Subject

To

DEPARTMENT OF HEALTH & HUM AN SERVICES Office of Inspector General

Memorandum

Juo 15 2003

Regional Inspector General for Audit Services

Audit Report — REVIEW OF THE DISTRICT OF COLUMBIA'S MEDICAID DRUG
REBATE PROGRAM (Report Number A-03-03-00205)

Sonia A. Madison
Regional Administrator
Centersfor Medicare and Medicaid Services

Attached are two copies of the U. S. Department of Health and Human Services (HHYS),
Office of Inspector General's report entitled "' Review of the District of Columbia's
Medicaid Drug Rebate Program.”™ Thisreview was self-initiated and the audit objective
was to evaluate whether the District of Columbia's Medical Assistance Administration
had established adequate accountability and internal controls over the Medicaid drug
rebate program. Should you have any questions or comments concerning the matters
commented on in thisreport, please contact me or have your staff contact Eugene Berti,
Audit Manager at 215-861-4474.

To facilitate identification, please refer to Report Number A-03-03-00205 in all

correspondencerelating to this report.

Stephen Virbitsky

Attachment
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OFFICE OF AUDIT SERVICES
150 S. INDEPENDENCE MALL WEST
SUITE 316
PHILADELPHIA, PENNSYLVANIA 19106-3499

JuL 15 208

Report Number: A-03-03-00205

Wanda Tucker, Interim Senior Deputy Director
Medical Assistance Administration

825 North Capitol Street, NE

Suite 5135

Washington, DC 20002

Dear Ms. Tucker:

Enclosed are two copies of the U.S. Department of Health and Human Services (HHS),
Officeof Inspector General's report entitled " Review of the District of Columbia's
Medicaid Drug Rebate Program.” Thisreview was self-initiated and the audit objective
wasto evaluate whether the District of Columbia's Medical Assistance Administration
had established adequate accountability and internal controlsover the Medicaid drug
rebate program. Should you have any questionsor comments concerning the matters
commented on in this report, please direct them to the HHS official named below.

In accordance with the principlesof the Freedom of InformationAct, 5 U.S.C. 552, as
amended by Public Law 104-231, Office of Inspector General's reportsissued to the
Department's grantees and contractors are made availableto members of the press and
general public to the extent information contained thereinis not subject to exemptionsin
the Act which the Department choosesto exercise (see 45 CFR Part 5).
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To facilitateidentification, pleaserefer to Report Number A-03-03-00205in all
correspondencerelating to thisreport.

Sincerely yours,

b L etr—=

Stephen Virbitsky
Regional Inspector General
for Audit Services

Enclosure

Direct Reply to HHS Action Official:

Ms. SoniaMadison

Regional Administrator

Centersfor Medicareand Medicaid Services, Region 11
Public Ledger Building, Suite 216

150S. IndependenceMall West

Philadel phia, PA 19106-3499
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Office of I nspector General
http://oig.hhs.gov

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

Office of Audit Services

The OIG's Officeof Audit Services (OAS) providesdl auditing servicesfor 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 contractorsin
carrying out their respectiveresponsibilities and are intended to provideindependent
assessmentsof HHS programs and operationsin order to reduce waste, abuse, and
mismanagement and to promote economy and efficiency throughout the department.

Office of Evaluation and I nspections

The OIG's Office of Evaluation and Inspections (OEI) conducts short-term management and
program eval uations(called inspections) that focus on issues of concern to the department,
the Congress, and the public. The findingsand recommendationscontained in the
Inspections reports generate rapid, accurate, and up-to-date information on the efficiency,
vulnerability, and effectivenessof departmental programs.

Office of I nvestigations

The OIG's Office of Investigations (Ol) conductscriminal, civil, and administrative
investigations of allegationsof wrongdoing in HHS programsor to HHS beneficiariesand of
unjust enrichment by providers. Theinvestigative efforts of (Ol) lead to criminal convictions,
administrative sanctions, or civil monetary penalties. The (Ol) also oversees state Medicaid
fraud control units, which investigate and prosecute fraud and patient abusein the Medicaid
program.

Officeof Counsel tothelnspector General

The Office of Counsdl to the Inspector Genera (OCIG) provides general legal servicesto
OIG, rendering advice and opinionson HHS programsand operationsand providingall legal
support in OlG'sinternal operations. The OCIG imposes program exclusionsand civil
monetary penaltieson health care providers and litigatesthose actions within the department.
The OCIG aso representsOIG in the global settlement of casesarising under the Civil False
Claims Act, devel opsand monitors corporate integrity agreements, develops model
compliance plans, rendersadvisory opinions on Ol G sanctions to the health care community,
and issues fraud aerts and other industry guidance.




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's reports are made
available to members of the public to the extent the information is not subject to

exemptionsin the act. (See 45 CFR Part5.)

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 HHSIOIG. Authorized officials of the HHS divisions will make final

determination on these matters.
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C DEPARTMENT OF HEALTH & HUMAN SERVICES

%"«,., OFFICE OF INSPECTOR GENERAL

OFFICE OF AUDIT SERVICES
150 S. INDEPENDENCE MALL WEST

SUITE 316
PHILADELPHIA,PENNSYLVANIA 19106-3499

JuL 15 2003

Wanda Tucker, Interim Senior Deputy Director
Medical Assistance Administration

825 North Capitol Street, NE

Suite 5135

Washington, DC 20002

Dear Ms. Tucker:

Thisfinal report presents the results of the Office of Inspector General, Office of Audit
Services REVIEW OF THE DISTRICT OF COLUMBIA'S MEDICAID DRUG
REBATE PROGRAM.

The audit objective was to evaluate whether the District of Columbia's (the District)
Medical Assistance Administration (MAA) had established adequate accountability and
internal controls over the Medicaid drug rebate program.

FINDINGS

Generally, MAA had established adequate accountability and internal controls over the
Medicaid drug rebate program using Affiliated Computer Services (ACS), asitsfiscal
agent. However, we found that the:

Fiscal Year 2002 CMS 64.9R reportswere not accurate and included incomplete
data; and

e endorsement stamp used by ACS on drug rebate checks was too generic and did
not providefor proper security over the checks.
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RECOMMENDATIONS

We recommend that MAA:

e accurately report outstanding rebates receivable and rebates collected, and include
rebatesinvoiced and adjustments on the CM S 64.9R; and

* include on the endorsement stamp either the District's name or the District's bank

account number to ensure greater security of drug rebate checks on behalf of the
District.

In awritten response to the draft report dated July 3,2003, MAA provided comments to
the draft report. Their complete responseisincluded in Appendix A. MAA concurred
with our findings and identified actions taken to resolve the findings.

BACKGROUND

On November 5, 1990, Congress enacted The Omnibus Budget Reconciliation Act of
1990 legislation, which among other provisions established the Medicaid drug rebate
program. Responsibility for the rebate program is shared among drug manufacturer(s),
the Centersfor Medicare and Medicaid Services (CMS), and the state(s). Thelegidation
was effective January 1, 1991. CMS also issued rel ease memorandums to State agencies
and manufacturersthroughout the history of the rebate program to give guidance on
numerousissues related to the Medicaid drug rebate program.

A drug manufacturer isrequired to enter into, and havein effect, arebate agreement with
CMSin order to haveits products covered under the Medicaid program. After arebate
agreement is signed, the manufacturer is required to submit alisting to CMS of all
covered outpatient drugs, and to report its average manufacturer price and the best price
for each covered outpatient drug to CMS. Approximately 520 pharmaceutical companies
participatein the program.

CMS provides the unit rebate amount (URA) information to the State Agency on a
guarterly computer tape. However, CM Stape may contain a$0 URA if the pricing
information was not provided timely or if the pricing information has a 50 percent
variancefrom the previous quarter. Ininstancesof $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.

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

The manufacturer has 38 days from the day a State Agency sends an invoice to pay the
rebate to avoid interest. The manufacturerssubmit to the State Agency a Reconciliation
of State Invoice that details the current quarter's payment by NDC. A manufacturer can
dispute utilization data that it believesis 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 avail able under the Medicaid program to the
manufacturer in order to resolve the dispute.

Each State Agency isrequired to report, on aquarterly basis, outpatient drug
expenditures and rebate collections on Forms CM S 64 Medicaid Program Expenditure
Report and CMS 64.9R. CMS 64.9R is part of the Form CM S 64 report that summarizes
actual Medicaid expenditures for each quarter and is used by CM S to reimburse the
federal share of these expenditures. MAA reported to CM S average collections of $2.8
million per quarter during the 1-year period ended June 30,2002. MAA reported $4.1
million in outstanding disputes as of June 30,2002. MAA and ACS personnel expressed
concerns that some manufacturers continue to change URAs on drugs back to 1991.
Currently thereis no time limit for these changes. To resolve thisissue, MAA and ACS
suggest that CM S limit the amount of time a manufacturer can change the URA rates to
12 quarters, or use a 12-month rolling average for the unit rebate amount.

Prior to April 2002, MAA was completely responsible for administering the Medicaid
drug rebate program. However, ACS signed a 5-year contract with MAA to handle all
aspects of the drug rebate program from billing, collection, reconciliation and dispute
resolution from April 1, 2002 forward. MAA aso hired First Health Services
Corporation (FHSC) to resolve disputes that pre-date the ACS contract.

OBJECTIVE, SCOPE AND METHODOLOGY
Objectives

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

Scope

Although the drug rebate program was established in January 1991, we concentrated our
review on the current policies, procedures and controls of MAA as of June 30,2002,
except for some procedures that were dated after June 30,2002. This was necessary
because prior to MAA contracting with ACS, the drug rebate program was administered
by MAA under its own procedures.
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In addition to contracting with ACS to administer the drug rebate program, the District
contracted with FHSC to resolve all outstanding disputes that pre-date the beginning of
the ACS contract. ACS isresponsiblefor resolving disputesoccurring during its contract
with the District.

We also reviewed the drug rebate sectionsof MAA's CMS 64 and CM S 64.9R for the
fiscal year ending June 30,2002. For the accountsreceivableand disputed drug rebates,
we reviewed various reports (i.e., check, batch total and disputed amounts reports)
generated by ACS.

Methodology
To accomplish our objectiveswe:

(1) obtained and reviewed criteriafor the drug rebate program including Federal
regulationsand CM S Program Releases,

(2) obtained and reviewed MAA's, ACS and FHSC written procedures and
program reports,

(3) interviewed MAA and ACS employeesto gain an understanding of the
program,

(4) reviewed step-by-step ACS drug rebate process, including awalk through of
the drug rebate billing and collection quarterly cycle,

(5) obtained and examined outstanding, uncollected, aged drug rebates for the
quarter ending June 30,2002, and

(6) obtained and examined the CMS 64, CM S 64.9R, and supporting
documentationfor the quarter ending June 30,2002 asiit related to the drug rebate
program.

Theaudit did not require an evaluationof MAA's entireinternal control system. Instead,
we evaluated only those controlsthat relateto MAA's accumulationof drug rebate
billing and collection procedures and the reporting of drug rebate paymentsto CMS.

Fieldwork was performed & MAA's officesin Washington, D.C. The fieldwork was
conducted during February 2003 and continued in the Office of Audit Services
Philadel phiaregional office through April 2003.

Our audit was performed in accordance with generally accepted government auditing
standards.
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FINDINGSAND RECOMMENDATIONS

Generaly, MAA had established adequate accountability and internal controls over the
Medicaid drug rebate program. However, we found that the (1) Fiscal Year 2002 CMS
64.9R reportswere not accurate and included incompletedata; and (2) the endorsement
stamp used by ACS on drug rebate checkswas too generic and did not provide for proper
security over the checks.

MAA'S DRUG REBATE PROGRAM

Since April 1,2002, MAA has used afiscal agent, ACS to administer its drug rebate
program. ACS performsthe billing, collections, account reconciliation, and dispute
resolution functions. ACS reportsrebate collectionto MAA on adaily basis. MAA
depositsthe rebate checks daily and reportsquarterly to CMS. In our opinion, ACS had
adequate billing, account receivablesand dispute resol ution controlsin place.

MAA's CMS 64.9R Report Contained Inaccurate and Incomplete Data

TheFisca Year 2002 CM S 64.9R reportswere not accurate and included incomplete
data. MAA reported the same outstanding balance ($4,129,033) each quarter of the fiscal
year ending June 30,2002. The $4.1 million represented disputes FHSC was tasked with
resolving. MAA reported rebates received during the quarter on line 5(b) of the CMS
64.9R. MAA also reported this same amount on line 2(b) of the CMS 64.9R to zero out
the balance at the end of the quarter.

MAA did not allocate reported rebate information to the proper quarter. Technically,
prior quarter rebate activity such as paymentsand receivablesshould be alocated to the
quartersin which the transactionsoriginated. CMS 64.9R provides space to report the
current quarter, the last 3 quartersand acumulative column for all other prior quarters
receivables.

Finally, the MAA did not report the amount invoiced, corrections, adjustments or
disputes not paid during the quarter. In the narrative section of the CM S 64.9Rsfor fisca
year ending June 30,2002, MAA noted that, **Invoice information was not available at
the time of submission. It will be provided as soon as possible.” However, the
subsequent CM S 64.9Rsdid not contain the information. As aresult, MAA was not
providing CM S with accurateinformation regardingit drug rebate program.

Accordingto an MAA official, the main reasonsthe CM S 64.9Rswere not completed
accurately and completely were the lack of personnel and time. The official also
commented that the addition of ACS and FHSC has helped greatly in administering the
drug rebate program.
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Cash Receipt Controls

The endorsement stamp used to restrict deposits on incoming drug rebate checksis a
generic" For Deposit Only™ stamp that does not contain any District information, and
thereforeis not as restrictive and secure as possible.

After ACS collectsthe checks from its lockbox, or from Federal Express, they enter the
checksinto the system, photocopy them, and then place the endorsement on the back of
each check. ACS sealsthe checksin an envelope, and then has a courier pick up and
deliver the endorsed check to MAA for deposit.

Although the overall accountsreceivableprocedures are adequate, we believe a
restrictive endorsement including either the District's name or the District's bank account
number should be placed on the checks sent for deposit. In our opinion, thischange
would help to better secure incoming rebate checks received from the drug
manufacturers.

RECOMMENDATIONS
Werecommendthat MAA:

e accurately report outstanding rebates receivables and rebates collected, and
include rebatesinvoiced and adjustmentson the CM S 64.9R; and

e include on the endorsement stamp either the District's name or the District's bank
account number to ensure greater security of drug rebate checks on behalf of the
District.

District of Columbia's Responseand OIG Comments

MAA responded to our draft report in aletter dated July 3,2003. Initsresponse, MAA
officialsconcurred with our findings. MAA's response and our comments on each
finding are summarized below. MAA's responseisincluded in its entirety as
Appendix A.

MAA agreesthe FY 2002 CMS 64.9R reportswere not accurate and included incomplete
data. MAA hastaken action to provide accurateinformation on the CMS 64.9R report by
(1) conducting dispute resol ution with historical manufacturer payments and (2)
reconciling current adjustmentsand posting the resultsto the current quarter of the CMS
64.9R.
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MAA concurs with our recommendation to includea" For Deposit Only'* stamp with
D.C. Government identified asthe agency. At the last step, when the Finance and Audit
team prepares the 64.9R for submission, the specific bank account number will be
identified and entered on the stamp, as this number can change.

OIG Comment

The OIG believe that the corrective actions proposed by MAA, when implemented,
should address the audit findings.
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GOVERNMENT OF THE DISTRICT OF COLUMBIA

DEPARTMENTOFHEALTH
* % k
]
]
Senior Deputy Director -
for Health Care Finance JuL =3 2003

Stephen Virbitsky

Regional Inspector General for Audit Services
Officeof Inspector General

150 S. IndependenceMall West

Suite 316

Philadel phia, PA 19106-3499

RE: Report Number A-03-03-00205
Dear Mr. Virbitsky:

The Medical Assistance Administration (MAA) is inreceipt of your draft report evauating
whether MAA has established adequate accountabilityand internal controlsover theMedicaid
drug rebate program. Please find our responseto each of your recommendationsbel ow.

Accurately report outstanding rebatesreceivablesand rebates collected, and include
rebatesinvoiced and adjustmentson the CM S 64.9R

MAA concurswith your findings, and we have taken the necessary stepsto accurately reflect
the adjustments on the 64.9R. By conductingdisputeresolutionwith historical

manufacturer payments, aswell as continuing to reconcilecurrent adjustmentsand posting
these resol utionsto the correct quarter, ongoing correct adjustmentsto the 64.9r are

reflected.

Include on the endor sement stamp either the District'snameor the District's bank account
number to ensuregreater security of drug rebatechecks on behalf of the Digtrict.

MAA concurswith your findingsand we have purchased a**For Deposit Only"* stamp
with D.C Government identified asthe agency. At thelast step, when our Financeand
Audit team preparesthe 64.9R for subinission, the specific bank accéunt number will be -
identified and entered on the stamp, asthisnumber can change.  ~~ ™~ [i 'm seEIVIE

825 North Capitol Street, N.E., Suite 5135, Washington, D.C. 20002 (202) 442-5988 FAX: (202) 442-4790
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Stephen Virbitsky
July 3,2003
Page2

If you have any questions or need additional information, pleasecontact DonnaBovell, Acting
Chief, Office of Quality Assurance, MAA, on (202) 442-9078.

El\cerely, Q .
enliof uclo_
WandaR. Tucker

Interim Senior DeputyDirector
Medical Assistance Administration

Cc: DonnaBovell
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