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Attached is our final management advisory report on the effectiveness of the

Health Care Financing Administration’s (HCFA) procedures to implement the

Medicaid drug rebate provisions contained in the Omnibus Budget Reconciliation

Act of 1990. This review identified weaknesses in  controls over the

implementation of the rebate program.


The HCFA receives, from manufacturers, pricing information that includes the

average manufacturers price (AMP) and best price. From this information, a unit

rebate amount  for each drug is computed and furnished to the States for

their use in calculating the rebate due from a particular drug manufacturer. Our

review identified 200 different drug codes in 3 States involving 22 different drug

manufacturers where errors in the AMP, base AMP, and best price resulted in

the  being overstated. At least nine States,  multiplying the  times

their utilization data to determine the amount of rebates due from the

manufacturers, compared the drug rebate amounts to their paid claims file and

found that the rebate amounts were dramatically overstated compared to the

actual drugs dispensed. Although 33 States expressed concern to us about the

accuracy of the  furnished by HCFA, they still billed the drug

manufacturers. Eleven States, at the time of our review, had not billed any drug

manufacturers for rebates.


The HCFA has primary responsibility for the implementation of the rebate

program. In our opinion, HCFA needs to establish controls and perform

adequate analyses to confirm the accuracy of the pricing information supplied by

the drug manufacturers. Pricing errors must be monitored and corrected, where
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appropriate, by HCFA before  are supplied to the States. The HCFA also 
needs to monitor the timeliness of the rebates through the States and assure 
that the States are billing the manufacturers timely. 

We are recommending that HCFA establish the necessary systems edits and 
program controls that will help provide assurance that pricing data supplied to 
the States is accurate and timely. We are also recommending that HCFA 
consider imposing civil monetary penalties on those manufacturers that continue 
to provide inaccurate pricing information. In its response to our draft report, 
HCFA agreed with our recommendations to establish the necessary systems 
edits and program controls. The HCFA also will consider imposing civil 
monetary penalties on those manufacturers who knowingly submit incorrect data. 

Please advise us, within 60 days, on actions taken or planned on our 
recommendations. If you have any questions, please call me or have your staff 
contact George M. Reeb, Assistant Inspector General for Health Care Financing 
Audits at  646-7104. Copies of this report are being sent to other interested 
top Department officials. 

Attachment 
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This final management advisory report is to provide you with the results of our

review on the effectiveness of procedures established by the Health Care

Financing Administration (HCFA) to implement the Medicaid drug rebate

provisions contained in the Omnibus Budget Reconciliation Act of 1990

(OBRA ‘90). Our review identified weaknesses in  controls over the

implementation of the rebate program.


The HCFA receives, from manufacturers, pricing information that includes the

average manufacturers price (AMP)‘, base  and, for single-source and

innovator multiple-source drugs, the best  From this information, a unit

rebate amount (URA) for each drug is

computed and furnished to the States

for their use in calculating the rebate

due from a particular drug

manufacturer. Our review identified

200 different drug codes in 3 States

involving 22 different drug


‘The average price paid to a manufacturer by retail pharmacies or by wholesalers for 
drugs distributed to the retail pharmacy class of trade. 

 AMP is computed, as of October  1990, from the average unit price paid to 
manufacturers during the July  1990 through September 30, 1990 calendar quarter. The base 
AMP for new drugs marketed after October 1, 1990 means the AMP for the first day of the first full 
month in which the drug was marketed. 

 price for single-source drugs or innovator multiple-source drugs is the lowest price 
available from the manufacturer to any wholesaler, retailer, nonprofit entity, or U. S. governmental 
entity. 



Page 2 - William 

manufacturers where errors in the AMP, base AMP, and best price resulted in the 
 being overstated. At least nine States, after multiplying the  times their 

utilization data to determine the amount of rebates due from the manufacturers, 
compared the drug rebate amounts to their paid claims file and found that the 
rebate amounts were dramatically overstated compared to the actual drugs 
dispensed. Although 33 States expressed concern to us about the accuracy of 
the  furnished by HCFA, they still billed the drug manufacturers. Eleven 
States, at the time of our review, had not billed any drug manufacturers for 
rebates. 

The HCFA has primary responsibility for the implementation of the Medicaid drug 
rebate program. In our opinion, HCFA needs to establish controls and perform 
adequate analyses to confirm the accuracy of the pricing information supplied by 
the drug manufacturers. Pricing errors must be monitored and corrected, where 
appropriate, by HCFA before  are supplied to the States. The HCFA also 
needs to monitor the timeliness of the rebates through the States and assure that 
the States are billing the manufacturers timely. 

We are recommending that HCFA establish the necessary systems edits and 
program controls that will help provide assurance that pricing data supplied to the 
States is accurate and timely. We are also recommending that HCFA consider 
imposing civil monetary penalties (CMP) on those manufacturers that continue to 
provide inaccurate pricing information. 

In its response to our draft report, HCFA agreed with our recommendations for 
establishing systems edits and program controls to assure that pricing data 
supplied to the States is accurate and timely. The HCFA will also only consider 
imposing  for those manufacturers which knowingly supply incorrect data. 
See pages 10 and 11 of this report for our complete analysis of HCFA’s 
comments. The text of HCFA’s response is included as an attachment to this 
report. 

BACKGROUND The Congress enacted section 4401 of  ‘90 
to allow States to receive rebates for drug 
purchases. Under  ‘90, for payment to be 

made for Medicaid-covered outpatient drugs, a manufacturer must enter into a 
rebate agreement with the Department of Health and Human Services (acting for 
the States). A total of 407 manufacturers have entered into agreements to provide 
the State agencies with quarterly rebates in order to participate in the Medicaid 
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program. In return, States will pay for all of the manufacturers’ covered outpatient 
drugs used by their Medicaid recipients. The rebate program was implemented, 
effective January 1, 1991. 

The manufacturers are required to furnish HCFA with drug pricing information for 
all their covered outpatient drugs within 30 days after the end of each calendar 
quarter. This pricing information identifies the drug product by: 

0	 National Drug Code (NDC), an 11 digit number maintained by the Food 
and Drug Administration (FDA) that identifies the manufacturer, product or 
formulation, and package size for each drug; 

0	 quarterly AMP, the average unit price paid by wholesalers in the States for 
the manufacturer’s drugs distributed to the retail pharmacy class of trade 
during the calendar quarter of the rebate; and 

0	 quarterly best price, the lowest price at which a manufacturer sold the 
single-source and innovator multiple-source drugs’ to any purchaser in the 
United States in any pricing structure for that calendar quarter. 

During the first calendar quarter of the rebate program and when a new drug is 
marketed, manufacturers are also required to suppty base AMP data. The base 
AMP, as of October  1990, is computed from the average unit price paid to 
manufacturers during the July  1990 through September 30, 1990 calendar 
quarter. The base AMP for drugs marketed after October  1990 is the AMP for 
the first day of the first full month in which the drug was marketed. 

The HCFA uses the manufacturers’ information to calculate the  for each drug 
code and furnishes the unit data to the States. The States, in turn, multiply the 

 times the total dosage units (tablets, capsules, ounces, etc.) dispensed for 
each Medicaid drug product and bill the manufacturers for the resultant rebate. 

 States must submit billing information to the manufacturers within 60 days 
after the end of each calendar quarter. The manufacturers then have 30 days to 
make rebate payments to the States. 

 drug’ is defined by  ‘90, section 1927, to mean a covered outpatient 
drug which is produced or distributed under an original new  application approved by FDA, 
including a drug product marketed by any cross-licensed producer or distributor operating under 
the new drug application. ‘Innovator mufti-source drug’ is defined to mean a multiple-source 
drug that initially was marketed under an original new drug application approved by FDA. 
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The States were originally required to provide utilization data to the manufacturers 
by May 30, 1991. The HCFA extended that date to July 30, 1991. The HCFA also 
gave the States the option of billing the drug manufacturers by using the 
supplied by HCFA or by simply providing utilization data to the manufacturers 
without actually preparing a billing. 

The  ‘90 legislation includes penalty provisions for manufacturers, 
wholesalers, or direct sellers that provide false information on drug pricing or fail 
to provide the information timely. Under the provisions of the rebate agreements 
signed by the manufacturers, if the manufacturer knowingly provides false 
information, HCFA may impose  on a manufacturer up to $100,000 for each 
violation and a CMP for the manufacturer’s failure to provide timely information on 
AMP, best price, and base data AMP. The amount of the penalty is increased by 
$10,000 for each day in which such information has not been provided. 

 HCFA is required to implement the Medicaid drug rebate program and 
monitor the timeliness of the rebate payments through the States. If the 
manufacturer believes the State’s drug invoice information is not correct, it can 
deny payment for the amount in dispute. After the dispute is resolved, the 
balance due plus a reasonable rate of interest, must be paid. 

The HCFA has strengthened its implementation procedures for the drug rebate 
program by issuing a series of instructions to the manufacturers and the States. 
These instructions, called Release Memorandums, deal with a number of topics 
and provide technical assistance to the rebate program participants. 

REVIEW METHODOLOGY The objective of our review was to 
determine whether the drug pricing 
information sent to the States was reliable 

and whether the States successfully met the July 30. 1991 billing deadline. The 
review did not include an evaluation of the accuracy of the drug utilization data 
submitted by the States, nor did it evaluate the timeliness of the manufacturers’ 
rebate payments to the States. 

As part of the review, we contacted 50 State Medicaid agencies representing 49 
States and the District of Columbia. One State, Arizona, is exempted from the 
Medicaid drug rebate program. Each State provided information to us on: (1) the 
rebate billings made to the manufacturers and (2) problems encountered in 
making these billings. 
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We reviewed the Medicaid drug rebate provisions of OBRA ‘90 and the standard 
rebate agreement between HCFA and the drug manufacturers. We also 
contacted HCFA personnel and reviewed correspondence related to its readiness 
and ability to implement and monitor rebate payments through the States. 
Additionally, we reviewed Medicaid drug rebate program Release Memorandums 
issued by HCFA to the States and participating drug manufacturers regarding unit 
rebate calculations. We also interviewed State officials charged with administering 
the Medicaid Prescription Drug Program. 

We obtained comparative data from nine States showing rebates billed to 
manufacturers and expenditure data from the States’ paid claims file for each drug 
code. We performed detailed analyses of three of the nine States. 

Our review was performed during August 1991 with the data representing 
conditions, as of August 28, 1991. 

RESULTS OF REVIEW Our review identified two areas for which 
improvements are needed in 
implementation of the rebate program. 

First, some manufacturers provided erroneous AMP and best price data to HCFA. 
The HCFA then used that data to calculate  that were subsequently sent to 
the States to use in billing the manufacturers. The HCFA did not, in our opinion, 
perform adequate systems edits to identify aberrant pricing errors and as a result, 
States’ billings to manufacturers have been overstated. Second, 11 States, at the 
time of our review, had not billed the manufacturers for rebates, even though the 
deadline for providing the information was July  1991. Two of these States did 
not know when they would provide the manufacturers with billing information. The 
HCFA needs to monitor the timeliness of the States’ billings to manufacturers to 
assure that the Medicaid drug program is receiving program revenue as well as 
interest that would be earned on the revenue. 

UNIT REBATE TAPES SUPPLIED 
BY HCFA WERE INCORRECT 

Thirty-three States expressed concern about the accuracy of the  provided 
by HCFA. Upon receiving the AMP and best price information from the 
manufacturers, HCFA calculated  for each drug product. Data tapes 
showing the  were then transmitted to the States. Upon receipt, at least nine 
States applied the  to their utilization data for each drug and found that the 
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rebates due from the manufacturers were greater, for some drugs, than the total 
amount the States reimbursed all pharmacists for the drugs. 

We identified 200 different drug codes in 3 States involving 22 different drug 
manufacturers where the  resulted in billings to the manufacturers which 
were greater than the amount these States paid for the drugs. One State 
provided us with billing information for one manufacturer that showed it owed the 
State a rebate of $170,267. Information in the State’s paid claims file showed that 
it only paid $2,477 for all of that manufacturer’s drugs. 

We examined pricing information provided to us by three States and found 
instances where the amount of the specific rebate was dramatically overstated 
compared to the actual Medicaid payment for the drug dispensed. For example, 
our review showed instances where the rebate amount was as much as 400 times 
the amount the States reimbursed the pharmacists for the drugs. The following 
are examples of comparisons made by the States of Louisiana, Rhode Island, and 
Vermont. 
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We compared  to published retail  per unit and found that if 
HCFA had established procedures to edit manufacturers’ AMP, base AMP, and 
best price, it could have identified and possibly prevented pricing errors. 
Manufacturers provided this erroneous data to HCFA for its calculation of 
As a  there were significant errors in the  For example, HCFA 
calculated the  for one drug to be $33.50 per capsule when the published 
retail price per unit for that drug was $2.50. 

The objective of our review was to obtain an early indication of whether the drug 
rebate program was being implemented adequately. Although we have yet to 
analyze all the associated causes with the early problems in calculating the 
rebates, some States speculate that the cause of these incorrect rebate amounts 
was the method used in calculating the unit sizes. The  ‘90, as implemented 
by HCFA, required that the rebate amount be determined on the lowest possible 
unit size, for example, on tablets rather than on a container size. If the drug 
manufacturers provided rebate information, based on a unit size different from 
what State agencies used, the resulting rebate calculations could be considerably 
over or understated. 

The HCFA recognized in its Release Memorandum No. 2, dated August 9, 1991, 
that some manufacturers were having  with package sizes where the 
smallest dispensable number of units was a package size holding more than one 

 retail prices per the 1991 Drua  Red Book. 
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tablet, ounce, gram, etc. The HCFA stated that for these unit types, where the 
NDC is for a package size holding more than one tablet, etc., and the pharmacist 
is expected to dispense the entire container, the unit would be the package size 
instead of the smallest dispensable unit. 

 the issuance of Release Memorandum No. 2, we believe that HCFA has 
taken a step in the right direction. However, we also believe that HCFA needs to 
establish edits and controls in its system that will identify and allow further review 
of aberrant pricing information supplied by the manufacturers. 

The HCFA should also require and set a time frame for the drug manufacturers to 
resubmit corrected data for previously reported inaccurate pricing information. 
Additionally, as the resubmitted pricing information is analyzed, HCFA should 
identify those manufacturers which continue to provide inaccurate data and, if 
warranted, institute CMP authorities on them for providing inaccurate or untimely 
data. By its Release Memorandum No. 1, dated June 28,  HCFA provided 
each manufacturer with a copy of the drug information it had received from them, 
and requested that they review the data to ensure its accuracy so that it could be 
provided to the States for billing purposes. Based upon the number of problems 
that have since been identified with this data, it is evident that the manufacturers 
have not taken timely action on  request and, as a result, inaccurate data 
has been provided to the States. 

STATES EXPERIENCE PROBLEMS IN 
BILLING DRUG MANUFACTURERS 

Our review showed that the States were experiencing problems in providing billing 
information to drug manufacturers for rebates. During the  period ending 
August 13, 1991, we contacted 49 States and the District of Columbia to 
determine whether they had provided drug manufacturers with billing information. 
Through their responses, we found that 17 States had not provided billing 
information to the manufacturers. The deadline for submission of rebate invoices 
by States to drug manufacturers was extended by HCFA from May 30, 1991 to 
July 30, 1991. 

On August 28, 1991, we followed-up with the 17 States who had not previously 
provided drug manufacturers with billing information and found that 11 States still 
had not sent in rebate information. The following table summarizes the 11 States’ 
billing status and their related problems. 
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The above table shows that two States did not know when their billing information 
would be completed, and three States planned to provide their first quarter billing 
information as late as October  even though the information was required no 
later than July 30, 1991. The table also shows that seven States have not 
provided billing information because of their own systems problems, and four 
States have not provided billing information because of reported problems with 
the  data supplied by HCFA. In discussions with HCFA on October 23, 1991, 
we were informed that nine States still had not billed manufacturers for rebates. 

We believe HCFA should monitor the status of States’ billings on a continuous 
basis in order to assure that the billing information is provided to drug 
manufacturers within the required time frames. During our review, through 
discussions with HCFA officials, we noted that HCFA did not actually know how 
many States had provided billing information to the manufacturers. 

CONCLUSIONS AND In our opinion, HCFA needs 
to improve its controls over 
the accuracy of  data 

and the timeliness of the rebate billing process. Because gross errors exist in the 
 supplied by HCFA to the States, disputes between the States and the 

manufacturers will no doubt become a serious detriment to the implementation of 
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the rebate program. Also, the Medicaid drug program is being deprived of 
program revenue as well as interest that would be earned on the revenue due to 
delays in receiving the rebates from the manufacturers. We, therefore, 
recommend that HCFA: 

0	 Establish a system of edits that will identify and allow further review of 
aberrant pricing information supplied by the manufacturers. 

0	 Require the drug manufacturers to resubmit corrected data for the first 
calendar quarter of 1991. As the drug submission data is analyzed, identify 
manufacturers that continue to provide incorrect pricing data and institute 
CMP authorities. 

0	 Monitor the status of States’ quarterly billings to manufacturers in order to 
assure that they are completed within required time frames. 

HCFA’S COMMENTS 

in its response dated February 18, 1992, HCFA stated that our recommendations 
indicated misunderstandings of how the rebate program operates, what problems 
exist, and how to correct perceived problems. 

However, HCFA then proceeded to agree with our recommendations for: 

0	 establishing a system of edits for identifying and allowing further review of 
aberrant pricing information supplied by the manufacturers, 

0	 requiring the drug manufacturers to resubmit corrected pricing data for the 
first quarter of 1991, and 

0	 monitoring the status of States’ quarterly billings to manufacturers in order 
to assure that they are completed within required time frames. 

Additionally, HCFA believed that we recommended that  be automatically 
initiated against drug manufacturers who continue to provide incorrect data. The 
HCFA responded that it will consider imposing a CMP when it is decided that a 
manufacturer knowingly supplies incorrect data, but that  will not be 
automatically initiated against manufacturers. 
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OIG RESPONSE 

The HCFA basically agreed with our specific recommendations. Accordingly, we

do not understand the basis for its statement that our recommendations indicate

our misunderstandings of how the rebate program operates. We have had

several briefings with HCFA officials to apprise them of our current and future

audit efforts and we will continue to do so. And, we welcome any input HCFA

would like to provide.


 HCFA implied in its response that the majority of the aberrant prices identified

in this report were the fault of one large company which marketed drug products

under five different labeler codes. The HCFA also stated that afthough our

recommendations are based on first quarter data, we used second quarter pricing

information. This is not true. We analyzed data obtained from a number of States

representing 23 manufacturers (labelers) and cited examples in this report

representing  different labelers. These labelers were not owned by one large

company and are not the five different labelers cited in  response.

Additionally, ail data cited in this report related to the first quarter of 1991.

We will share this information with HCFA under separate cover from this report.


Regarding the imposition of  we did not intend to imply that such penalties

be imposed automatically when manufacturers provide incorrect pricing data. We

agree that HCFA should consider imposing  only when manufacturers

knowinnly” provide false information.


We are continuing our reviews on issues involving the implementation of the

Medicaid drug rebate program. We will report further to you on the results of

these reviews.



