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Notices 

THIS REPORT IS AVAILABLE TO THE PUBLIC 
at http://oig.hhs.gov/ 

In accordance with the principles of the Freedom of Information Act, 5 U.S.C. 552, as 
amended by Public Law 104-231, Office of Inspector General, Office of Audit Services, 
reports are made available to members of the public to the extent information contained 

therein is not subject to exemptions in the Act. (See 45 CFR Part 5.) 

OAS FINDINGS AND OPINIONS 

The designation of financial or management practices as questionable or a 
recommendation for the disallowance of costs incurred or claimed as well as other 

conclusions and recommendations in this report represent the findings and opinions of the 
HHS/OIG/OAS. Authorized officials of the awarding agency will make final determination 

on these matters. 
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Dear Ms. Yeager: 


This final report provides you with the results of an Office of Inspector General, Office of Audit 

Services’ review entitled, Audit of the Medicaid Drug Rebate Program in the State of North 

Carolina.
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A drug manufacturer is required to enter into, and have in effect, a rebate agreement with CMS 
in order to have its products covered under the Medicaid program. After a rebate agreement is 
signed, the manufacturer is required to submit a listing to CMS of all covered outpatient drugs, 
and to report its average manufacturer price and best price information for each covered 
outpatient drug to CMS. Approximately 520 pharmaceutical companies participate in the 
program. 

The CMS provides the unit rebate amount (URA) information to the state agency on a quarterly 
computer tape. However, the CMS tape may contain a $0 URA if the pricing information was 
not provided timely, or if the pricing information has a 50 percent variance from the previous 
quarter. In instances of $0 URAs, the state agency is instructed to invoice the units and the 
manufacturer should pay the rebate based on the manufacturer’s information. In addition, the 
manufacturers often change the URA, based on updated pricing information, and submit this 
information to the state agency in the Prior Quarter Adjustment Statement (PQAS). 

Each state agency is required to maintain the number of units dispensed, by manufacturer, for 
each covered drug. Approximately 56,000 National Drug Codes (NDC) are available under the 
program. Each state agency multiplies the URA by the drug utilization for each drug to 
determine the actual rebate amounts due from the manufacturer. The CMS requires each state 
agency to provide drug utilization data to the manufacturer. 

The manufacturer has 38 days from the day a state agency sends an invoice to pay the rebate. 
The manufacturer submits to the state agency, by NDC, a Reconciliation of State Invoice (ROSI) 
that details the current quarter’s payment. A manufacturer can dispute utilization data that it 
believes is erroneous, but the manufacturer is required to pay the undisputed portion by the due 
date. If the manufacturer and the state agency cannot in good faith resolve the discrepancy, the 
manufacturer must provide written notification to the state agency by the due date. If the state 
agency and the manufacturer are not able to resolve the discrepancy within 60 days, the state 
agency must make a hearing mechanism available to the manufacturer under the Medicaid 
program, in order to resolve the dispute. 

Each state agency reports, on a quarterly basis, outpatient drug expenditures and rebate 
collections on the Form CMS 64.9R. This report is part of the Form CMS 64 report, which 
summarizes actual Medicaid expenditures for each quarter and is used by CMS to reimburse the 
federal share of these expenditures. 

The DMA administers the Medicaid program in the State of North Carolina. The DMA reported to 
CMS approximately $81.6 million in Medicaid drug rebates from drug manufacturers during the 1-
year period ending June 30, 2002. The DMA also reported uncollected drug rebates of $18,680,825 
as of June 30, 2002, but only $3,887,146 of the uncollected receivables were outstanding over 90 
days. 
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The DMA contracts with its Medicaid fiscal intermediary, EDS, to perform the daily operations 
of the drug rebate program, including billings, collections, accounting, and dispute resolutions. 
Employees in other departments of the State Controller’s Office separately perform the functions 
of transferring funds, posting payments to the general ledger, and preparing the Form CMS 64 
reports. 

OBJECTIVE, SCOPE, AND METHODOLOGY 

Objective 

The objective of our audit was to evaluate whether the DMA had established adequate 
accountability and internal controls over the Medicaid drug rebate program. 

Scope 

Our audit was performed in accordance with generally accepted government auditing standards. 
We reviewed DMA and EDS’ policies, procedures, and controls with regard to manufacturer’s 
drug rebates for the period ending June 30, 2002. Our review of internal controls was limited to 
the controls concerning drug rebate billings, collections, and dispute resolutions. This was 
accomplished through interviews and testing pertaining exclusively to the drug rebate program. 
We limited the scope of our review of internal controls because our audit objectives did not 
require a full assessment or understanding of the DMA and EDS internal control structure. 

Methodology 

To accomplish our audit objectives, we obtained the state’s Medicaid Drug Rebate Schedule 
(Form CMS 64.9R) for the 1-year period ending June 30, 2002 and reviewed supporting 
documentation to assess the reliability of the outpatient drug rebates information reported to 
CMS. We reviewed accounts receivable and subsidiary records and compared the information 
with the data presented in the Form CMS 64.9R report. We interviewed DMA, EDS, and the 
State Controllers’ Office staff who performed functions related to the drug rebate program to 
determine existing policies, procedures, and controls as of June 30, 2002. 

Fieldwork was performed at the DMA, EDS, and the State Controller’s Offices in Raleigh, North 
Carolina and at our field office in Miami, Florida from January through March 2003. 
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internal controls in place to ensure that manufacturers are billed each quarter, that the bills are 
maintained as a basis for collections, and that rebates and interest due for late rebate payments 
are timely recorded and reconciled with accounting records. We determined that subsidiary 
records, at the manufacturers7 level, included reconciliation of payments with the ROSI and the 
PQAS and that the information was recorded at the NDC levels. Also, invoices to manufacturers 
included the drug utilization units for $0 URAs and interest on late payments, which were 
verified and recorded upon receipt. 

As a result, it appears that the DMA, through EDS, is able to actively pursue outstanding 
receivables from drug manufacturers. On their Form CMS 64.9R, as of June 30,2002, the DMA 
reported to CMS approximately $8 1.6 million in Medicaid drug rebates from drug manufacturers 
and $18.6 million in uncollected rebates. However, of the $18.6 million uncollected rebates, 
only about $3.9 million were rebates outstanding over 90 days. 

We discussed our results with DMA and EDS officials who indicated that CMS has no time 
limitations for URA adjustments based on manufacturers' updated pricing data. The 
manufacturers frequently request refunds on their rebates as far back as 199 1. In their opinion, it 
is in the manufacturers' best interest to devote considerable resources to URA adjustments. 
Although the state strives to research and resolve the manufacturers' disputes timely, their staff 
and resources are limited. As a result, they carry forward millions of dollars in rebates 
outstanding over 90 days. Also, the state's budgetary constraints preclude them from 
participating in the national dispute resolution conferences organized by CMS. 

RECOMMENDATION 

Because of the nature of our findings, we are not addressing recommendations to the state. 

Sincerely, 

gional Inspector General - 
for Audit Services, Region IV 

Enclosure 



APPENDIX 






This report was prepared under the direction of Charles J. Curtis, Regional Inspector General for 
Audit Services, Region IV. Other principal Office of Audit Services staff who contributed 
include: 

Mary Ann Moreno, Audit Manager 
Lourdes Puntonet, Senior Auditor 
Lynn Stevens, Auditor 

For information or copies of this report, please contact the Office of Inspector General's Public 
Affairs office at (202) 619-1343. 
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