chain Example

Manufacturers

. Sales~based Price: AM

. Published Price: WAC

Wholesalers

. Pharmacy's Actual Acquisition Cost

, . Published Price: AWP

.

Retail Pharmacies

l . "'''_m,.' EAC .'~ ""..,'.

Medicaid Agencies
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. APPENDIX B

ADDITIONAL DATA POPULATIONS: MEDICAID.COVERED
DRUGS

In addition to Medicaid-reimbuxsed drugs, we analyzed the price
comparisons for the population of Medicaid-covered drugs, including
those with no reimbuxsement from January 1 through June 30, 2004.
The population of Medicaid-covered drugs includes 28,557 NDCs, whie
Medicaid-reimbuxsed drugs includes 24,101 NDCs.

We found similar patterns of price dierences between AM and the
published prices for Medicad -covered drugs as compared to Medicaid-
reimbuxsed drugs. For Medicaid-covered drugs, AM is 57 percent
lower thanAWP àt the median, compared to 59 percent for Medicaid-
reimbuxsed drugs. The AM is 24 percent lower than WAC for
Medicaid-covered drugs and 25 percent lower than WAC for

Medicaid-reimbuxsed drugs. Table 6 displays these results.

-------- --- --- -- -- ~- ------------- -----_._- ----~--
- ~ - ~. - -

- Table 6. -Medi¿aid:c~vered drugs vs. Medicaid-reimbursed drU!W
- -

AMP = AWP-X% AMP = WAC-X% 

Median Median

MedicaId-covered Drugs 57.% 24%

Medicaid-reimbursed Drugs 59% 25%

Source: Offce of Inspector General, Analysis of Medicaid drug pricIng data, 2005.

a El. 0 5-05-0024 0 MEDICAID DRUG PRICE COMPARISOI!S: AVERAGE MANUfACTURER PRICE TO PUBLISHED PRICES 22

Case 3:09-cv-05174-BHS     Document 2-6      Filed 03/30/2009     Page 30 of 82



.. APPENDIX c

ADDITIONAL MEASURES: RANGES AND INTERQUARTILE
RANGES

In addition to the median, average, and weighted average, we calculated
the range and interquartie range for each price comparson. Whe the
range measures the dierence between the two ends of a distribution,
the interquartile range measures the dierence between the 2Sth and
7Sth percentie ofthe distribution, i.e., the middle SO percent of the
distribution. Table 7 displays these measures for the AM to A WP
comparsions, and Table 8 displays results of comparing AM to WAC.

, " , ,

Tabié 7. AMP to AWP Comparisons': AMP =Awp:- X%

Range. Interquartle Range

All Medicaid-reimbursed Drugs 0% to 98% 28%1083%
24.101 NOes

Single Source Brands 0% 1065% 22% 1027%
3,527 NOes

MulUsource Brands 0% to 96% 22% to 56%
2,356 NOes

Generics 0% to 98% 47% 1087%
18,218 NOes

Source: Offce or Inspector General, AnalysIs of Medicaid drug pricing dala, 2005.

. We excluded 3 percent 01 NOCs altha high and low ends of the dlstrlbullon. See methodology for details.

- - -- - -- --- -------~--- ------- -------- -----

~;;."~~ò_;¡;;_a~~;o~~-;;:WAC~%=-~
Ranae* Inlerauartle Ramie

All Medicaid-reimbursed Drugs
(-869%) to 98% 4% 1057%

19,475 NOCs

Single Source Brands
(-28%) 10 57% 2% to 9%

3,502 NOCs

Multisource Brands
(-86%) to 95% 2% (029%

2,116 NOCs

Generics
(-869%) (0 98% 14%1064%

13,857 NOCs

Source: Offce or Inspecor General, Analysis or MedIcaid drug pricing dala, 2005.

. A negative difference Indicates an AMP value greater lhan WAC. This occurred rOt 9 percent 01 NOes.
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.. APPENDIX D

AGENCY COMMENTS

(....~ DEPARTMENT OF HELTH & i-rIAN SERVICES~~S~
Cenlal' lor Medicare & Moifcald Services

AdmÌlifslrtltor
WashIngton, DC 20201

DATE: JUN 2 1 1005

TO: Daniel R. Levinson
Acting lnspecto~ General

FROM: Mark B. McClellan, M.D., Ph.D~".IM

Administrator Jrtrv ¡
Centers for Medicae & Medicaid Services

SUBJECT: 010' Draft Reports: "Comparison of Medicaid Federal Upper Limit
Amount:; foAverage Manufacturer Prices," (OEI.03-05-00110);

"i'Æedicaid Drug Price Comparison: Average Sale,r Price fa Average
Wliole.mle Price. .. (OEI 03-05-00200); "nd

"A1edlcaid Drug Price Comparison: Average Marl1/cu:fll'er Price to ,
Avera/ie Wholesale Price;' (OEI-05-05-00240)

Thank you. for the opportunity (0 review and comment on the Offce of Inspector
General's (OIG) dra reports entitled "Comparison of Mddicaid Federal Upper Dmit
Amounts to Average Manujacturer Pi-ices, .. "Medicaid Drug Price Comparison: .
Average Sales Price 10 Avl!rage Wholesale Price, "and "lWedicaid Dnig Price
Comparj~'on: Average Man1Jfa(~tilre1" Price 10 Average Wholesale Price." The first 010

report addresses bow prices for dn:gs set uader the Medicaid Fedoral Upper Limit (FUL)
program compare to reported average manufacturer prices (AMP). and estimates
potential savings if FUL amounts were based on reported AMPs. The latter two reports
compare how prices that most slates currently use to sel Medicaid reimbursement,
average wholesale price (A WP), wid wholesule acquisition cost (\VAC)r compare to
statutorily defined prices based on ~ctual sales transactions, i.e., average sales price
(ASP) and AMP.

The OIG reports make clear that the current payment rules result in overpayments for
,drugs and emphasí7.. the need for refonn. The Presidents 2006 budgei proposes to solve
this problem by the use of average sales prices (ASP) so Medicaid drug prices will refleci
actunJ costs.

OIG Recommendntion
'eMS should worl( wilh Congress to Sel Medicaid drug reimbursement limounts 1hElI more

closely approximate pharmacy acquisition cost.
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CMS Response
We concur wit!) the OIG thst the Congress needs to address drug prices paid by Medicaid
to more closely relate Medicaid reimbursement to sctuai iransnction pijccs.

Federal regulation (42 CFR 447.332) requires tbe FUL amount to be iSO percent of the
published price for the least costly thcrapeutic equivalent using data from all available
national compendia. The FUL system selects the lowest price of AWP, WAC, or direct
price (DP), as reported by tbe national compendia to arrve at the FUL price.

Siates reimburse pharmacies for single source drugs st thc lower ofEstimaled
Acquisition Cost (EAC), or the pharmacy's usual and customary charge (VCC) to the
gencral poblic. EAC is based on the statc's reimbursement formula, generally A WP
minus a percentage or WAC plus a pcrcentage.

Neither A WP nor WAC is related to the market price of drugs. Rather, they are prices
bascd on reports by JIsnufacturcrs. Manufacturers often repOlt inflated prices in order to
increase the profit for phàrmacics and, thereby, encourage phannacies to dispensc their
product, State Medicaid Agencies need information on market prices in order to sel
appropriate payment rates. The President has proposed in the fiscal year 2006 budget to
require dmg mauuthcturers to report ASP for dnigs and to cap Federal matching for drug
expenditures, in the aggregate, to ASP plus 6 percent.

Ole Findings
Overall, FUL prices were five times highcr than the average AMPs for generic drug
products in the third quarler of2004. If Medicaid basedl'UL amounts on 150 percent of
111C average AJIP instead of the compendia prices, the program could havc saved an
estimated $~ 61 millon in the third quarter of2004.

Fort1,e comparison of AMP to compendia price, AMP is substantially lower than hoth
AWP and WAC for all Nationsl Drug Codes (NCs) reviewed. The mcdisn price
comparis.on for all evaluated drugs was that AMP is cqual to A WP - 59 percent and AMP
is equal to WAC - 25 Percent. Generic drugs exhibited the largcst differences between
AMP and the list prices - The mcdian price comparison for generic drugs was AMP is
equal to AWP - 70 percent and AMP jg equal to WAC -40 percenl. States' mcdian
AWP based estimated acquisition cost is A WP - 12 Pel"enl. Slates' medisn WAC base
estimated acquisition cost is WAC plus 8.5 percenL

For the comparison of ASP (0 compendia price, ASP is substantially lower than A WP
and WAC for all Ñ"DCs reviewed. For 2,077 NDCs with ASP and AWP data, ASP is
equal to A WP - 49 percent. The difference belweeu ASP and AWP was greatest for
generic drugs. For 1,152 generic NDCs, ASP is equal to A WP - 68 PercenL

OEI.05. 05-0024 0 MEDICAID DRUG PRICE COMPARISONS: AVERAQE MANUFACTURER PRICE TO PUBlISHED PRICES
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eMS Riiponse/Conclusion
These report provide additional supportive evidence that when published compendia
prices are used as a basis for Medicaid drug reimbursement, Medicaid payment greatly
exceeds actual acquisition cost. Legislation would be needed to derine a price that
llainifaeturers must report that can be used as a basis for state Medicaid agencies to sel
pharacy payment.

In the fiscal year 2006 budget, the Presidcot proposed to require drug manufacturers to
report the ASP for each drug and to cap Federal payment at an aggregate level to ASP
plus 6 percent. As long as states must relyon prices that me not based on true prices paid
to manufacturers, states have no means to set appropriate payment amounts. Current
WACs and A WPs are greatly inflated and this infation is encouraged by sClting
Medicaid payment in relation to these infated prices, Requiring manufacturers to report
true prices and to limit Medicaid payment to a reasonable amount above these prices wiI
eliminate (he opportunity for manufacturers and phaimacies to gain through the reporting
of inflated prices, yield substantial state and Federal govemment savings, and retain
flexibility for states to set prices forindividual drugs as they fid appropriate within the
overall cap.

Prior to 2005, Medicare also used A WP as the basis for ParI B drug reimbursement.
However, numerous studies by the OIG aiid the Government Accountabilty Omce,
(GAO), indicated thaI Medicare's reimbursement rale was significantly higher than the
prices that drug manufacturrs and wholesalers aciually charged physicians and suppliers
who purchased these drugs. Consequently, the Medicare Prescription Drug,
Improvement, and Modernization Acl of2003 (MMA) changed the basis of
reimbursement for prescription drugs trom A WP to ASP. Congress should now enact
similar lcgislation to ensure ihat Medicaid payment for drugs is related to actual prices
paid by pharmacies.

OEI.05.05.00240 MEDICAID DRUG PRICE COMPARISONS: AVERAGE MANUfACTURER PRICE TO PUBLISHED PRICES
26

Case 3:09-cv-05174-BHS     Document 2-6      Filed 03/30/2009     Page 34 of 82



.. ACKNOWLEDGMENTS

This report was prepared under the diection of Wilam C. Moran,
Regional Inspector General for Evaluation and Inspections in the
Chicago regional offce, and An Maxwell, Assistant Regional Inspector
General. Other principal Offce of Evaluation and Inspections staff who

contributed include:

Erin Lemire, Project Leadei:

Tom Komaniecki, Sem"oi" Program Analyst

Louise Schoggen, Intem

Linda Boone Abbott, Program Specialist

Tricia Davis, Dii.ectoi~ Medicare and Medicaid Bi"anch

Technical Assistance

Scott Hornig, Pl'gi-m Analyst

o EI.05.05. 0024 0 MEDICAID DRUG PRICE COMPARISONS: AVERAGE MANUfACTURER PRICE 10 PUBLISHED PRICES 27

Case 3:09-cv-05174-BHS     Document 2-6      Filed 03/30/2009     Page 35 of 82



Department of Health and Human Services

OFFICE OF
INSPECTOR GENERAL

MEDICAID DRUG PRICE
COMPARISON:

AVERAGE SALES PRICE TO

AVERAGE WHOLESALE PRICE

~ s'lvrCEs

(~,~f-
Daniel R. Levison
Inspector General

June 2005

OEI-OS-05-00200

Case 3:09-cv-05174-BHS     Document 2-6      Filed 03/30/2009     Page 36 of 82



Office of Inspector General
htt://oig.hh.gov

The mission of the Offce 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 heneficiaries served hy those
programs. This statutory mission is carried out through a nationwide network of audits,
ip.vestigations, and inspections conducted by the following operating components:

Offce of Audit Services
The OIG's Offce of Audit Servces (OAS) provides all auditing servces for HHS, either by
conductig audits with its own audit resources 01' 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 responsibilties 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 effciency throughout the department.

Office of Evaluation and Inspections

The DIG's Office òf Evaluation and Inspections (DEI) conducts 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
effciency, vulnerabilty, arid effectiveness of departmental programs. The DEI also
o~ersees State Medicaid fraud control units, wluch investigate and prosecute fraud and
patient abuse in the Medicaid program.

Offce of Investigations
The OIG's Offce ofInvestigations (OI) conducts criminal, civi, and administrative
investigations of alegations of wrongdoing in HHS programs or to HHS beneficiaries
and of unjust enrichment by providers. The investigative efforts of OI lead to criminal
convictions, administrative sanctions, or civi monetary penalties.

Offce of Counsel to the Inspector 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
civi monetary penalties on health care providers and litigates those actions within the
department. The OCIG also represents DIG in the global settlement of cases arising
under the Civi False Claims Act, develops and monitors corporate integrity agreements,

develops compliance program guidances. renders advisory opinions on OIG sanctions to
the health care community, and issues fraud alerts and other industry guidance.
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.. EXECUTIVE

a EI.O 3.05.00200

SUMMARY

OBJECTIVE

To compare average sales price (a statutorily defied price based on
actual sales transactions) to average wholesale price (the published
price most States use to set Medicaid reimbursement rates) for
Medicare-covered drugs.

BACKGROUND

Increases in Medicaid's prescription drug costs have generated
considerable attention from the Administration, Congress, and thè
States. Federal reguations requie that each State's reimbursement for

Medicaid prescription drugs not exceed the lower of (i) its estimated
acquisition cost plus a dispensing fee, or (2) the provider's usual and
customary charge to the public for the drug.

Currently, most States estimate acquisition cost by discounting the
average wholesale price (A WP) by a certain percentage. A smal
number of States use wholesale acquisition cost (WAC) plus a
percentage markup when determinig estimated acquisition cost. The
A WP is a published price reported in commercial publications.
Simarly, the WAC is a price reported in commercial publications.
Prior to the Me.dicare Prescription Drug. Improvement, and
Modernization Act of 2003 (MM (Public Law 108-173), WAC was not a
term defied in statute or reguation. The MM defined WAC as the
manufacturer's list price for the drug to wholesalers or diect
purchasers, not including prompt payor other discounts, rebates, or
reductions in price, for the most recent month for which inormation is
available.

Previous Offce of Inspector General work demonstrated that the A WPs
States use to establish their Medicaid drug reimbursement rates are
higher than the prices retai pharmacies pay to purchase drugs. The
A WP is not defied in law or reguation, and fais to account for the
discounts available to various payers.

Prior to 200S, Medicare also used the AWP as the basis for Part B drug.
reimbursement. As of January 1, 200S, the MM changed the basis of
reimbursement for prescription drugs from A WP to average sales price
(Ap).

Unle A WP and WAC, there is a specifc method to calculate ASP
defied in the MM and the Social Securty Act (the Act). Pursuant to

MEDIi:A1D DRUG PRIi:E COMPARISON: AVERAGE SALES PRICE TO AVERAGE WHOLESAlE PRICE
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section 1847A(c) of the Act, as amended by the MM, the ASP is a
manufacturer's unt sales of a drug to al purchasers in the United
States in a calendar quarter divided by the total number of unts of the

drug sold by the manufacturer in that same quarter. The ASP is net of
any price concessions such as volume, prompt pay, and cash discounts.
Certain sales are exempt from the calculation of ASP, including sales at
a nonral charge. Similar to ASP, average manufacturer price (AP)" is

defied in the Act and based on actual sales. Section 1927(k)(1) of the

Act defies AMP as the average price paid to the manufacturer by
wholesalers in the United States for drugs distributed to the retail
pharmacy class of trade, minus customary prompt pay discounts.
Medicaid uses AM data reported quarterly by manufacturers to
determine the rebate amount for a drug.

The Presidents2006 Budget proposes to requie State Medicaid
programs to reimburse pharmacies the ASP of a drug. This proposal
intends to align pharmacy reimbursement with pharmacy acquisition
cost and would be consistent with Medicare reimbursement for Part B-
covered drugs as established by the MMA.

This analysis compares ASP to A WP for 2,077 national drug codes
where both ASP and AWP data were available for the thid quarter of
2004. We wi refer to national drug codes with ASP data as Medicare-
covered drugs. Medicare-covered drugs may also be covered under the
Medicaid program. We analyzed a subset of these national drug codes

(1,481) to compare AMP to AWP by drug type. In addition, we
compared WAC to AWP for 1,898 national drug codes.

A companion report, "Medicaid Drug Price Comparisons: Average
Manufacturer Price to Published Prices" (OEI-05-05-00240), compares
AMP toAWP and WAC for Medicaid-reimbursed prescription drugs.
That analysis includes 24,101 national drug codes.

FINDING

Average sales price is substantially lower than average wholesale
price for drug codes in this review. For 2,077 national drug codes, the

median percentage dierence between ASP and A WP is 49 percent.
Even when factoring in the discounted AWP most States use to
c.alculate the estiated acquisition cost for Medicaid drugs, ASP is stil
substantially lower.

The diference between ASP and A WP was greatest for generic drugs.
For 704 single source brand codes, ASP is 26 percent below A WP at the

OE1.03.05.0020D MEDICAID DRUG PRICE COMPARISON: AVERAGE SALES PRICE TO AVERAGE WHOLESALE PRICE ii
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median, and for 216 multisource brand codes, ASP is 30 percent below

AWP at the median. For 1;152 generic national drug codes, ASP is
68 percent less than AWP at the median. For five drug codes, there was
no drug type inormation in the. drug compendium.

To detèrmie if the dierence between the analyzed pric.. were similar
for Medicare and Medicaid drugs, we compared the results of our
analysis for Medicare-covered drugs to the analysis for Medicaid-
reimbursed drugs in our companion report. The companion report
"Medicaid Drug Price Comparisons: Averagé Manufacturer Price to
Published Prices" (OEI-05-05-00240) examined the dierences between
AM and AWP for all drugs reimbursed by Medicaid (24,101 national
drug codes).

We found that the dierences between A WP and other prices analyzed

are similar for both Medicare and Medicaid drugs. For the 1,481 codes
that had AMP and A WP in oui' review, we found that the dierence
between AM and A WP for generic drugs is 72 percent at the median;
correspondigly i the compaiuon report found that the. dierence
between AM and AWP for generic drugs is 70 percent at the median.
For single soui'ce and.multisoui.ce brand drugs, this report found that

the dierences between AM and A WP are 22 and 25 percent at the
median, respectively. Similarly, the companion report found that the
dierences between A WP and AMP for singlè source and multisource
brand drugs are 23 and 28 percent at the median, respectively.

CONCLUSION

There is signicant interest in changing Medicaid reimbursement for
prescription drugs by alignig pharmacy reimbursement more closely
with pharmacy acquisition cost. The changes proposed in the
President's 2006 budget would make Medicaid reimbursement
consistent with Medicare by basing reimbursement on actual sales
transactions. This analysis demonstrates that ASP, which is a

statutorily defined price based on actual sales transactions including
discounts, was lower than published prices AWP and WAC.

We believe this inspection wil provide useful inormation to those
considering the implications of changig Medicaid's drug
reimbursement methodology. The substantial disparities between
prices based on actual sales and the published prices currently being
used indicate that changig the basis of Medicaid reimbursement could
have a signcant impact on Medicaid expenditures.
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o EI.03.0S .00200

AGENCY COMMENTS

CMS commented that these companion reports make clear that current
Medicaid payment rules result in overpayments for drugs and
emphasizes the need for reform. Similar problems with overpayments
for Medicare drugs led to passage of the MM provisions that changed
the basis of reimbursement for drugs from AWP to ASP. CMS
reiterated that the President's Z006 budget proposes to solve this

problem by the use of ASP so Medicaid di.ug prices wil reflect actual
costs. CMS stated that Congress should enact legislation to ensure that
Medicaid payment for drugs is related to actual prices paid by
pharmacies. The ful text of CMS's comments are provided in

Appendix A.
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.. INTRODUCTION

OBJECTIVE

To compare average sales price (a statutoriy defined price based on
actual sales transactions) to average wholesale price (the published
price most States use to set Medicaid reimbursement rates) for
Medicare.covered drugs.

BACKGROUND

Increases in Medicaid's prescription drug costs have generated
considerable attention from the Administration, Congress, and the
States. The House Energy and Commerce Subcommittee on Oversight
and Investigations held a hearing in December 2004 on "Medicaid
Prescription Drug Reimbursement: Why the Government Pays Too
Much" and explored potential reforms.! Congress has establihed a
Medicaid commission to provide recommendations to achieve $10 bilon

in overal Medicaid savings over the next 5 years and to consider longer-
term performance goals and recommendations.2 The National
Governors Association is also workig on proposals to reduce. Medicaid

spending, includig spending on prescription drugs.s

The Offce ofInspector General (OIG) and others have found evidence

that because States lack accurate drug pricing data, Medicaid drug
reimbursements overestiate pharmacies' actual acquisition costs. OIG
has also found that Medicaid drug reimbursements exceed the prices
paid by other Federal programs. OIG has recommended that Medicaid
should base reimbursement on pricing data that more accurately
reflects actual acquisition costs.4

The Adminstration has expressed interest in adopting a
reimbursement system for Medicaid that is similar to the Medicare Part
B drug reform enacted under the Medicare Prescription Drug,
Improvement, and Modernization Act of 2003 (M
(Public Law 108-173). The MM amended the Social Se.curity Act (the
Act) to change the method of reimbursement for prescription drugs from
average wholesale price (AWP) to average sales price (ASP).

The President's 2006 budget proposes restructuring Medicaid pharmacy
reimbursement to save an estimated $S42 mion in fiscal year (FY)
2006 and $LS.1 bilon over 10 years.' This budget also proposes to
requie State Medicaid programs to reimburse pharmacies the ASP of a

drug plus a 6 percent fee for storage, dispensing, and counselig.
Accordig to the President's budget, this reimbursement methodology

o EI.O 3.05.00200 MEDICAID DRUG PRICE COMPARISON: AVERAGE SALES PRICE TO AVERAGE WHOLESALE PRICE
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align pharmacy rei.b~sement with pharmaèy acquisition cost and is
consistent with Medicare reimbursement for Part B-covered drugs as
established by the MM.

Medicaid Reimbursement for Prescription Drugs
The Medicaid program, established under Title xix of the Act, is
adminstered by States and financed with State and Federal funds.
Medicaid pays for medical and health-related assistance for certain
vuerable and needy individuals and familes. AU SO States and the

District of Columbia provide coverage for prescription drugs under the
Medicaid program.

Federal reguations requie, with certai exceptions, that State
Medicaid reimbursements for prescription drugs not exceed the lower of
(1) its estimated acquisition cost plus a dispensing fee, or (2) the
provider's usual and customar charge to the public for the drug. CMS
alows each State to defie estimated acquisition cost.

Average wholesale price and wholesale acquisition cost. Currently, most

States estiate acquisition cost by discounting A WP by a certain

percentage. A small number of States use wholesale acquisition cost
(WAC) pius a percentage markup when calculating estimated

acquisition costs. Accordig to inormation obtaied from CMS's Web
site, the discount from A WP in the State methodologies ranged from.
S to SO percent, and the percentage markup to WAC ranged from
S to 12 percent as of March 200S. The median discount for drugs for

States that use A WP to calculate estimated acquisition cost was A WP
minus 12 percent. The median percentage markup to WAC for the
smal number of States that use this price to calculate estimated
acquisition cost was 8.5 percent.

The AWP is a price published in commercial publications. It is an
important prescription drug pricing benchmark for payers throughout
the health care industry. Similarly, the WAC is a price reported in
commercial publications. Prior to the MM, WAC was not a term
defied in statute or reguation. The MM defined WAC as the
manufacturer's list price for the drug to wholesalers or diect _
purchasers. not including prompt payor other discounts, rebates, or
reductions in price, for the most recent month for which inormation is
available.

Previous OIG work demonstrated that the AWPs States use to calculate
estimated acquisition cost that determine Medicaid drug
reimbursement rates are higher than the prices retail pharmacies pay

OE1.03.05 .0020 0 MEDICAID DRUG PRICE COMPARISON: AVERAGE SALES PRICE TO AVERAGE WHOlESAlE PRICE 2
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to purchase drugs." The A WP is not defied in law or reguation, and

fais to account for the discounts available to various payers, includig
certain Federal agencies, providers, and large purchasers. It is a'price
derived from manufacturer-reported data for both brand and generic
drugs.

Accordig to the President's 2006 Budget, the current Medicaid
reimbursement method has created an incentive for manufacturers to
artifcialy raise. the A WP to make their products more attractive to
pharmacies be.cause the profit wil be larger with the higher price.
According to Congressional testimony, States continue to rely on AWP,
despite its widely recognzed deficiencies, because they lack access to
more accmate pricing ÍDormation.

Prior to 200S, Medicare also used A WP as the basis for Part B drug
reimbursement. However, numerous reports by OIG and the
Government Accountabilty Offce, as well as data collected by the
Department of Justice and Congressional investigations, indicated that
Medicare's reimbursement rate was signcantly higher than the prices
that drug manufacturers. wholesalers, and other similar entities
actually charge to physicians and suppliers who purchase these drugs.
Consequently, the MM changed the basis of reimbursement for
prescription drugs from AWP to ASP.

. Medicare. Drug Reimbursement Methodologies

Average sales price. In 200S, Medicare began to pay for most drugs using
an entirely new methodology based on ASP rather than AWP, Unle
A WP and WAC, there is a specifc method to calculate ASP set forth in
the MM and the. Act. Section 1847A(c) ofthe Act, as amended by the
MM, defines ASP as a manufacturer's unt sales of a drug to all
purchasers in the United States in a calendar quarter divided by the
total number of drug unts sold by the manufacturer in that same
quai'ter. The ASP is net of any price concessions such as volume,
prompt pay, and cash discounts; free goods contingent on purchase
requiements; chargebacks; and rebates other than those obtaned
through the Medicaid drug rebate program. Cei'tain sales are exempt
from the calculation of ASP, includig sales at a nominal charge.

Manufacturers report ASPs to the Centers for Medicare & Medicaid
Services (eMS) on a quarterly basis by national drug code, which is an
ll-digit identifer that indicates the manufacturer of the drug, the
product dosage form, and the package size. Thid quarter. 2004 ASP
submissions to eMS from manufacturers served as the basis for fist
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quarter 200S Medicare alowances for most covered drug codes. As of
January 1, 200S, Medicare's allowance for most covered outpatient drug
codes is equal to 106 percent of the volume-weighted ASPs for those
drugs.

The Medicaid Drug Rebate Program
Average manufacturer orice. Similar to ASP, average manufacturer price
(Ap) is defined by law and based on actual sales transactions. In
order for a manufactui-er's drug to be eligible for Federal Medicaid
matchig fuds, section 1927(a)(i of the Act mandates that drug
manufacturers enter into rebate agreements with the Secretary and pay
quarterly rebates to State Medicaid agencies. Under these rebate
agreements and the law, manufacturers must provide CMS with the
AMP for each of theix national drug codes on a quarterly basis.
Medicaid calculates drug rebates based on AMP. Section 1927(k)(i of
the Act defies AM to be the average price paid to the manufacturer
by wholesalers in the United States for drugs distributed to the retail
pharmacy class of trade minus customar prompt pay discounts. The
AM is calculated as a weighted average of prices for all of a
manufacturer's package sizes of a drug sold during a given quarter and
is reported for the lowest identifable quantity of the drug (e.g., one
migram, one milter, one tablet, one capsule).

Companion Report
A companion report: "Medicaid Drug Price Comparisons: Average
Manufacturer Price to Published Prices" (OEI-OS-OS-00240), examines

the diferences betweenAWP, WAC, and AM for all Medicaid-
reimbursed drug codes (24,101 national drug codes). For comparabilty,
we also examined the dierences between AM, WAC, andAWP for
national drug codes with ASP values. This comparison would determine
if there were substantial price dierences for Medicaid-reimbursed
drugs and our smaller subset of Medicare-covered drugs.

METHODOLOGY

Ths analysis compares ASP to AWP for 2,077 national drug codes
where both ASP and A WP data were avaiable for the thid quarter of

2004. We wi refer to national drug codes with ASP data as Medicare-
covered drugs. Medicare"covered drugs may also be covered under the
Medicaid program. We also analyzed a subset of these national drug
codes Ü,48i) where both AM and AWP were avaiable. In addition, we
analyzed 1,898 codes where both WAC and AWP were available. We
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analyzed these subsets of codes to determine how the dierences
between the price points for Medicare-covered drugs would compare to
the dierences for Medicaid-reimbursed drugs found in our companion
report.

Centers for Medicare & Medicaid Services Data

We obtained ASP and AM data for thid quarter 2004 from OMS.

Average sales price data. We obtained ASPs for 2,113 national drug codes
that OMS used in its calculation of volume-weighted ASP for Medicare

reimbursement. When calculating the ASPs, OMS only includes
national drug codes with ASP submissions that are deemed acceptable.
We did not examine the national drug codes that OMS opted to exclude

from its calculation. These ASPs were based on data submitted by

manufacturers for the thid quarter of 2004.

We did not verif the accuracy ofthe bilg unts information contained

in OMS's ASP data; however, OIG may review this information as part
of a future study.

Average manufacturer price data. For the 2,113 national drug codes that

had ASP data, we also obtaied AMP data from OMS for the thid
quarter of 2004. We determined that l,SOO of these national drug codes
had usable AMPs. We used a national drug code's AMP when (1) OMS
used the code in its calculation of volume-weighted ASP, and (2) we
èould successfuly identif the amount.of drug that the code's AMP
represented.

An AM is reported for the lowest identifable quantity of the drug
contaied in the national drug code (e.g., one milgram, one millter,
one tablet, one capsule). In contrast, we obtained ASP, AWP, and WAO

data for the entire amount of the drug contained in the national drug
code (e.g., for SO milters, for 100 tablets). To ensure that all prices

were for comparable units, we converted each AMP so that it
represented the total amount of the drug contained in that code. To
accomplish this, we multiplied the AMs for these l,SOO national drug
codes by the tutal amount of the drug contained in each code, as
identifed by sources such as the OMS crosswaIl fie, "Red Book,"

manufacturer Web sites, and the Food and Drug Ádministration's
national di'ug code diectory.
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I N T ROD U C T I ON

Drug Compendium Data
We obtained AWP and WAC package prices for thid quarter 2004 from
a national drug compendium. This compendium's drug databases
contain national drug codes, drug names, product description, and
.pricing inormation, includig A WP and WAC.

Since we obtained monthly data for A WP and WAC, we selected a price
from 1 month of third quarter 2004 for both price types. To be
conservative, we selected the minmum quarterly A WP per national
drug cod'; and maxmum quarterly WAC per national drug code for this
analysis.

Third guarter 2004 average wholesale price and wholesale acquisfton cost.

We obtainedAWP and WAC prices per national drug code for thid
quai'ter 2004 because the ASP and AM prices we collected are based on
manufacturer submissions for the thid quarter of 2004. From the.

2,113 national drug codes for which we had ASP data, we found
2,079 codes with AWP data and 1,899 with WAC data.

Average Sales Price Comparison
We created one data set that contaied ASP and AWP data for all drugs
under review. We excluded from our analysis codes that did not have
inormation for both ASP and AWP. We also excluded two codes where
the ASP was zero. As a result of this, there were 2,077 unque national
drug codes included in our comparison of ASP to AWP.

We used AWP as our point of comparison because most States calculate
estimated acquisition cost based on AWP minus some percentage. For
each of the 2,077 national drug codes, we calculated the percentage
dierence between ASP and AWP. We calculated the median
percentage dierence for these 2,077 codes under review.

We also calculated the median percentage dierences for single source,
innovator multiple source, and.Don-innovator multiple source drugs.
Hereafer, we, wil refer to single SOUl'ce as single source brand;

innovator multiple source as multisource brand; and non-inovator
multiple source as generic. We identifed each drug type for these
categories based on inormation in the drug compendium. For five
codes, there was no drug type inormation in the drug compendium. We
excluded these five codes from our analysis of drug type. We did not
verif the data from the compendium.
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INTROOUGTIOI.

Comparisons of Other Price Points

We analyzed a subset of codes to determie how the diferences between
the price points for Medicare-covered drugs. would compare to the
dierences for Medicaid-reimbursed drugs found in our companion
report. Out of the 2,077 drug codes we reviewed, we compared AMP to
AWP for the 1,483 codes where both prices were available. For two of

these codes, there was no drug tye information in the drug
compendium. We excluded these codes from our analysis of drug type.
For each of the 1,481 codes in this subset, we calculated the median
percentage dierence between AMP and A WP for each drug type. For
this analysis of Medicare-covered drugs, we did not use the same drug

compendium for AWP and WAC data as the companion report.

Out ofthe 2,077 drug codes we reviewed, we compared WAC to AWP for
the 1,898 codes where both prices were avaiable. For each code in this
subset, we calculated the median percentage dierence between WAC
and A WP for each drug tye.

Limitations
We intend this inspection to provide information that is useful to those
who are considering changing the basis of Medicaid reimbursement
from a publ.shed price to a price based on actual sales. However, our
analysis compares price points and not actual reimbuxsements. It is a
theoretical analysis that is useful to estimate the imp.act of such a

reimbursement change, but it does not measure the actual impact of
such a change for two main reasons. Fixst, 8tàtes do not always
reimburse at the amount that their estimated acquisition cost formulas
would predict. Our analysis does not capture the fu complexity of

Medicaid reimbursement, which can include tiered estimated
acquisition cost formulas as well as other price points (i.e., usual and
customary charge, Federal upper limits, and State maxium allowable
costs). Second, we are comparig published prices to ASP. However, if
the basis of Medicaid reimbursement were changed to ASP, it would
liely be ASP plus a markup percentage. For example, Medicare Part B

now reimburses prescription drugs at ASP plus 6 percent.

Standards
This study was conducted in accordance with the "Quality Standards for
Inspections" issued by the President's Council on Integrity and
Effciency and the Executive Council on Integ1"ty and Effciency.
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.. FINDING

Average sales price is substantially lower than
average wholesale price for drug codes in this

The ASP, a statutorily defied price
based on actual sales transactions
includig discounts, is
substantialy lower than A WP. For

2,077 national drug codes with ASP andAWP data, ASP is 49 percent
lower than A WP at the median.

review

For the puroses of Medicaid reimbursement, most States estimate

acquisition cost by discountig A WP by a percentage ranging from S to
SO percent. The median discount for States that use A WP to calculate
estimated acquisition cost drugs was 12 percent below AWP. Even
when takg into account the discounted AWP most States use to
calculate estiated acquisition cost, ASP is stil substantially lower
thanAWP.

The ASP for generic drugs was substantially less than AWP when compared
to single source and multisource brand drugs.
We analyzed the median percentage dierences between ASP and A WP _

by type of drug: single source brand, multisource brand, and generic.
For 704 single source brand codes, ASP is 26 percent below A WP at the
median, and for 216 multisource brand codes, ASP is 30 percent below

A WP at the median. The dierence between ASP and A WP was

greatest for generic drugs. For l,lS2 generic national drug codes, ASP
is 68 percent less than A WP at the median. For five drug codes, there
was no drug tye information in the drug compendium.

The differences between AWP and other prices are similar for both
Medicaid-reimbursed drugs and the smaller subset of Medicare-covered
drugs we reviewed. ~
To determine if the dierences between the price points were simiar for
Medicare and Medicaid drugs, we compared the results of our analysis
for Medicare-covered drugs to the analysis for Medicaid-reimbursed
drugs in our companion report. Medicare-covered drugs may also be
covered under the Medicaid program.

The companion report ''Medicaid Drug Price C9mparisons: Average
Manufacturer Price to Published Prices" (OEI-OS-OS-00240) examined

the dierences between AMP and AWP for drugs reimbursed by
Medicaid (24,101 national drug codes). The companion report's fidings

for Medicaid-reimbursed drugs were similar to this report's fiding for
the subset of Medicare drugs we reviewed. It found that the dierence
between AM and A WP was greatest for generic di.ugs.
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FINDING

o E 1-03-05.00 20 a

For the 1,481 codes that had AM and AWP in our review, we found
that the dierence between AMP and A WP for generic drugs is
72 percent at the median; correspondingly, the companion report fowid
that the dierence between AMP and A WP for generic drugs is
7D percent at the median_ For single source and multisóurce brand
drugs, tbis report found that the dierences between AM and A WP at
the median are 22 and 25 percent, respectively. Similarly, the
companion report found that the dierences between A WP and AMP for
single source and multisource brand drgs at the median are 23 and
28 percent, respectively.

The companion report also found similar diferences between WAC and
AWP. For the 1,898 codes that had AWP and WAC in our review, we
found WAC is 20 percent lower than A WP for Medicare drugs at the
median and the companion report found that WAC is 22 percent lower
than AWP for Medicaid-reimbursed drugs at the median.

MEDICAID DAlIG PRICE COMPARISON: AVERAGE SALES PRICE TO AVERAGE WHOLESALE PRICE 9
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.. CONCLUSION

There is signcant interest in changing Medicaid reimbursement for

prescription drugs by alignig pharmacy reimbursement more closely
with pharacy acquiition cost. The changes proposed in the

President's Z006 budget would make Medicaid reimbursement
consistent with Medicare by basing reimbursement on actual sales
transactions. This analysis demonstrates that ASP, which is a
statutorily defined price based on actual sales transactions including
discounts, was lower than published prices A WP and WAC.

We believe this inspection wil provide usefu inormation to those
considering the implications of changig Medicaid's drug
reimbursement methodology. The substantial disparities between
prices based on actual sales and the published prices currently being
used indicate that changing the basis of Medicaid reimbursement could
have a signcant impact on"Medicaid expenditures.

AGENCY COMMENTS

OMS commented that these companion reports make clear that cUIrent
Medicaid payment rules result in overpayments for drugs and
emphasizes the need .for reform. Similar"problems with overpayments
for Medicare drugs led to passage of the MM proviions that changed
the basis of reimbursement for drugs from AWP to ASP. CMS
reiterated that the President's Z006 budget proposes to solve this

problem by the use of ASP so Medicaid drug prices wil reflect actual
costs. CMS stated that Congress should enact legislation to ensure that
Medicaid payment for drugs is related to actual prices paid by
pharmacies. The fu text of CMS's comments are provided in

AppendiA.
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.. APPEND x A

Centers for Medicare & Medicaid Se~ices' Comments

/"'''''',
( ~ DEPAROFHELTH&HUSBRVICE
"~"!

Caiiloia rorModlonr9 & !iøti Sørvll

Aimliilslriitor
Wuhln¡lon, r:e 2G21

DATE: JUN.11 10

TO, Dnnel R. LeYÎon
Actig :r.spetor Ceneral

Mark B. ~c.CleUim, M,D., Ph,Oll/IMI
Administrator mr' i
Centers for Medcae & Medicaid Servces

i
FROM:

SUBJCl: DIG. Dra Report: "Comparison a/Medfcald Federal Upper Limit
A.mounts to Average Manufaciurer Prices," (OEI.03.0S.00110);

"Medicaid Drug Price Comparison: Average Sales PrIce to Average
Wholesale Price, " (OEI 03.05.00200); and

"Medicaid Drug Price Comparison: AlJerage Manufacturer Price to
Average Wholesale Price," (OEI-05-0S.00240)

,
ThIl you forthe opportity 10 review and comment on the Offce of Inspetor
General's (OIO) dn report entied "Comparison of MedIcaid Federal Upper Limi'

Amounts to Average Manufactier Prfces, " "MedicaId Drug Price Comparison:
Average Sales PrIce to Ayerage Wholesale Prlce, " and "Medicaid Drug Price
Comparlson: Average Mtrfacruer Price to Average Wholesale Price." The firs DIG
rert addresses how price for drgs set under the Medcaid Federal Upper Limit (FL)
progr compare to reportd Rvemge maufactuer prices (AMP), and esates

potential savigs ifFUL arounls wer based on reported AMs. The latter tw reports
compar how price that most sttes curtly use to set Medicad reimburement,

Rver.age wholesiie price (A WP), and wholesae acquisition cost (WAC), compa to
statutorily defed prices based on actuæ saes trnsactions, i.e., avemge sales price
(ASP) and AM.

- ¡ ~

The DIG repo make.clea lht the curt payment roes relt in overpayments for

.drgs and emphasiz the ne.ed for reform. The Prident's 2006 budget propose to solve
ths problem by the U'e of average saeS prices (ASP) so Medicad drg prices wil reflect
actu cost.

OIG Recommendation
. eMS should work with Congrs to set Medicad drg reimbuisernent amounts tht more
closely approximate phancy aeuisitlcin cosl
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APPEND x A

Page 2 - Daniel R. Levinsoo

CMSRe.pODSe
We concur with the OIG üittbe Congress needs to addr drg pnces pad by Medicad
to moie closely relBJe ~edieid reimbiument to actual traction"prices.

Federa reguation (42 CPR 447.332)rcqii theFU amount to be 150 percent ofthe
published price for the-lea costly lherapeulic equivalent using dam from all available
naona compendiii . The FUL system selects the lowe price of A WP. WAC, or dirct
price (DP), as report by ~o nii!Ïona compendia to arive at the Fu price.

Stales reimbur p1uacies for single soure drugs at ile lower ofEstimaled
Acqulsition Cost (EAC), oÍ"the pbaacy's usal and customar cbarge (UCe) 10 the
gener public. BAC is based on the state's reimburemiml formula, generly A WP
minus a penlBge or WAC plus a percentage.

Neither AWP nor WAC isreliiied to the mnkctprice of drgs. Rather; they lie price
based on report by manufctuers. Mnnufiituer oftn reort infated prices in order to
incree the profit for pbaacies and, tJereby, encourge pharacies to dispense their

product Stale Medicad Agencil: need inOrJtiOD ()n marct prices in order to set
appropriftle payment roles. The President ha propose in the fiscal yea 2006 budet to
reqre drg miiufacturs to report ASP for drgs and 10 cap Federa matching for dns

expenditues in the aggregate, 10 ASP plus 6 perceni.

OIG Findings
Overal, FUL prices were five ties higher th the average Als for geaeric drg

produeis in the thrd quarr of200. If Medcad based FUL amounls on 150 perent of
Uie averge AM instea of the compendia prices, the progra could have saved an
estmaled Si61 milion in the third qUiierof2004.

. For the comparson of AM to compedia price, AM is substantially lowe th both
A WP and WAC for all National Drug Codes (Nes) reviewed. The median price
comparson for all evaluated drgs was thal AM is equal to A WP - 59 pernt and AMP
is equi to WAC ~ 25 Percnt. Generic drgs exhbited the largest differences between
AM and the list prices - Thii medan price comparson for generic drugs Wag AM is
eqii to AWP ~ 70 percent and AM is equalO WAC - 40 percent. Slates' mediii
A WP bas1~stited acuisition cost is A WP -12 Percnt. -State' medii WAC based
eitimiite acuisition cost is WAC plus 8.5 perent.

. For th comparson of ASP to c.ompendia price, ASP I. SUbsttiiilly lowe thiu A VI
and WAC for B. NDCnc'Yiewcd. For 2,077 NO wilh ASP and A VI data ASP is
equa to A WP - 49 percnt. The difference beteen ASP and A WP wa grates for
generic drugs. For 1,152 generc NOCs, ASP is equai to AWP - 68 Percnt.

i

I
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APPEND x A

Page 3 - Danel R. Levison

eMS Response/Conclusion
These report provide additional supportve evdence that when published compendia.

prices are used as B bllis for Medcad drg reimburement,'Medicnd payment grtly
exceeds act acuisition cos!. Legis!ntion would be need 10 define a price that
manufacturs mus reort thi can be used as B bllis for slate Medicad agencies to set
pbllac payment

In the fiscal year 2006 budget, the President proposed to iequi drg m.ufctrs to

report the ASP for each drg 8Jd to cap Federa I?ayment at an aggrgiite level to ASP
plw 6 pecent. As long il stes mus rely on prices tht ar not based on tre prices paid
to miiufacturro. stte have no mea to sei appropriate payment amounts, Curnt

WACs and A WPs arc greatly inßiile iud this ination is encoumged by set
Medcaid payment in relaton to thes inated.prices. Requirig manufactwers to report
tre price and to limit Medlcad payment to a reonable amount above these prces will

eliminate the opportunty for manufct"ad pharacies to gain though tho reportng
of inflated prlces, yield substatinl slate and Feder goverent saviiigs, and reta
flexibilty for stte to set price for individual drgs as they fid appropriate with the
overal cap.

Prior to 2005, Medicee also usd A VI as the basis for Par B drg reimbursement
However, numerus stdies by the OIG and the Govi:eot Accountabilty Offce.

(GAO), indicated that Medicare's reimburement mte was sigiificatly higher than the
prices th drg mllufactl' and wholesers actally chaged phyi;ciaos and suppliers

who purhaed thes drugs. Consequently, the Medica Prcription Drug,
Improvement, and Modernization Act af2003 (MM) chaged the basis of

. reimburement for prescription drugs from A WP 10 ASP. COßgrcss should now enact
similar legislation to en thBl Medicad payment for drgs is related 10 aeluw prices
paid by phaacies.
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.. ENDNOTES

o EI.D3.05.002D 0

1 Testimony transcript available at:

11 ttv :/lwww.oig.lihs.gov/testiniony/docs/2004/reeb120704.pdf.

2 Federal Register Notice. Medicaid Program; Establishment of the

Medicaid Commission and Request for Nominations for Members.
CMS-2Z14-N.

3 Available online at www.nga.org.

'''Variations in State Medicaid Drug Prices" (OEI-OS-02-00B81); "Cost
Containment of Medicaid HIV/AlDS Drug Expenditures"(OEI-OS-99-
OOB11); "Medicaid Pharmacy-Additional Analyses ofthe Actual

Acquisition Cost of Prescription Drug Products" (A-OB-OZ-0004i).

I) United States House of Representatives Committee on the Budget.

"Analysis of the President's Budget for FY 200B." Available at:
http://ww .house.gov/budget/analvsispl'ez021 I05.pdf.

6 ''Medicald Pharmacy - Actual Acquisition Cost of Prescription Drug

Products for Brand Name Drugs" (A-OB-9B.00030); "Medicaid

Pharmacy - Actual Acquisition Cost of Generic Prescription Drug
Products" (A.OB-97-00011); "Actual Acquisition Cost of Brand Name
Prescription Drug Products" (A-os-00-00023); "Medicaid Pharmacy-
Actual Acquisition Cost of Generic Prescription Drug Products"
(A-OB-O 1-000S3); "Medicaid Pharmacy - Additional Analyses of the

Actual Acquisition Cost of Prescription Drug Products" (A.OB-02-00041);

"Nledicaid's Use of Revised Average Wholesale Pricesll

(OEI-03-01-00010); "Containment of Medicaid HIIAlDS Drug
Expenditures" (OEI-05-99-00B11).
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Office of Inspector General
htt://oig.hh.gov

The mission of the Offce of Inspector General (DIG), as mandated by Public Law 95'.452,
as amended, is to protect the integrity of the Department of Health and Human Servces
(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:

Offce of Audit Services
The OIG's Offce of Audit Services (OAS) provides all 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 carryg out their respective i~esponsibilties and are intended to provide independent

assessments of HHS programs and operations in order to reduce waste, abuse, and
mlsmanagement and to promote economy and effciency throughout the department.

Offce of Evaluation and Inspections
The DIG's Offce of Evaluation and Inspections (DEI) conducts short-term management
and program evaluations (called inspections) that focus on issues of concern to the
department, the Congress, and the public. The fidings and recommendations contained
in the inspections reports generate rapid, accurate, and up-to-date information on the.
efficiency, vulnerabilty, and effectiveness of departmental programs.

Offce of Investigations
. The DIG's Office ofInvestigations (OI) conducts criminal, civi, and adminstrative
investigations of allegations of wrongdoing in HHS programs or to HHS beneficiaries
and of unjust enrichment by providers. The investigative efforts of OI lead to crimnal
convictions, administrative sanctions, or civi monetary penalties. The 01 also oversees
state Medicaid fraud control units, which investigate and prosecute fraud and patient
abuse in the Medicaid program.

Offce of Counsel to the Inspector General

The Office of Counsel to the Inspector General (OCIG) provides general legal services to
DIG, rendering advice and opinions on HHS programs and operations and providing all
legal support in OIG's internal operations. The OCIG imposes program exclusions and
civi monetary penalties on health care providers and litigates those actions withi the
department. The OCIG also represents DIG in the global settlement of cases arising
under the Civi False Claims Act, develops and monitors corporate integrty agreements,

develops compliance program guidances, renders adviory opinions on Oia sanctions to

the health care community, and issues fraud alerts and other industry gudance.
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.. EXECUTIVE SUMMARY

OBJECTIVE

To (i) determine how prices for drugs set under the Medicaid Federal
upper liit program compare to reported average manufacturer prices

(AP) and (Z) estimate the savigs that could be achieved if Federal
upper liit amounts were based .on reported AMs.

BACKGROUND

The Federal upper liit pi'ogram was put in place to ensure that the
Federal Government acts as a prudent payer by taking advantage of
CUl'rent market prices for multiple-source drugs. Statutory and
regulatory criteria generaly requie the Centers for Medicare &
Medicaid Services (CMS) to include a drug on the Federal upper liit

list if: (i) at least three versions of the drug are rated as therapeuticaly
equivalent by the Food and Drug AdministrationCFDAl, and (Z) the
drug has at least three suppliers listed in current editions of national
compendia. The Federal upper lit amount for a drug is set at
150 percent of the published price for the least costly, therapeuticaly
equivalent product found in national compendia plus a reasonable
dispensing fee.

For the covered outpatient drugs of a manufacturer to be eligible for
Federal matchig fuds under Medicaid, the manufacturer must enter

into a rebate agreement with CMS and pay quarterly rebates to State
Medicaid agencies. Under these rebate agreements and the law,
manufacturers must provide CMS with the AMs for each of their
covered drugs on a quarerly basis. Pursuant to Federal statute, AM
is the average price paid to a manufacturer for a drug in the United
States by wholesalers for drugs distributed to the retail pharmacy class
of trade, net of customary prompt pay discounts. The Medicare
Prescription Drug, Improvement,. and Modernization Act of Z003

recognzes AMP as a potential meaSUl'e to be substituted in Medicare
reimbursement calculations.

We obtained the thid-quarter Z004 versionof the Federal upper limit
list and thid-quarter Z004 AMP data from CMS. For each drug on the
Federal upper lit list, we determined the minum AMP, average
AMP, and maxmum AM. To follow current procedures prescribed by
Federal reguation, we liited the calculation to products that (i) were

rated therapeutically equivalent by FDA, and (Z) were avaiable il the

most commonly listed package size. We also liited the analysis to

QEI-03 -05.00 11 (I COMPARISON OF FEDERAL UPPER LI..1T AMOUNTS TO AVERAGE MANUFACTURER PRICES
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EXECUTIVE SUMMARY

products with Medicaid utization in the thid quarter of Z004. We

calculated the percentage dierence between the Federal upper liit

amount and the minmum, average, and maximum AMs.

To determine the potential implications of using AMPs rather than
published prices to set Federal upper liit amounts, we multiplied the
minum and average AMs for the drugs by 150 percent. We then
subtracted 150 percent of the minum and average AMs from the
average Medicaid reimbursement amount in the thid quarter of Z004.
Finaly, we multiplied the dierence by the number of unts of the drug
product reimbursed during the time period.

FINDINGS

Federal upper limit amounts were five times higher than the average
AMP. Overall, Federal upper lit amounts were five times higher than
the average AMPs for generic drug products in the thid quarter of
Z004. Among individual generic drug products, Federal upper limits
exceeded average AMPs by as much as 19 times. During the same

period, the Federal upper limit amount was, on average, 22 times
higher than the lowest reported AM, and usually exceeded even the
highest reported AM.

Medicaid could save hundreds of millons of dollars per year by
basing Federal upper limit amounts on reported AMPs. If Medicaid
based Federal upper limit amounts on 150 percent ofthe average AM,
the fiancial implications would be substantia!. In the thid quarter of

Z004, the program could have saved an estimated $161 milon (or
almost $650 milon in 1 year) had Medicaid used the average AMP
instead of the lowest published price when calculating Federal upper
liits.
Furthermore, if Medicaid based Federal upper liit amounts on

150 percent of the lowest reported AMP rather than 150 percent of the
lowest published price, the program may have saved up to $300 milon
in just one quarter of Z004. This figue represents 75 percent of the
$396 mion spent on generic versions of Federal upper liit drugs
during that period. Assuming spendig in the followig three quarters
would be similar to the previous quarter, basing Federal upper limit
amounts on 150 percent of the lowest reported AMP rather than
150 percent of the lowest published price could save Medicaid up to
$1.Z bilon per year.
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EXECUTIVE SUMMARY

RECOMMENDATION

The Centers for Medicare & Medicaid Services should work with
Congress to set Federal upper limit amounts that more closely
approximate acquisition costs. In the past several months, the
President, Congress, and individual Medicaid State agencies have
expressed renewed interest in reducig excessive Medicaid

reimbursement for prescription drugs. The origial purose of the

Federal upper limit program was to do just that by alowing Medicaid to
take advantage of current market prices for generic drugs. However,
the applicable regulation requies Federal upper liit amounts. to be

based on prices publis~ed in the national drug compendia. As studies
by the Offce of Inspection General and numerous other entities have
shown, published prices for many products bear little or no resemblance
to the actual prices paid by providers. Because the already inated
published prices are multiplied by 150 percent when calculating Federal
upper limit amounts, Medicaid reimbursement for qualied products
has the potential to greatly exceed acquisition costs. The fidigs of
this report further ilustrate this point.

We understand that pharmacies need to make some profit from the
drugs they supply. In addition, we realize that reimbursement
amounts should be su.cient to provide pharmacies with incentives to
dispense lower-cost generic drugs rather than the more expensive
brand name versions. However, that Federal upper liit amounts are

typicaly 5 times higher (and as much as 19 times higher) than the
average Al seems excessive.

Therefore, we recommend that CMS work with Congress to set Federal
upper limit amounts that more closely approximate acquisition costs.
At a time when States are trying to most effectively alocate resources.
due to shring Medicaid budgets, revised Federal upper limit laws

and reguations would allow States and the Federal Government to
share in the cost savings that should be a.ssociated with.Iower-priced
generic drugs. Subsequently, these cost savings should help States to
continue providing needed care to Medicaid beneficiaries.

Agency Comments

CMS concurred with our recommendation, stating that Congress should
take action to ensure that Medicaid reimbursement amounts more
closely relate to actual transaction prices.

a E 1.03.05-00 11 0 COMPARISON Of FEDERAL UPPER LIMIT AMOUNTS TO AVERAlJE MANUFACTURER PRICES
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. INTRODUCTION
OBJECTIVE

To (i) determie how prices for drugs set under the Medicaid Federal

upper liit program compare to reported average manufacturer prices

(Ap) and (Z) estimate the savigs that could be achieved if Federal
upper liit amounts were based on reported AMs.

BACKGROUND

Medicaid Program.
Medicaid is a jointly funded, Federal and State health insurance
program for certain low"income and medicaly needy people. Individual
States establish eligibilty requiements, benefits psckages, and
payment rates for their Medicaid programs under broad Federal
standards adminstered by the Centers for Medicare & Medicaid
Services (eMS). Medicaid requiements mandate that States provide
basic services to beneficiaries to receive Federal matchig funds. States
may also receive Federal fuding if they provide other optional services.
One unversaly offered optional servic~ is prescription mug coverage.
Al SO States and the District of Columbia currently offer prescription
di'ug coverage under the Medicaid program. In calendar year Z003,
CMS estimates that Medicaid payments for prescription di'ugs totaled
over $34 bilonl

Medicaid Drug Reimbursement Methodology.
Each State is requied to submit a Medicaid State plan to CMS
describing its payment methodology for covered drugs. Federal
reguations requie, with certain exceptions, that each State's
reimbursement for a drug not exceed the lower of its estimated
acquisition cost plus a reasonable dispensing fee or the.provider's usual
.and customary charge to the public for the drug.

CMS allows States flexibilty to define estimated acquisition cost. Most
States base their calculation of estimated acquisition cost on a drug's

average wholesale price (A wp) discounted by a certain percentage. As

of the fist quarter of Z005, this discount ranged from S to SO percent of

AWP. A small number of States use wholesale acquisition costs plus a
percentage markup rather than, or in addition to, discounted A WPs
when determing estimated acquisition cost.

i This amount includes both the Federal and State shares of payments. Rebates collected

under the Medicaid Drug Rebate program have not been subtracted from the total.

a EI.03.0 5.0011 0 COMPARISOIl OF FEOfRAL UPPER LIMIT AMOUNTS TO AVERAGE MAIlUFACTURfR PRICES i
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INTRODUCTION
For certain drugs, States also use the Federal upper limit and/or State
maxium alowable cost programs in determinig reimbursement
amounts. CMS has established Federal upper lit amounts for more
than 400 drugs. In addition, numerous States have implemented a
maxium alowable cost program to limit reimbursement amounts for
certain drugs. Individual States determine the tyes of drugs that are
included in theii' maxmum alowable cost programs and the methods by
which the maxium allowable cost for a drug is calculated.

In summary. States use a variety of mechanisms when setting drug
reimbursement amounts. In most cases, States reimburse for a drug at
the lower of the estimated acquisition cost, the Federal upper liit

amount, or the State maxum alowable cost, plus a reasonable
dispensing fee.

Federal Upper Limit Program.

According to CMS's "State Medicaid Manual," the Federal upper limit
program was created to ensure that the Federal Government acts as a
prudent payer by takig advantage of current market prices for
multiple-source drugs. Under 42 CFR § 447.332, CMS is to establish a
Federal upper liit amount for a drug when: (1) all formulations of a
drug have been rated as therapeuticaly equivalent by the Food and
Drug Adminstration (FDA), and (2) at least three suppliers of the drug
are listed in current editions (or updates) of published compendia of cost
inormation for drugs avaiable for sale nationaly. The Omnibus
Budget Reconcilation Act of 1990 (OBRA '90) established new criteria
requiing a drug to be included on the Federal upper liit list when

three or more versions of a drug had been rated therapeuticaly and
pharmaceutically equivalent by FDA, regardless of the ratings of other
versions' FDA designates chugs that are therapeutically equivalent as
"A-rated."

Federal reguation (42 CFR § 447.332) sets the Federal upper limit
amount at 150 percent of the published price for the least costly,
therapeutically equivalent product that can be purchased by
pharmacists in quantities of 100 tablets or capsules plus a reasonable

2 According to the "State Medi,i:aid Manual," the language ofOBRA '90 "augments" the

upper limits established by the regulation and creates "new criteria" for adding drugs to
the Federal uppel'limit list. eMS baa not modied the language oftbe regulation since it
was promulgated in 1987, nor has the reguation been withdrawn. In practice, eMS relies
on the language of the reguation and the OBRA '90 provisions in establishing Federal
upper liits.

o EI.03.05.0011 0 COMPARISON OF FEDERAL UPPER LIMIl AMOUNTS TO AVERAGE MANUFACTURER PRICi:S 2
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INTRODUCTION
dispensing fee. If the drug is not typically available in quantities of
100 or if the drug is a liquid, the Federal upper liit amount is based on
a commonly listed size.

CMS applies an additional standard in determinng which drugs should
be subject to Federal upper limits. Accordig to CMS staff, only drugs
for which a Federal upper liit could potentially lead to savigs should
be included on the Federal upper limit list. Therefore, if a drug does not
have a published price that, when multiplied by 150 percent, is lower
than the AWP, CMS does not include the product.

CMS publishes the Federal upper liit list on its Web site at
W\\'w.cms.hhs.gov/medicaidldrugs/druglO.asp and in the "State
Medicaid Manual." Any i-evisions to the Federal upper lit list are

typicaly noted on the Web site as well. CMS establishes an upper liit

for specifc forms and strengths for each multiple-source drug. on the

list. The Federal upper limit list also provides the source of the pricing
inormation used to calculate the upper liit amount for each drug.

The Medicaid Drug Rebate Program and Average Manufacturer Price..
For the covered outpatient drugs of a manufacturer to be eligible for
Federal matching fuds under Medicaid, section 1927(a)(i) of the Social
Security Act mandates that drug manufacturers enter into rebate
agreeiients with CMS and pay quarterly rebates to States. Under these
rebate agreements and the law, manufacturers must provide CMS with
the AM for each of their covered drugs on a quarterly basis. Pursuant
to section 1927(1)(1 of the Social Security Act, AM is defied as the
average price paid to a manufacturer for a drug in the United States by

. wholesalers for drugs distributed to the retail pharmacy class of trade,
net of customary prompt pay discounts. The AM is calculated as a
weighted average of prices for al of a manufacturai"s package sizes of a
drug sold during a given quarter. Section 1927(b)(3)(D) of the Social

Security Act requies that, subject to ærtain exceptions, AMs reported
to CMS not be publicly disclosed.

In a December 2004 report, the Congressional Budget Offce used AM
to estimate what pharmacies pay to acquie drugs. Whe the
acquisition costs for pharmacies that buy through wholesalers rather
than diectly from manufacturers may exceed AM, the wholesaler
markup is estimated to be a small proporton (approximately 3 percent)

OEI.O 3.05.00 11 0 COMPARISON OF FEDERAL UPPER LIMIT AMOUNTS TO AVERAGE MANUFACTURER PRICES 3
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INTRODUCTION
of the actual price. S The Medicare Prescription Drug, Improvement,
and Moderniation Act of 2003, (MM also recognizes AMP as a
potential measure to be substituted in Medicare reimbursement
calculations. .j

Related Work by the Office of Inspector General.
In December 2004, the Offce ofInspector General (OIG) issued
"Addition of Qualed Drugs to the Medicaid Federal Upper Limit List"
(OEI-03"04-00320) as requested by a Congressional subcommittee. DIG
found that CMS does not add qualied drugs to the Federal upper limit
list in a tiely manner. Of the 252 fist "time generic drugs approved
between January 2001 and December 2003, 109 drugs met the criteria
for inclusion on the Federal upper limit list; however, only 25 of these
drugs were actualy added. For the 25 that were added, CMS took an
average of 36 weeks to place the products on the Federal upper liit list

once they were qualed for inclusion. CMS's not adding qualied drugs

in a timely manner cost the Medicaid program an estimated
$167 milon between 2001 and 2003. We recommended that CMS
establish an adminstrative procedure and schedule to govern the

determination and publication of Federal upper liits.

In February 2004, OIG issued "Omission of Drugs from the Federal

Upper Limit List in 2001" (OEI-03-02-00670). DIG found that 90 drug
products were not included on the Federal upper limit list in 2001
despite meeting the criteria established by Federal law and regulation.
Medicaid could have saved $123 mion in 2001 by addig 55 of the

90 drug products to the Federal upper liit list. OIG recommeIlded
that CMS take steps to ensure that al drugs meeting the criteria are
included on the Federal ùpper liit list.

In October 2003, OIG issued "State Strategies to Contai Medicaid Drug
Costs" (OEI-05-02-00680). OIG found that States employ three main
drug cost containment strategies: (i)liitingMedicaid reimbursement
for drugs, (2) shiing use from higher to lower cost drugs, and
(3) liting the amount of presCription drugs a beneficiary ~an obtai.

States reported facing challenges in their attempts to maxize drug

3 As reported by the National Association of Chain Drug Stores in the Congressional Budget
Offce report, ''Medicaid's Reimbursement to Pharmacies for Prescription Drugs."

'1 Medicare tyically uses manu£acturer'reported average sales price (ASP) plus 6 percent as

the basis for drug reimbursement. However, if the ASP for a drug exceeds the AMP by a
threshold percentage, section 303 ofMMA allows the program to base reimbursement on
103 percent of AM instead. In 2005, this thieshold percentage is 5 percent.
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INTRDDUCTION
cost savings, includig a lack of accurate drug price information and
stakeholder opposition to cost containment efforts.

Recent Interest in Medicaid Drug Pricing Issues.

In December 2004, the United States House Committee on Energy and
Commerce Subcommittee on Oversight and Investigations held a
hearing entitled "Medicaid Prescription Drug Reimbursement: Why
the Government Pays Too Much." Representatives from OIG, CMS,
several State Medicaid agencies, and the drug industry testied at this

hearing. The role that Federal upper liits play in reducig costs for

prescription drugs was a key area of interest to the subcommittee.

In addition, the President's 2006 budget proposes changes that would
cause Medicaid reimbursement amounts to more closely approximate
pharmacy acquisition costs. Specifcally, the budget recommends that
Medicaid reimbursement for prescription drugs be at 106 percent of a
drug's ASP.

Prior to 200S, Medicare, lie Medicaid, based drug reimbursement on
published AWPs. However, due in part to numerous reports by OIG
and the Government Accountabilty Offce that found that A WPs were
signicantly infated, Congress requied that Medicare begin basing

reimbursement amounts on 106 percent of ASP instead. Section 303 of
MMA defies ASP as the manufacturer's sales to all purchasers (with
certain exemptions) divided by the number of units sold. The ASP is to
be net of chargebacks, discounts, rebates, and other price conc~ssions.

The ASPs are reported to CMS by drug manufacturers.

METHODOLOGY

Identifying Drugs on the Federal Upper Limit List.

We obtained a list of drugs subject to Federal upper limits as of the
thid quarter of 20D4from the CMS Web site. Using data obtained from
the publisher of a national drug compendium, we compiled a list of al
the national drug codes (NDe) associated with generic versions of each
drug product.

Obtaining Medicaid Utilization Data.
We downloaded SO State Medicaid payment and utilzation fies for 2004
from CMS's Web site. We liited our analysis to utization occurring in

OEI-OJ.05.D011D COMPARISON OF FeDERAL UPPER liMIT AMDUIITS TO AVERAGE MAllUfACTURER PRICES 5

Case 3:09-cv-05174-BHS     Document 2-6      Filed 03/30/2009     Page 68 of 82



INTRODUCTION
the thid quarter of 2004." We calculated the average Medicaid

reimbursement amount for each of the 415 drugs on the Federal upper

limit list by dividig the total reimbursement for the pl'duct (net of
dispensing fees) by the total number of unts reimbursed."

Determining AMPs for Drugs Subject to Federal Upper Limits.
We obtained thid-quarter 2004 AM data from CMS. We matched the
AM data with the Medicaid utization data to veri that all products
on which the comparisons would be made had actually been reimbursed
by Medicaid. Consistent with Federal reguations, we removed any
NDCs that represented di'ug products that were not A-rated, and also
removed any NDCs that did not match the most commonly listed
package size. We then determined the Innium, average, and
maxium AMs among the remaing NDCs for each of the drug

products. We did not verif that the AMs reported to CMS were
correct.

Comparing Federal Upper Limit Amounts to AMPs.

We compared the thid-quarter 2004 Federal upper limit amounts to the
thid-quarter 2004 AMs. We calculated the percentage difference
between the Federal upper liit amount and the minium, average,

and maximum AMs for each of the 415 di.ug products under review.
We then calculated an overal percentage dierence weighted by
Medicaid reimbursement. We wil not be reporting the actual dollar
dierences between the Federal upper limit amounts and AMPs for
individual drug products due to confdentiality issues.

Estimating Potential Savings.
To determine the potential impact of using AMPs rather than published
prices to set Federal upper liit amounts, we:

(i) multiplied the minum and average AMPs for the drugs on the
Federal upper limit list by 150 percent (consistent with current
regua tion),

5 Third-quarter data for seven States were not yet available, and an additional State had no

data in the system because its drug benefit is provided completely through managed care
organizations. Therefore, Qur analysis is lited to information from 42 States and the
District of Columbia.

GAs of the thid quarter of 2004, there were 419 drug products on the Federal upper limit

list. Four of these ilug products were removed from the analysis for reasons detailed in
Appendix A,leavig 415 drugs in our review.

a EI.OJ.O 5 .00 11 0 COMPARISON OF FEDERAL UPPER LIMIT AMOUNTS TO AVERAGE MANUFACTURER PRICES 6
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NTRODUGT ON
(2) subtracted iso percent ofthe mium and average AMs from the

average Medicaid reimbursement' amowit in the thid quarter of

2004, and'

(3) miitiplied the dierence calciiated in step two by the number of

unts of the drug product reimbursed during the time period.

A complete discussion of our methodology is presented in Appendi A.

This evaluation was conducted in accordance with the "Qualty
Standards for Inspections" issued by the President's Council for
Integrity and Effciency and the Executive Council for Integrity and
Effciency.

7 In calculating potential savings, we used average Medicaid reimbursement amounts

rather than Federal upper lit amounts. Because of State maximum allowable cost

programs, some Stiites may reimburse substantialy less than the Federal upper liit

amount for certa drugs. Therefore, using Federal upper lit amounts in our

calculations would tend to exaggerate potential savigs. Using average Medicaid
reimbursement amounts provides a much more accurate estimate of the potential savings.

DE 1-03-0 5.00110 COMPARISON OF FEDERAL UPPER LIMIT AMOUNTS TO AvERAGE MANUFACTURER PRICES 7
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.. FINDINGS

Federal upper limit amounts were five times
higher than the average AMP

Overall, Federal upper limit
amounts were five times higher
than the average AMPs for
generic drug products in the thid

quarter of 2004. Among individual generic drug products, Federal
upper limits exceeded average AMs by as much as 19 times ($1.20 per
tablet compared to $0.063 per tablet). For 327 of the 415 drug products
reviewed, the Federal upper lit amount was at least double the
average generic AM, with Federal upper liits being more than
4 times higher in 131 cases. The Federal upper liit amount was below

the average AM for just 13 of the 415 drug products during the thid
quarter of 2004.

Among the 20 reviewed drug products with the highest total Medicaid
reimbursement, the Federal upper lit "amount was between 2 and

14 times higher than the average generic AM during the thid quarter
of 2004.s Ten of the top twenty drug products had a Federal upper liit

amount that was at least -5 times more than the average generic AM.

. On average, Federal upper limit amounts were more than 20 times higher
than the lowest reported AMPs.

During the thid quarter of 2004, the Federal upper liit amount for

415 drug products was, on average, 22 times higher than the mirum
generic AMP reported by drug manufacturers. For 29 drug products,
the Federal upper liit amount exceeded the minmum reported AM
for generic versions by at least 40 times. Al but 12 of the 415 drug
products had Federal upper liit amounts that were at least double the
minmum generic AM.

For the 20 drug products with the highest total Medicaid
reimbursement, Federal upper limit amounts ranged from 4 times more
than the minium AM up to 61 times more than the minmum AM.
The drug with highest total reimbursement during the thid quarter of
2004, albuter01 inhalation aerosol, had a Federal upper liit amount
that was 36 times higher than the lowest reported generic AMP.

B These 20 drugs accounted for 36 percent cftetal Medicaid reimbursement for generic

versions oCFederal upper lit drugs during the thii'd quarter of 2004. A list of these
drugs is presented in Table 1 on page 10.

a EJ.OJ .05.00 11 0 COMPARISON OF FeDERAL UPPER liMIT AMOUNTS TO AVERAGE MANUFACTURER PRICES 8
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FINDINGS
Federal upper limit amounts were usually greater than even the highest
reported AMPs_

On average, Federal upper limit amounts were more than double the
highest reported generic AMPs during the thid quarer of Z004. Only
75 ofthe 415 drugs under review had a Federal upper limit amount that
was less than the maximum AM. In the case of the drug product with
the highest total Medicaid reimbursement, albuterol inalation aerosol,
the Federal upper liit amount was approximately five times more

than the maxmum reported AM among generic versions of the
product.

Medicaid could save hundreds of milions of

dollars per year by basil1g Federal upper limit
amounts on reported AMPs

If Medicaid based Federal upper
liit amounts on 150 percent of

the average AMP, the program
could have saved an estimated

$161 milon in the thid quarter of Z004.9 Assuming spendig in the

following three quarters would be simlar to the previous quarter,
basing Federal upper limit amounts on 150 percent of the average AM
rather than 150 percent of the lowest published price could save

Medicaid almost $650 mion per year.lD Table 1 (see page 10) shows
the potential savigs for the ZO drugs with tbe highest total Medicaid
reimbursement in the thid quarter of Z004. The potential savigs for
these ZO drugs alone exceeded $75 mion for the quarter.

lfMedicaid based Federal upper liit amounts on 150 percent ofthe

lowest reported AM rather than 150 percent of the lowest published
price, the program may have saved up to $300 mion in just a single
quarter. This figue represents 75 percent of the $396 mion spent on
generic versions of Federal upper liit drugs during the thid quarter of

Z004. Assuming spending in the following three quarters would be
similar to the previous quarer, basing Federal upper limit amounts on
150 percent of the lowest reported AMP rather than 150 percent of the
lowest published price could save Medicaid up to $1.Z bilon per year.

9 Al savings in this report represent estimates for -12 States and the District of Columbia

only. We did not perfOi"m calculations for eight states without third'quarter data.

10 The Pi'eside~ts 2006 budget recommends using 106 percent of ASP as the basis for

Medicaid drug reimbursement, an identical method to Medicare Part B. The ASP for
most ofthe drugs included in this review are not provided to eMS since they are not
covered under Medicare Part B.

OEI.03.Q 5.00 11 0 COMPARISON Of FEOERAl UPPER LlmT AMOUIlTS T.O AVERAGE MANUFACTURER PRICES 9
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FINDINGS
Table 1: Potential Savings Based on Average AMP for 20 Drugs With Highest Reimbursement

Medicaid Reimbursement Savings at 150% of

Generic Name 7/112004 - 913012004 Averaae AMP

Ibulerol aerosol 90 men/acl $16,391,640 $12,105,942

Metformln Hei tab 500 rna $13,430,697 $6,354,056

Fluoxeline He! caD 40 rno $9,292,617 $6.711,161

Tramadol HCllab 50 mn $8.921,358 $5,141,661

Tjzanldlne Hei tab 4 mn $7.785.526 $4,286.990

Ranllidine Hei tab 150 mn $7.570,846 $5,954.356

Ibu!èrol sulfate solution 0.083% $7,180,644 $3.553,728

Lorazeoam lab 1 rna $6,409,259 $4,204,616

lislnooril tab 20 rno $6,356.915 $3.590,489

Hvdrocodone-acetamlnoohen tab 10-500 mo $5,673,425 $3.099,228

HVdroxvzrne HCllab 25 mC! $5,737,177 ~$555,585

IAmiodarone He! tab 200 rno $5,550,613 $3,759,315

pronoxvnhene-N w/APAP tab 100-650 rna $5.464,571 $109,935

Famolidine tab 20 mn $5,428,734 $4.474,399

L1slnoDril tab 10 mn $5,373.003 $2,752,882

LisinoDril tab 40 rna $5.164,975 $2.527.996

Baclofen lab 10 ma $5.116.346 $2,347,817

Lovastatin tab 40 rna $5,007,263 $2,606.319

LorazeDam tab 0.5 rna $4.934,603 $2.601.946

CeDhalexin GaD 500 rna $4.670,980 $2.492,166

Total $141.663.592 $78.321.631

Source: Third~Quarter 2004 eMS Federal Upper Limit and AMP Data; OIG Analysis, April 
2005.
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.. RECOMMENDATION

The Centers for Medicare & Medicaid Services should work with
Congress to set Federal upper limit amounts that more closely
approximate acquisition costs.

In the past several months, the President,. Congress, and individual
Medicaid State agencies have expressed renewed interest in reducing
excessive Medicaid reimbursement for prescription drugs. The original
purpose of the Federal upper liit program was to do just that by
alowig Medicaid to take advantage of curent market pnces for
generic drugs. However, the applicable regulation requies Federal
upper lit amounts to be based on pnces published in the national

mug compendia. As studies by the Offce of Inspector General and
numerous other entities have shown, published prices,for many
products bear little or no resemblance to the actual pnces paid by
providers. Because the already inated published prices are multiplied
by iso percent when calculating Federal upper limt amounts, Medicaid
reimbursement for qualfied product has the potential to greatly exceed
acquisition costs. The fidigs of this report futher ilustrate this

point.

We understand that pharmaciee need to make some profit from the
drgs they supply. In addition, we realize that reimbursement
amounts should be suffcient to provide pharmacies with incentives to
dispense lower cost generic drugs rather than the more expensive
brand name versions. However, that Federal upper limit amounts are
typically 5 times higher (and as much as 19 ties higher) than the
average AM seems excessive.

Therefore, we recommend that CMS work with Congress to set
Federal upper lit amounts that more closely approximate

acquisition coste. At a time wlien States are tryig to more effectively
allocate resources due to shnnkg Medicaid budgets, revised Federal
upper limit laws and regulations would allow States and the Federal
Government to share in the cost savings that should be associated
with lower priced genenc drugs. Subsequently, these cost savigs
should help States to continue providing needed care to Medicaid
beneficiaries.

Agency Comments

CMS concurred with our recommendation, statig that Congress
should take action to ensure that Medicaid reimbursement amounts
more closely relate to actual transaction prices. OMS notes that

o EI.Q 3.05.00 11 0 COMPARIIlON OF FEDERAL UPPER LIMIT AMOUNTS TO AVERAßE MANUFACTURER PRICES 11
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RECOMMENDATION
Congress recently acted to reform Medicare's payment methodology
for prescription drugs based on similar pricing issues, and goes on to

state, "Congress should now enact similar legislation to ensure that
Medicaid payment for drugs is related to actual prices paid by
pharmacies." The fu text of CMS's comments is presented in

Appendi B.

OIG Response

OIG appreciates CMS's comments on this report, and looks forward to
assistig CMS and Congress in their efforts reform Medicaids current
reimbursement methodology.
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.. APPENDIX A

METHODOLOGY

Identifying Drugs on the Federal Upper Limit List.
We obtained a list of drugs subject to Federal upper liits as of the
thid quarter of 2004 from the CMS Web site. Atthat time, 419 drug

products G..e., individual dosage forms and sizes of a genei~c drug
ingredient) were included on the Federal upper liit list.

Using data obtained from the publisher of a national drug compendium,
we compiled a list of all the national drug codes (NDC) associated with
generic versions of each of the 419 drug products. Each individual drug
product manufactui'ed or distributed in the United States has a unque
NDC. An NDC identies the manufacturer or labeler ofthe drug
product, the product dosage form, and the package size. For each NDC,
compendia provide published prices (usualy average wholesale prices
and wholesale acquisition costs), manufacturer inormation, and FDA
therapeutic equivalency data. The compendia also identi whether the

indìvidual drug product is a brand name or generic version. According
to the compendium used in our analysis, 2 of the 419 drug products on
the Federal upper limit list did not have any matching generic NDCs.
The remaining 417 drug products were represented by 17,945 generic
NDCs.

OIJtaining Medicaid Utilization Data.
To ensUl'S that the comparisons between Federal upper limit.amounts
and AMPs were meaningful, we verifed that all products upon which
the comparisons were based had actualy been reimbursed by Medicaid.

We downloaded 50 State Medicaid payment and utilzation fies for
2004 from CMS's Web site. i i Each fie contained variables representing
total State reimbursement, number of units reimbursed, and number of
prescriptions written for every NDC by calendar quartsi'.

We liited our analysis to utilzation occurring in the thid quarter of
2004. CMS had thid-quarter utilzation figures available for 42 States
and the District of Columbia." Of the 17,945 NDCs subject to

i i Arizona's data were not available for download because the State's drug benefit is

admistered completely through managed care Oi"ganization!l and not the traditional
fee-for-service system.

12 The seven States without third-quarter data on eMS's Web site were Colorado, Georgia,

leansRs, Louisiana. Ohio, Vermont, and Washington.
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APPENOIX-A
Federal upper limits, 4,699 had Medicaid utilzation in the thid quarter

of 2004.

The total State reimbursement amount listed in the State utilzation
fies included both the payments made for the NDC and the dispensing
fees paid to the pharmacy. To determine a State's reimbursement for
only the drug product durg the thid quarter of 2004, we:

(i calculated the total amount paid in dispensing fees for the NDC by

multiplyig the State's dispensing fee by the number of

prescriptions written for the NDe in each State,

(2). subtracted total dispensing fees from the total reimbui-sement for

the NDC in each State,

(3) aggregated reimbursement (net of dispensing fees) and the
number of unts reimbursed for each NDC for all States, and

(4) summai-ized the data from step 3 to obtain reimbui'sement and

utilzation totals for each of the 417 drug products.

We then calculated the average Medicaid reimbursement amount for
each of the drugs by dividig the total reimbursement foi- the product
(without the dispensing fee) by the total number of unts i-eimbursed.

Determining AMPs for Drugs Subject to Federal Upper Limits,
We obtained thid-quarter 2004 AM data from CMS. We matched the
AM data with the Medicaid utilzation data to verif that all products
on which the compai-isons would be made had actualy been reimbursed
by Medicaid. We determined that 4,526 NDCs that were subject to
Federal upper lits appeared on both the AMP fie and Medicaid

utilzation fies that quarter.

Federal regulations requie that the prices on which Federal upper liit

amounts are based be for therapeuticaly equivalent (A-rated) products
in common pa"ckage sizes. Therefore, we removed from the analysis any

NDCs that represented drug products that were not A-rated. At this
point, we removed another drug from the analysis because the drug did
not have any A-rated versions with thid-quarter 2004 utization. For

the 416 remaing drug products, we determined the most common

package size listed in the compendia. We removed from our analysis
any NDCs that did not match this package size. We then determined
the minium, average, and maxium AMPs for.the remainig NDCs
for each of the 416 drug products. We did not verif that the AMs
reported to OMS were correct.
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ilPPENDIX-A
Comparing Federal Upper Limit Amounts to AMPs.
We compared thid-quarter Z004 Federal upper limit amounts to the
thid-quarter Z004 AMs. We fist ensured that the unit (i.e., tablet,
gram, etc.) upon wilch the Federal upper liit was based equaled the
unt amount upon wilchAM was based. For one product, the unt
diered signcantly and we could not readiy determine an appropriate

90nversion factor. This drug product was removed from the analysis,
leavig 415 products in our review.

We calculated the percentage dierence between the Federal upper
liit amount and the minimum, average, and maxium AMP for each
of the 415 drug pmducts. We then calculated an overall percentage
dierence weighted by Medicaid reimbursement. We wil not report the
actual dollar dierences between the Fedeml upper liit amounts and
AMPs for individual drug products due to confdentiality issues.

Estimating Potential Savings.
To determie the potential savings of using AMPs rather than
published prices to set Federal upper liit amounts, we:

(1) multiplied the minimum and average AMPs for the 415 drugs on
the Federal upper liit list by 150 percent (consistent with

current reguatiON.

(Z) subtracted 150 percent of the minum and average AMPs from

the average Medicaid reimbursement amount in the thid quarter

óf Z004, and 13

(3) multiplied" the diference calculated in step Z by the .number of

units of the drug product reimbursed during the time period.

Tils evaluation was conducted in .accordance with the "Quality
Standards for Inspections" issued by the President's Council for
Integrty and Effciency and the Executive Council for Integrity and
Effciency.

13 In caÍculating potential savings, we used average Medicaid reimbursement amounts

rather than Federal upper liit amounts. Because of State maximum allowable cost

programs, some States may reimburse substantially less than the Federal upper limit
amount for certan drugs. Therefore, using Federal upper liit amounts in our

calculations would tend to exaggerate potential savings. Using average Medicaid
reimbursement amounts provides a much more accurat.e estiate ofthe potential

savings.
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. APPEND x B

Comments from the Centers for Medicare & Medicaid Services

/..-..~, '.
( lt DEPARTMENT OF 

HEALTH "HUMAN SERVICES',, ~ .
. '.".

Coniors IOTModlaire & Modld SOJ\iC1l

Adriiiiistriilor
Wa.hlriOlOn, DC 20201

DATE, JUN 2 i 2D05

TO, Daniel R. Levinson
ACling Inspcctor Genernl

Mark B. McClellan, M.D., Ph.DJlJl¡l1
Administrator Ifrv I
Centers for Medicare & Medicaid Services

FROM,

SUB.JCT, 010 Driifi Report: "Compari:¡oIJ of Mndicaid Federal Upper Limlr

Amounts to AVllrage Mamifacliwcr Prices," (OEJ.OJ.OS.OOI 10);

"Medicaid Drug Prfce ComparIson: Average Sales Price to Avl!rage
Wholesale Price. "(DEl 03.05-00200); Dnd

"Medicaid Drug Price ComparÎ.fon: Average U(JIUlaC!lirer Price /0
Ai'el'oge WJiofC:iQ/e Price," (OEI-OS-OS-Q0240)

Thank you for the opportunity to review and comment on the Offce oflnspector
General's (010) draft reports eiiiitlcd "Compal'son of Medicaid Federal Upper Limit
Awoimrs toAI'erage Manufacturer Pricas, or- "Medicaid Drug Prit:e Comparison:
A\ierage Sales Price roAverage Wlio/esafe Price," and "Medicaid Drug Price
Compàiison: Averago Mauujãr;/liw Pf¡r;e fa Average' Wholesale p,.ice." The firsl DIG
report addresses how prices for drugs set under tlc Medicaid Federnl Upper Limit (rUL)
program compare 10 reported average manuf¡¡ctur~r prices (AMP), and estimates
potential savings if FUL amounls were based on reported AMPs. The latterhvQ reports
eoinpiire how prices ihat most states currenlly usc to scI Medicwd reimburscme-ni,
average wholcsiile price (AWP), and wholesale acquisiiion ¡;ost (WAC), compaTe to
!'iiliutorily defined prices biised On actual soles trnnsnctions, i.c., average sales price
(ASP) nnd AMP.

The OIG reports mnke eleDr thut the currenl payment rules reulL in overpaynienis for
.drugs and emphnsize the need for reform. The President's 2006 bud gel proposes to solw
ihis problem by the usc ofavernge sales priccs (ASP) so Mcdic.iid dl'ug prices wil reflect
nelual costs.

OIG Recommendntion
'CMS should work with Congress 10 sci Medicnid drug reimbursement umouiits thiit more
closely approximßte pharmacy acquisition cos\.

DE I. OJ. 05.0011 0 CDMPARIS.OH OF FEDERAL UPPER LIMIT AMounrs TO AVERAGE MIINUFACTURER PRIr;ES 16

Case 3:09-cv-05174-BHS     Document 2-6      Filed 03/30/2009     Page 79 of 82



APPEND x B

Page 2 - Daniel R. Levinson

eMS Response
We concur with the DIG thor 1I1C Congres need!! to address drug prices paid by Mediaiid
to more closely relate Medicaid reimbursement 10 actual transaction prices.

F~derai regulation (42 CFR 447.332) requires the FUL amount to be ¡50 percent orthe
published price for the leas! costly ih~rapeutic equivalent using data from óii nvailabJc
ßiiiional compendia. The FUL sysiem selects ihe lowest price of A WP. WAC, or direct
price (OP), as reported by the nAlionnl compendiii to Ilrrivc at the PUL price.

SLa~cs reimburse pbiinaCies for single saUTee drugs at the lower ofEslimiited

Acquisition Cost (EAC), or the phamUlcy's usual lind customary charge (UeC) to the
general publi.c. EAC is based on ihe slate's reimbursement formula. generally A WP
minus n percenuige or WAC plus a pcrci:ninge.

Neither A WP nor \V AC is related to the markei price of drugs. Raiher, they are priees
based on, reports by manufaciurers. Mamifaelurcrs often report inflated prices in order 10
increase the plofii for pharmacies nnd, thereby, encourage pharmacies 10 dispense their
product. Slnte Medicaid Agencies need informiition on market prices in order to set
appropriiiic paymeni roles. The President has proposed in the liseol year 2006 budget 10

require drug miinuliicturcrs to report ASP for drugs and to cap Federal mulching for dnig
expenditures, in the aggregate, to ASP pI us 6 percen!.

OlG Findings
Overall, FUL prices were five times higher Ihnn the average AMPs for generic drug
products iiiihe third quarier of2004. rfMedicnid based rUi; amounts on 150 percent of
!Jie average AMP instead ofthc compendia prices, the progrom could have saved nn
esiimiiied $161 million in lhe third qua~cr of2004.

For the comparison of AMP to compeiidiR price, AMP is substantially lower 111l1n both
A WP and WAC for 011 Niitional Omg Codes (NDCs) reviewed. The meàion price
comparison for iill cvaluated drugs was ihot AllP is equal to A WP - 59 percent lind AMP
is cqualio WAC. 25 Pcrcent. Generic drugs cxhibitcd Inc Inrgest differences between
AMP and the list prices - The medinn price comparson for generic drugs wis AMP is
equal 10 A WP . 70 percent and AMP is equal to WAC - 40 percent. States' median .

AWl based eslimated acquisition cost-is AWP -12 Percent; Statcs' mcdian WAC baml
estimated Rcquisition cost is WAC plus 8.5 percent. .

For the comparison of ASP 10 compendiii price, ASP is substantially lower ihan A \VP
and WAC for all NDCs reviewed. For 2,077 NDes with ASP and A WP dDlß, ASP is

equiilio AWP - 49 percent. The diffcrence between ASp. and A WP was greiiles( for
generic drugs. For J ,152 generic NDCs, ASP is çqualio AWP - 68 PercenL
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APPEND x 8

a E 1.03-05-0 0 11 0

Pnge ) - Daniel R. Levinson

eMS Response/Conclusion
These report provide additionnl supportive evidence that when published compendia
prices arc used as 0 basis for Medicaid drug reimbursement, Medicaid payment greiiily
exceeds oclual acquisition cost. Legislation would be needed (0 didine II price that
manufacturers muet report thai can be used as a bnsis for st:ilc Medicaid agencies 10 set
phcincy payment.

In the fiscnJ year 2006 budget, the President proposed 10 require drug manuracturers to
report the ASP for each drug,and 10 Clp Federal payment ot an aggregate level to ASP
plus 6 percent. As long as slulcs must rely on prices that are not based on tre prices paid
to manulacturers, stales have no mciins to sel appropriate payment amounts. Currnt
WACs and A WPs ¡¡rc greaUy inflated iid this innation is encouraged by selling
Medicaid payment in reliiiion 10 ihese inflated prices. Requiring manufacturers 10 reporl
Lrue prices wid to limit Medicaid payment to a reasonable amount n.bovc these prices will
eliminafe the opporLunily for manuli:ctuTCrs and phnnniicies to gain Ihrough the reporting
ofinflntcd prices, yield substimlinl sliile nnd Federal government savings, and retain
nexibilty for slates 10 set prices for inl!h'iduBI dnigs ilS ihey nnd iipproprinie within the
overall cop.

Prior "to 2005, Medicare also used A WP as the btÌsis for Part ß dnig reimbursement.
However, numerous studies by the DIG Dnd the Governent Accountabilty Ortce,

(GAO), indieOled thai Medicare's reimbursemenl raIl' was significanUy higher than the
prices thal drug manufacturers nnd wholesalers aelually charged physicians ond suppliers
who purchased these drugs. ConsequenUy, Uie Medicae Prescription Drug,
Improvement, and ModemiZ!lion Act 0(2003 (MMA) changed the basis of
reimbursement for prceripiion drugs from A WP to ASP, Congress should now enuet
similar legislation fo ensiie lhnl Medicaid pnyment tor drugs is relnted 10 actual prices
paid by phamiaeies.

....- ._' ,.., .~."".
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