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Section IlI: Other Accompanying
Information

This section contains the HHS Inspector General’s summary of the most
significant management and performance challenges facing the Department, the
Department’s response to the Inspector General’s assessment, HHS’ detailed
Improper Payments Information Act of 2002 Report, and Other Financial
Information.

FY 2007 Top Management and Performance Challenges
Identified by the Office of the Inspector General

Management Issue 1: Oversight of Medicare Part D

Management Challenge:

The Medicare Prescription Drug, Improvement, and Modernization Act of 2003
(MMA) (Public Law 108-173) established a Medicare outpatient prescription
drug benefit, known as Medicare Part D, which took effect on January 1, 2006.
This voluntary benefit is available to all 43 million Medicare beneficiaries.
According to the “2007 Annual Report of the Boards of Trustees of the Federal
Hospital Insurance and Federal Supplementary Medical Insurance Trust Funds,”
during 20086, the first year of the benefit, expenditures totaled more than

$47 billion. According to the Centers for Medicare & Medicaid Services
(CMS), as of January 2007, nearly 24 million beneficiaries were enrolled in
Part D and an additional 7 million beneficiaries were enrolled in retiree drug coverage plans that receive the Retiree Drug
Subsidy (RDS). The magnitude of expenditures and impact of this benefit on beneficiaries, from both health and financial
perspectives, make it critical that Medicare Part D operates efficiently and effectively and is protected from fraud and
abuse.

The structure and operation of the Part D benefit contain features that present significant management challenges. Part
D coverage is provided by private entities, known as drug plan sponsors, that contract with CMS to provide Part D
drug plans. Qualified employer-sponsored plans may also receive a subsidy, the RDS, to maintain drug coverage for the
Medicare beneficiaries. Within the Department, CMS bears primary responsibility for implementing and administering
Part D. However, administration of Medicare Part D depends upon extensive coordination and information sharing
among Federal and State Government agencies, drug plan sponsors, contractors, health care providers, and third party
payers.

Payments to drug plan sponsors based on bids, risk adjustments, and reconciliations add to the complexities and
challenges of the benefit. Medicare pays plans prospectively based on sponsors’ bids, which are submitted and approved
prior to the plan year. Subsequently, Medicare reconciles payments to plans through a multi-stage process that begins

6 months after the conclusion of the plan year.
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Based on our analysis of preliminary reconciliation amounts, OIG estimated that Part D sponsors owe Medicare a net
total of $4.4 billion for 2006. Eighty percent of sponsors owe money to Medicare, whereas 20 percent of sponsors will
receive money from Medicare. The majority of the funds’ that sponsors owe are profits that they must repay to Medicare
as a result of risk-sharing requirements. CMS does not currently have mechanisms in place to collect these funds or

to adjust prospective payments prior to reconciliation. As a result, sponsors have had the use of over $4 billion owed

to Medicare for a significant length of time. Additionally, sponsors’ overestimates of their costs also resulted in higher
beneficiary premiums; however, beneficiaries do not directly recoup any money paid in higher premiums.

During the coverage year, the relative financial responsibilities of Medicare, drug plan sponsors, and beneficiaries vary
through four distinct phases (deductible, initial coverage period, coverage gap, and catastrophic coverage), depending
on the beneficiaries’ total drug costs and true out-of-pocket (TrOOP) spending at a given time. Drug plan sponsors are
responsible for tracking enrollees’ TrOOP, the out-of-pocket costs that count toward the catastrophic coverage threshold.
Accurate tracking of TrOOP is essential to ensuring that each party pays the appropriate share of drug costs.

CMS and drug plan sponsors share responsibility for protecting the Part D program from fraud, waste, and abuse. CMS
is responsible for oversight and implementation of safeguards to protect the integrity of the Part D benefit. In an initial
review, OIG found that as of October 2006, CMS’s safeguard activities needed further development and application. For
example, neither CMS nor the one Medicare Drug Integrity Contractor (MEDIC) that was operating as of October 2006
had conducted any significant data analysis for fraud detection purposes. CMS relied largely on complaints to identify
fraud and abuse, but OIG found that not all complaints were investigated timely. OIG also identified impediments to
CMS’s effective oversight of drug plan sponsors’ financial reporting, Part D marketing, and utilization management.

Part D plan sponsors are required to implement compliance plans that include comprehensive plans to detect, correct, and
prevent fraud, waste, and abuse. OIG found that as of January 2006, all prescription drug plan sponsors had compliance
plans in place but that few sponsors met all of CMS’s requirements for compliance plans. Further, most sponsors’
compliance plans did not address all of CMS’s recommendations regarding fraud detection, correction, and prevention.
In addition, sponsors’ compliance plans contained only the broad outlines of a fraud and abuse plan and did not include
details or describe specific processes. OIG is conducting follow-up work focused on sponsors’ detection and reporting of
fraud and abuse.

Several additional OIG reviews of Part D are under way. Some examples include reviews of plan bids and CMS’s bid
review process, point-of-sale drug prices, potential duplicate payments for drugs, States’ contributions to the costs for
coverage of dual eligibles, RDS payments for employer-sponsored coverage, tracking beneficiaries’ TrOOP costs, and
drug plan marketing materials. OIG is also involved in a number of investigations related to Medicare Part D. These
cases involve potential wrongdoing committed by a variety of actors, including marketing agents, drug plan sponsors,
and pharmacists.

Assessment of Progress in Addressing the Challenge:

CMS has demonstrated progress in protecting Medicare Part D from fraud and abuse, but further implementation of
safeguards is needed. OIG identified six major types of Part D safeguard activities that CMS is planning or implementing,
including (1) the complaint process, (2) data monitoring, (3) financial audits, (4) monitoring compliance of drug plan
sponsors, (5) oversight of drug plan sponsors’ efforts to reduce fraud and abuse, and (6) education and guidance. CMS

is in various stages of implementation with respect to each of these safeguards. For example, the complaint process
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has been in place since November 2005, but the first financial audits are not expected to begin until January 2008.
Data-monitoring efforts have been slow to materialize, but CMS has taken some promising steps. For example, CMS has
entered into a contract to develop a centralized data repository, known as One Program Integrity System Integrator (One
P1). This database is intended to warehouse Medicare prescription drug data as well as data on inpatient care, physician
services, and other services provided under Medicare Parts A and B and Medicaid. When developed, One Pl is expected
to offer powerful data analysis and fraud detection tools.

In its comments on OIG’s report on CMS’s implementation of safeguards during FY 2006, CMS reported several
advances since the beginning of 2007. These include continued progress towards commencing the financial audits by
the end of CY 2007, commencement of routine PDP compliance audits in February 2007, improvement in processing
complaints timely, and release of four new chapters of the Prescription Drug Benefit Manual.

Although many of the Part D safeguard activities are to be conducted by MEDICs, for most of 2006, CMS had contracted
with only one functioning MEDIC. In September 2006, three regional MEDICs and a data-focused MEDIC were
awarded contracts, with operations scheduled to begin December 2006. The MEDICs have had challenges in obtaining
complete Part D claims data to carry out these integrity activities. CMS reported to OIG that its top priority is to increase
the MEDICs’ access to Part D data and that additional funding will support the MEDICs’ access to data and allow the
MEDICs to provide additional analysis and thus sustain fraud, waste, and abuse prevention activities.

In response to OIG’s report on reconciliation amounts owed, CMS stated that it believes that the variance between
prospective and reconciled payments will markedly decrease over time as actual program data becomes available to
CMS and drug plan sponsors. CMS also concurred with OIG’s recommendation that the data collected from the 2006 and
subsequent plan years be used in the review of future bid submissions.

Management Issue 2: Integrity of Medicare Payments
Management Challenge:

The size and scope of the Medicare program place it at high risk for payment errors. In fiscal year (FY) 2006, Medicare
benefit payments totaled about $382 billion for services provided to approximately 43 million beneficiaries. To ensure
both the solvency of the Trust Fund and beneficiaries’ continued access to quality services, correct and appropriate
payments must be made for properly rendered services.

From FY 1996 through FY 2002, OIG developed and reported on the annual Medicare fee-for-service paid claims

error rate. In FY 2003, CMS assumed responsibility for developing the error rate. In its 2006 financial report, CMS
reported a gross paid claims error rate (overpayments plus underpayments) of 4.4 percent ($10.8 billion) for the fiscal
year. However, OIG’s FY 2006 financial statement audit reported internal control weaknesses in managed care and the
prescription drug benefit program and the lack of an integrated general ledger accounting system within CMS. Further,
OIG audits continue to show that Medicare has serious internal control weaknesses in its financial systems and processes.

Targeted audits and evaluations by OIG also continue to identify significant improper payments and problems in

specific parts of the program. These reviews have revealed payments for unallowable services, improper coding, and
other types of improper payments. For example, OIG identified $1.1 billion in improper payments for services billed
as consultations, $718 million in improper payments for Part B mental health services, an estimated $402 million in
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improper payments for ambulance transports, and $377.9 million in inaccurate hospital wage data that impact future
Medicare payments. In additional reviews, OIG found $72.4 million in improper payments to hospitals that incorrectly
coded claims as discharges to home rather than transfers to post-acute care facilities. OIG also identified $71.5 million in
improper payments to independent diagnostic testing facilities for services that were not reasonable and necessary, were
not sufficiently documented, or were performed without the knowledge of treating physicians.

OIG has also consistently found that the Medicare durable medical equipment, prosthetics, orthotics, and supplies
(DMEPOQS) benefit is vulnerable to fraud and abuse. For example from 2002 to 2006, OIG excluded from the Medicare
and Medicaid programs 121 DMEPOS companies and 457 individuals associated with DMEPOS. During this same
period, OIG’s investigations resulted in 289 successful criminal prosecutions of DMEPOS suppliers and 76 civil
settlements or judgments were imposed. Together these criminal convictions and civil adjudications resulted in more than
$796 million in restitution, fines, and penalties.

In other work, OIG has identified weaknesses in the DMEPQOS enrollment process and CMS’s oversight of infusion
claims that make Medicare vulnerable to fraudulent billing practices for these services. In a 2007 report, OIG found

that 31 percent of DMEPOS suppliers in three South Florida counties (Miami-Dade, Broward, and Palm Beach) did not
maintain physical facilities or were not open and staffed, contrary to Medicare participation guidelines. The guidelines
are intended to ensure that only qualified suppliers are enrolled in the Medicare program. In a separate review, OIG
determined that in the second half of 2006, the claims originating in the same three Florida counties constituted 50
percent of the submitted charges and 37 percent of the amount Medicare paid for services on behalf of beneficiaries with
HIV/AIDS. These counties also accounted for 79 percent of the amount submitted to Medicare nationally for drug claims
involving HIV/AIDS patients. However, only 10 percent of Medicare beneficiaries with HIV/AIDS lived in these three
counties. Other metropolitan areas exhibited patterns of aberrant billing similar to those in South Florida, but to a lesser
extent.

Additionally, in a 2007 report, OIG reviewed Part B claims for beneficiaries who were in Part A-covered skilled
nursing facility stays for which the Part B services are reimbursed as part of the Part A payment. For calendar years
(CY) 1999-2002, before the Common Working File edits were fully operational, OIG found that Medicare Part B
made $100.8 million in potential overpayments to suppliers of DMEPOS on behalf of beneficiaries in Part A-covered
skilled nursing facility stays. For CY 2003, after the edits were fully operational, OIG identified potential DMEPOS
overpayments of $15.4 million and estimated that durable medical equipment regional carriers had not recovered
approximately 69 percent ($11.2 million) of these overpayments.

To help combat DMEPOS fraud, OIG, in conjunction with the U.S. Attorney’s Office for the Southern District of Florida,
the Federal Bureau of Investigation, and the Department of Justice (DOJ) launched a health care initiative designed to
identify suspicious suppliers and review questionable financial activities. Since its inception in September 2006, the
initiative has recovered more than $10 million from nominee account holders who agreed to turn over the funds in the
bank accounts when confronted by law enforcement officials. In most cases, the nominee account holders stated that they
had no operational control of the businesses and had only lent their names in return for remuneration.

Assessment of Progress in Addressing the Challenge:

The FY 2006 gross paid claims error rate of 4.4 percent reported by CMS is 0.8 percentage points lower than the
5.2 percent error rate it reported the previous year. CMS has demonstrated continued vigilance in monitoring the error
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rate and is developing appropriate corrective action plans. For example, CMS has worked with the health care provider
community to clarify reimbursement rules and to impress upon providers the importance of fully documented services.
CMS also has taken a number of steps to improve compliance with Medicare coverage and reimbursement requirements
to curb inappropriate payments. These steps include increasing and refining one-on-one educational contacts with
providers and working with contractors to assist providers in submitting sufficient documentation to support billed
services.

CMS received an unqualified opinion on its FY 2006 financial statements. However, the material weakness related to
Medicare electronic data processing and the reportable conditions related to managed care and prescription drug payment
cycles, taken together, represent substantial noncompliance with the Federal financial management system requirements.
In addition, although the Healthcare Integrated General Ledger Accounting System (HIGLAS) is operational at numerous
Medicare contractors, CMS has not yet completed its implementation and, as a result, is not compliant with the U.S.
Government Standard General Ledger at the transaction level. Although CMS has also made improvements to its general
and application controls (such as access controls, application software development controls, and program change
controls), OIG’s financial statement audit identified weaknesses in application controls at Medicare contractors, at data
centers where Medicare claims are processed, at sites that maintain the “shared” application system software used in
claims processing, and at the CMS central office.

To address the potential improper payment exposure for durable medical equipment, the Secretary of the Department
of Health and Human Services (HHS) announced a 2-year effort aimed at stopping fraudulent billing to the Medicare
program and protecting beneficiaries and taxpayers. Under the initiative, CMS will implement a demonstration project
requiring DMEPQOS suppliers in South Florida and Southern California to reapply for participation in the Medicare
program to maintain their billing privileges. Those who fail to reapply within 30 days of receiving a letter from CMS;
fail to report a change in ownership or address; or fail to report having owners, partners, or managing employees who
have committed felonies within the past 10 years will have their billing privileges revoked. CMS has also recently
announced a demonstration project in South Florida focusing on infusion therapy. Under this demonstration, currently
enrolled infusion therapy clinics located in the targeted area will be required to submit new enrollment applications and
will undergo mandatory site visits.

Additionally, CMS issued a proposed rule on August 1, 2007 (72 FR 42001) that would require all DMEPOS suppliers,
except those that are Government operated, to obtain and retain surety bonds in the amount of $65,000. Under this rule,
Medicare can recover erroneous payments up to $65,000 that result from fraudulent or abusive supplier billing practices.
This requirement may also help to ensure that only legitimate DMEPOS suppliers are enrolled in the program.

Management Issue 3. Appropriateness of Medicaid and SCHIP Payments
Management Challenge:

Medicaid is a joint Federal and State program that provides medical assistance to an estimated 50 million low-income
and disabled Americans. The Federal share of the Medicaid and State Children’s Health Insurance Program (SCHIP)
expenditures in FY 2006 was approximately $185 billion. Because Medicaid and SCHIP are Federal/State matching
programs, improper payments by States lead to corresponding improper Federal payments. Identifying payment errors
and their causes in the Medicaid and SCHIP programs is particularly difficult because of the diversity of State programs
and the variation in their administrative and control systems.
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Payment Error Rates

Until recently, little was known about payment error rates in the Medicaid and SCHIP programs. This lack of information
represented a substantial vulnerability in preventing fraud, waste, and abuse. In July 2001, CMS invited States to
participate in a demonstration project to develop a Payment Accuracy Measurement (PAM) methodology for Medicaid,
i.e., a single methodology that can produce both State-specific and national-level payment error estimates. The PAM
model was later modified to comply with the requirements of the Improper Payments Information Act of 2002 which
requires heads of Federal agencies to estimate improper payments for the programs they oversee, report to Congress
annually, and submit reports on actions the agencies are taking to reduce such payments.

The PAM project has since been renamed the Payment Error Rate Measurement (PERM) program and was published in
late August 2006 as an interim final rule with comment. The final PERM rule was published on August 31, 2007

(72 FR 50490). The PERM includes the error rate processes for Medicaid and SCHIP—fee-for-service, managed care,
and eligibility. CMS is using a national contracting strategy to produce Medicaid and SCHIP managed care and fee-for-
service error rates. The PERM also sets forth the State requirements for conducting reviews and estimating payment error
rates due to errors in eligibility determinations.

To assist CMS with its development of PERM and at the request of the Office of Management and Budget (OMB), OIG
conducted audits of Medicaid and SCHIP eligibility in three States: New York, California, and Florida. These reviews
found significant eligibility errors in these programs. For the 6-month period ending June 30, 2006, approximately

$363 million (Federal share) in Medicaid payments and $67.2 million (Federal share) in SCHIP payments were made on
behalf of beneficiaries who did not meet Federal and State eligibility requirements in these three States. For the majority
of these Medicaid and SCHIP improper payments, beneficiaries were ineligible because household incomes exceeded the
threshold on the dates of service, citizenship requirements were not being met, Social Security numbers were lacking, and
spend-down requirements were not being complied with.

OIG also conducts targeted program reviews to identify vulnerabilities and inappropriate payments associated with
specific types of services. For example, in a 2007 report, OIG assessed the appropriateness of Medicaid payments for
pediatric dental services in five States and found that 31 percent of Medicaid pediatric dental services provided in those
States during 2003 did not meet State and Federal requirements, resulting in improper payments of approximately
$155 million (Federal share $96 million). OIG recommended that CMS increase efforts to ensure that States enforce
existing policies relating to the proper documentation of pediatric dental services and provide assistance to States to
promote provider compliance with documentation requirements.

In addition, ongoing and planned work includes various reviews to identify payment error vulnerabilities in the Medicaid
managed care program, to determine whether children enrolled in separate SCHIPs should be enrolled in Medicaid, and
identify potential inappropriate payments for durable medical equipment. OIG is also conducting reviews to oversee the
Medicaid and SCHIP error rate determination process.

Medicaid Prescription Drugs

CMS estimates that Medicaid expenditures for prescription drugs in 2006 totaled more than $28 billion. Although
Medicaid drug expenditures declined significantly in 2006 because of the shift of the expenditures for dual eligibles to the
new Medicare Part D program, drug spending continues to represent significant Medicaid expenditures.
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States have substantial discretion in setting reimbursement rates for drugs covered under Medicaid. In general, Federal
regulations require that each State’s reimbursement for a drug not exceed the lower of the estimated acquisition cost plus
a reasonable dispensing fee or the provider’s usual and customary charge for the drug. In addition, CMS sets Federal
upper limits (FUL) and many States have maximum allowable cost limits for multiple-source drugs (drugs with generic
equivalents) that meet specific criteria.

Although States must reasonably reimburse pharmacies for prescription drugs provided to Medicaid beneficiaries, they
often lack access to pharmacies’ actual purchase prices. Because of this lack of pricing data, States rely on estimates

to determine Medicaid reimbursement. Most States base their calculations of estimated acquisition costs on average
wholesale prices (AWP), or wholesale acquisition costs (WAC), which are published prices that States obtain through
national drug pricing compendia. AWPs are not defined by law or regulation and are not necessarily based on actual sales
transactions.

OIG has produced a body of work related to Medicaid’s pharmacy reimbursement and has consistently recommended that
Medicaid programs reimburse pharmacies for drugs based on prices that more accurately reflect pharmacies’ acquisition
costs. Earlier OIG reports demonstrated that the published AWPs used to determine Medicaid drug reimbursement
amounts generally did not reflect the prices incurred by retail pharmacies.

The DRA impacts both Medicaid prescription drug reimbursement to pharmacies and the rebates that manufacturers

are required to pay to State Medicaid programs. It changes the basis for establishing the FUL amounts from the lowest
published price (e.g. the AWP or WAC) to the lowest average manufacturer price (AMP). The DRA also requires CMS
to make AMPs available to State Medicaid programs on a monthly basis. With respect to Medicaid rebates, the DRA also
addresses issues related to rebates on clarifying the AMP, including physician-administered drugs and the treatment of
authorized generics.

OIG is continuing to address pricing of Medicaid drugs. In 2007, OIG issued a report comparing the FUL amounts based
on the new formula to estimates of pharmacies’ acquisition costs. OIG found that under the new calculation method
established by the DRA, FUL amounts are likely to decrease substantially, as intended, but OIG has concerns that, at least
initially, some of the new FUL amounts may be below pharmacy acquisition costs. OIG recommended that CMS take
steps to identify when a new FUL amount may not be representative of a drug’s acquisition cost to pharmacies.

In addition to identifying problems with pharmacy reimbursement, OIG is also concerned that State Medicaid programs
may not be receiving the proper amount of drug rebates that they are entitled to receive from drug manufacturers. The
statutory drug rebate program, which became effective in January 1991, requires drug manufacturers to pay rebates to
State Medicaid programs. Medicaid rebates are based on a formula that includes the reported AMPs. However, OIG

has found that manufacturers may not always report AMPs in a timely manner or, in some cases, may not report them
at all. Further, in a 2006 report mandated by the DRA, OIG found that manufacturers make inconsistent interpretations
regarding how to calculate the reported AMPs. OIG has recommended that CMS work to ensure that manufacturers
provide accurate and timely AMP data and provide additional clarification on how to determine reported AMPs.

OIG has also found instances in which pharmaceutical manufacturers have defrauded the Medicaid drug rebate program.
For example, in 2005, the United States entered into a civil settlement with King Pharmaceuticals, Inc., for more
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than $124 million to resolve allegations that King improperly calculated its Medicaid rebate pricing information and
underpaid rebates due to the States’ Medicaid programs. Several other major drug manufacturers have entered settlements
with the United States in which Medicaid drug rebate violations were one of several issues resolved.

Additionally, OIG has investigated a number of cases involving retail pharmacy chains that allegedly billed Medicaid for
prescription drugs that were not provided to beneficiaries. OIG and its law enforcement partners also have pursued cases
in which pharmacies switched the drugs prescribed to patients to exploit Medicaid reimbursement rules. For instance, in
November 2006, the Government entered into a $49.5 million settlement with Omnicare, Inc., a nationwide institutional
pharmacy that serves nursing home patients exclusively. The investigation found that Omnicare switched generic Zantac
tablets with capsules to avoid a FUL set by CMS and the maximum allowable cost set by State Medicaid programs for
the tablets. By these and other drug switches, Omnicare gained additional Federal and State dollars to which it was not
otherwise entitled.

Given the high Federal and State expenditures and the potential for significant savings, CMS should continue to be
attentive in its oversight of Medicaid reimbursement for prescription drugs and the Medicaid drug rebate program. In
particular, CMS should work to ensure that the cost-saving provisions in the Deficit Reduction Act (DRA) are effectively
implemented and monitored. Further, States need accurate data that reliably reflect the actual costs of drugs paid by
pharmacies and are based on pricing data that can be validated. Therefore it is essential that all manufacturers report
timely and accurate data to CMS to ensure appropriate payments are made and correct rebates are collected.

Assessment of Progress in Addressing the Challenge:
Payment Error Rates

The FY 2006 CMS “Performance and Accountability Report” (PAR) included the results of the PERM pilot. The FY
2007 report will include a preliminary national Medicaid fee-for-service error rate based on a sample of States and of
claims within those States for the first two quarters of FY 2006. The final national Medicaid fee-for-service error rate for
FY 2006 will be reported in the FY 2008 PAR, as will the national Medicaid and SCHIP fee-for-service, managed care
and eligibility error rates for FY 2007. CMS expects to be fully compliant with the Improper Payments Information Act
requirements by FY 2008.

In response to OIG audits of Medicaid and SCHIP eligibility in New York, California, and Florida, the States generally
agreed to improve their eligibility processes. The payments made on behalf of ineligible beneficiaries will be adjudicated
by CMS as part of its audit clearance process. Additionally, in response to OIG’s 2007 review of claims for Medicaid
pediatric dental services, CMS indicated that its Medicaid Integrity Group plans to work with States to enforce existing
policies related to the proper documentation for pediatric dental services as well as other Medicaid services.

Medicaid Prescription Drugs

CMS has been directed by section 6001(f) of the DRA to conduct a monthly survey of retail prices for prescription drugs.
This information is to be provided to the States monthly and compared to State payment rates annually. CMS currently
provides AMP data to State Medicaid agencies as mandated by the DRA.

On July 17, 2007, CMS published in the Federal Register a final rule with comment period (72 FR 39142) that
(1) implements the provisions of the DRA pertaining to prescription drugs under the Medicaid program, (2) adds to
existing regulations Medicaid rebate policies, and (3) solicits public comments on the FUL outlier and AMP sections of
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the rule. In accordance with the DRA, the rule includes requirements related to State plans, Federal financial participation
for drugs, and the payment for covered outpatient drugs under Medicaid.

In the final rule, CMS describes an outlier policy that precludes the lowest AMP from being used in the FUL calculation.
In the notice of proposed rulemaking, CMS proposed excluding lowest AMPs that were 70 percent less than the second-
lowest AMP. In the final rule, this threshold was decreased to 60 percent of the lowest AMP (the same threshold as in the
OIG report). In those cases in which the lowest AMP is determined to be an outlier, the second lowest AMP will be used
in the FUL calculations. CMS stated that this level will ensure that at least two drugs have AMPs at or below the FUL
amount. Further, in response to the OIG draft report analyzing the impact of the new FULs, CMS strongly disagreed with
the OIG’s findings concerning the effect of the DRA-related changes to the FUL calculation. CMS stated that adequate
reimbursement can be achieved with FULs based on AMP. In addition, CMS asserted that the analysis in the OIG is
deficient in numerous ways and such deficiencies lead to flawed results and misleading conclusions. In the final report,
the OIG responded that the data contained in the report are the best available for the timeframe, and any limitations have
marginal impact and do not change the overall findings and conclusions.

Management Issue 4: Medicaid Administration

Management Challenge:

The Federal share of Medicaid outlays in FY 2006 exceeded $180 billion. The Federal share, known as the Federal
Medicaid Assistance Percentage, is determined annually by a statutory formula based on State average per capita income
and by statute can range from 50 to 83 percent in the various State programs.

Over the past 6 years, OIG’s work has identified significant problems in State Medicaid financing arrangements involving
the use of intergovernmental transfers (IGT). Specifically, OIG found that six States inappropriately inflated the Federal
share of Medicaid by more than $3 billion by requiring providers operated by units of government, such as county-owned
nursing homes, to return Medicaid payments to State governments through IGTs. Once the payments are returned, funds
cannot be tracked, and they may be used by the States for purposes unrelated to Medicaid. This practice shifts the cost

of Medicaid to the Federal Government, contrary to Federal and State cost-sharing principles. Although this practice can
occur with any type of Medicaid payment to facilities operated by units of government, OIG identified serious problems
in Medicaid supplemental payments to public hospitals and long-term care facilities available under the upper payment
limit (UPL) rules.

In addition, OIG has identified significant Federal overpayments involving school-based health services, disproportionate
share hospital (DSH) payments, and targeted case management services. For example, OIG has consistently found that
schools have not adequately supported the claims submitted to States for school-based health services. Particularly in
New York, OIG identified significant overpayments involving speech therapy and transportation claims. From 2004
through 2006, OIG issued six reports questioning unallowable Federal funds to the New York Medicaid program totaling
more than $1 billion. Major findings included payments for services that were not sufficiently documented, services

not authorized, and services rendered by providers who did not have required qualifications. In another example, in a
2006 roll-up report, OIG found that in 9 of the 10 DSH programs reviewed, States made DSH payments that exceeded
the hospital specific limits by approximately $1.6 billion ($902 million Federal share). In another 2006 report, OIG

also identified a State Medicaid agency that claimed Federal funding totaling $86 million for unallowable targeted case
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management services. Contrary to Federal regulations, the targeted case management claims included social workers’
salary costs related to direct social services, such as child protection and welfare services.

OIG is also working closely with DOJ to investigate and pursue False Claims Act cases concerning fraudulent billing

of targeted case management and school-based health services. In a case settled in July 2007, the Federal Government
entered into an agreement with Maximus, Inc., for $42.6 million to settle allegations that Maximus caused the District

of Columbia to submit false claims for targeted case management services that were never provided. As part of

the settlement, Maximus also entered into a Corporate Integrity Agreement (CIA) with OIG that contained several
unprecedented provisions. Under the CIA, OIG will review Maximus’s contracts and require dissemination of the review
findings to Maximus’s clients.

As a result of another investigation by OIG and DOJ, the Medford School District in Oregon agreed to pay the United
States $830,000 to settle claims that, from January 1998 until December 2001, the school district improperly billed the
Medicaid program for school based health services and transportation expenses that were not properly documented,
were for services that did not qualify for school-based health services Medicaid reimbursement, or were for services that
students did not actually receive.

Assessment of Progress in Addressing the Challenge:

To curb abuses in State Medicaid financing arrangements, CMS promulgated final regulations (effective March 13 and
November 5, 2001, and May 14, 2002) that modified upper payment limit (UPL) regulations pursuant to the Benefits
Improvement and Protection Act of 2000. The rules created three aggregate UPLs: one each for private, State, and
non-State government-operated facilities. The new regulations will be gradually phased in and become fully effective
on October 1, 2008. CMS projects that these revisions will save a total of $79.3 billion in Federal Medicaid funds over
the 10-year period from 2002-2011. However, when fully implemented, these regulatory changes will limit, but not
eliminate, the risk of Medicaid monies being returned by public providers to the State and then used for non-Medicaid
purposes because the regulations do not require the provider to keep and use the enhanced funds to provide medical
services to Medicaid beneficiaries.

CMS also has been working with States to stop the inappropriate use of IGTs. CMS should continue to work to
ensure that all States eliminate the use of inappropriate IGTs involving supplemental payments made pursuant to UPL
regulations, or any other type of Medicaid payment to a provider operated by a unit of government.

In addition, in May 2007, CMS placed a Final Rule with Comment Period, CMS-2258-FC (Cost Limit for Providers
Operated by Units of Government and Provisions to Ensure the Integrity of Federal-State Financial Partnership) on
display at the Federal Register (May 29, 2007; 72 Fed.Reg. 29748) that would modify Medicaid reimbursement.
Consistent with OIG recommendations, this regulation codifies existing statutory authority that health care providers
retain the total Medicaid payments received. This change, in addition to the UPL regulatory changes, will help ensure that
Medicaid funds are used to provide necessary services to Medicaid beneficiaries. However, Public Law 110-28 prohibits
implementation of the regulation for 1 year following the date of enactment, May 25, 2007.

CMS also is working to finalize regulations to clarify policies regarding reimbursement for school-based transportation
services and administrative costs, DSH payments, and targeted case management services.
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Management Issue 5: Quality of Care
Management Challenge:

Ensuring the quality of care provided to beneficiaries of Federal health care programs continues to be a high priority of
OIG. OIG has produced a large body of work related to quality-of-care issues in a variety of settings, such as hospitals,
nursing homes, and clinical trials. OIG has also examined a variety of factors that may affect the provision of care,
including the impact of reimbursement systems on the provision of care, the effectiveness of oversight and enforcement
systems, and the adequacy of mechanisms used to screen potential health care employees. Additionally, OIG partners
with DOJ, Medicaid Fraud Control Units, and other State law enforcement offices to investigate and prosecute instances
of substandard care that led to patient harm.

To supplement or, when appropriate, substitute for CMS or State enforcement actions, OIG pursues administrative
remedies, often in conjunction with civil actions brought by DOJ. The False Claims Act, the Federal Government’s
primary civil enforcement tool for fraud, has been used successfully to address poor quality of care. These cases often
involve allegations of widespread or systemic problems that result in harm to residents of nursing facilities, such as
staffing shortages, failure to implement medical orders or services identified on the care plan, failure to ensure that
residents are protected from harm, medication errors, and the unnecessary development of facility-acquired medical
complications such as infected pressure ulcers. OIG is also developing exclusion actions against individuals and entities
whose conduct results in poor care, with particular emphasis on higher level officials of nursing facilities and chains.

To illustrate, Federal prosecutors in Missouri charged American Healthcare Management (AHM), a long-term care
facility management company, its Chief Executive Officer, and three nursing homes with criminal conspiracy and health
care fraud based on their imposition of budgetary constraints that prevented the facilities from providing adequate care to
residents. The investigation found that numerous residents suffered from dehydration and malnutrition, went for extended
periods of time without cleaning or bathing, and contracted preventable pressure sores. The corporate defendants were
convicted and fined, entered into a False Claims Act settlement requiring them to pay $1.25 million, and agreed to be
excluded from participation in Federal health care programs. The primary owner was convicted of a false statement
misdemeanor offense, was sentenced to 2 months’ incarceration, and agreed to be excluded for 20 years. Finally, in
February 2007, AHM’s former CEO was sentenced to 18 months of incarceration and fined $29,000.

OIG also negotiates quality-of-care CIAs as part of the settlement of such False Claims Act cases. In cases involving

poor quality of care, the CIA requires an outside quality-of-care monitor selected by the OIG and includes effective
enforcement remedies for breach of the CIA, such as specific performance requirements, stipulated penalties, and
exclusion. Over the last 7 years, many major nursing home chains, mid-size corporations, and individual health care
facilities have operated under CIAs with independent quality monitors. OIG currently has 10 CIAs with nursing homes
and psychiatric facilities (or chains) with independent quality monitor requirements. These 10 active quality-of-care CIAs
cover operations in about 400 long-term care and psychiatric facilities across the country. In addition to conducting these
ongoing monitoring efforts, OIG is examining the performance of nursing home chains operating under CIAs over the
past several years to evaluate the effect of those CIAs on compliance and the quality of care provided by those chains.

OIG continues to have concerns about shortcomings in program oversight and enforcement systems that may result
in insufficient identification or prevention of the delivery of substandard care in a variety of health care settings. For
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example, a 2007 OIG study assessed services provided to beneficiaries with consecutive Medicare stays involving
hospitals and skilled nursing facilities and found that 35 percent of consecutive stay sequences were associated with
quality-of-care problems and/or fragmentation of services. For this study, OIG defined fragmentation as a pattern of
unnecessary discharges or transfers across multiple stay sequences when the same levels and types of services could
have been consolidated into fewer stays. Medicare paid an estimated $4.5 billion for these fragmented or poor quality
services. Quality-of-care problems that reviewers found included medical errors, accidents, failure to treat patients in a
timely manner, inadequate monitoring and treatment of patients, inadequate care planning, and inappropriate discharges.
OIG recommended that CMS direct Quality Improvement Organizations (Q10) to monitor fragmentation and quality
of care across consecutive stay sequences and the quality of care provided during the individual stays within those
sequences, and encourage both QIOs and fiscal intermediaries to monitor the medical necessity and appropriateness of
services provided within these consecutive stay sequences.

In another 2007 report, OIG assessed CMS’s oversight of the Medicare hospice program. Currently, hospices are
assigned a lower priority for survey and certification inspections than other health care organizations. The report found
that, as of July 2005, 14 percent of hospices were past due for certification and, on average, had not been surveyed for

9 years—3 years longer than the CMS standard at that time. OIG also found that health and safety deficiencies were
cited for 46 percent of hospices surveyed, most frequently for patient care planning and quality deficiencies. OIG
recommended that CMS provide guidance to State agencies and CMS regional offices regarding analysis of existing
data to target “at-risk™ hospices for certification surveys. OIG also recommended that hospices be included in Federal
comparative surveys and annual State performance reviews and that CMS should seek legislation to establish additional
enforcement remedies for poor hospice performance. At present, CMS’s only enforcement remedy is termination of a
hospice provider from the Medicare program.

In a 2006 report, OIG reviewed the requirements for, and State oversight of, Medicaid personal care service attendants.
These attendants assist the elderly and persons with disabilities or temporary or chronic conditions with daily activities
(e.g., bathing, dressing, meal preparation). This review found substantial variation, both across States and within

States, in the requirements for these attendants and found that oversight and administration of personal care programs
were fragmented among different State agencies. OIG concluded that more consistent attendant requirements, less
fragmentation in program administration, or some level of standardization within States may make monitoring attendant
requirements less cumbersome and enhance quality assurance.

OIG is continuing to evaluate systemic issues that directly affect patient care. For example, studies are currently under
way to examine the cyclical noncompliance of home health agencies with conditions of participation, to determine the
nature and extent of hospice services provided to beneficiaries residing in nursing homes, to review the oversight of
quality of care in Federal health centers, and to assess the impact of Part D on dual-eligible nursing home residents’
receipt of prescription drugs. OIG is also undertaking a congressionally mandated review of serious medical errors,
referred to as “never events,” such as a physician performing surgery on the wrong patient.

Assessment of Progress in Addressing the Challenge:

In response to OIG’s recent report related to consecutive inpatient hospital and skilled nursing facility stays, CMS plans
to increase monitoring of quality-of-care problems associated with consecutive stays. CMS is also working with the
providers to improve care for Medicare beneficiaries regardless of where care is provided. Additionally, CMS is requiring
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the QIOs to categorize complaints to provide better data on lapses in care continuity with an emphasis on improved
documentation.

CMS noted that it has included hospices in the annual State Performance Standards System that measures State
performance in survey and certification activities. CMS is also exploring and implementing methods to become

more efficient in targeting its resources toward providers most at risk of failing to meet quality of care requirements.
Additionally, CMS plans to publish new Conditions of Participation (CoP) for hospices in 2008. The new CoPs will
establish a framework for Quality Assessment and Performance Improvement and will amend the hospice section of
the “State Operation Manual” to enable State surveyors to make more consistent decisions regarding compliance with
Medicare regulations. CMS is also considering whether to pursue establishing new enforcement remedies for poor
hospice performance. Finally, CMS indicated that greater inclusion of hospices in the validation surveys must await
additional resources.

CMS is also taking steps to improve its enforcement of nursing home quality requirements. Recognizing the need to
focus more attention on homes that historically provided poor care to residents, in January 1999, CMS implemented a
Special Focus Facility program that involved enhanced monitoring of two nursing homes in each State. In December
2004, CMS revised its Special Focus Facility program to expand the scope of the program from about 100 homes
nationwide to about 135 homes. CMS also revised the method for selecting nursing homes by reviewing 3 years’ rather
than 1 year’s worth of deficiency data to better target homes with a history of noncompliance. Additionally, CMS
strengthened its enforcement for Special Focus Facilities by requiring immediate sanctions for homes that failed to
significantly improve their performance from one survey to the next, and by requiring termination for homes with no
significant improvement after three surveys over an 18-month period. In 2004, CMS also established a voluntary program
to help nursing homes improve the quality of care provided to residents. Q1Os worked for 12 months with one to five
nursing homes with significant quality problems in 18 States to help them redesign their clinical practices.

Management Issue 6: Public Health Emergency Preparedness and Response

Management Challenge:

Recent events, such as the terrorist attacks of September 11, 2001; the 2005 Gulf Coast hurricanes; and the potential

for future public health emergencies, such as the threat of pandemic influenza, continue to underscore the importance

of having a comprehensive national public health infrastructure that is prepared to rapidly respond to public health
emergencies. OIG work in this area has focused on assessing how well HHS programs and their grantees plan for,
recognize, and respond to outside health threats; the security of HHS and grantee laboratory facilities; the management of
these grant programs and funds by the Department and grantees; and the readiness and capacity of responders at all levels
of Government to protect the public’s health. Recent OIG work has shown that, although some progress had been made,
the States and localities are still generally under prepared.

Bioterrorism Preparedness

The security of internal HHS and Department-funded laboratories, including those using select agents, and the security
of assets and materials to be used to respond to emergencies continue to be concerns of OIG. In 2002 and 2003, OIG
reviewed Departmental and external (non-Federal) laboratories for compliance with laws and regulations governing
select agents and found that many laboratories did not adequately safeguard the agents against theft or loss. Soon
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afterward, when legal requirements for the possession and use of select agents became more strict, OIG initiated audits
of non-Federal entities with select agents from November 2003 to November 2004 and found that, contrary to the revised
regulations, laboratories had problems with maintaining accurate inventory and access records, controlling access,
security planning, and other areas.

In 2006, OIG also completed a number of physical security and environmental control audits of the Strategic National
Stockpile managed by the Centers for Disease Control and Prevention (CDC) to provide ready access to drugs and
medical supplies during medical emergencies. OIG identified methods to increase the sites’ protection against theft,
tampering, destruction, or other loss. Additionally, OIG has recently commenced work at Federal laboratories with select
agents and begun two related reviews: an audit of select agent transfers and a follow-up audit on CDC’s management of
the select agent program.

As follow up to earlier work, in December 2006, OIG issued a report that determined that at the close of the CDC
Bioterrorism Program in August 2005, about $996 million, or 15.8 percent, of the program funds awarded to States and
major health departments remained unobligated. Many awardees did not fully execute their expenditure plans or submit
timely financial status reports, so CDC did not always receive the information needed to encourage the expenditure

of funds and minimize unobligated balances. Under its new Public Health Emergency Preparedness Program, which
began in August 2005, CDC strengthened its guidance and established additional oversight controls. OIG is currently
performing additional reviews of CDC’s oversight of Preparedness and Response for Bioterrorism and Public Emergency
Program Funds.

Disaster Response

Since 2005, OIG has worked with the President’s Council on Integrity and Efficiency (PCIE) Homeland Security
Roundtable and Disaster Relief Working Group, as well as with other Federal, State, and local partners, to assess the
overall effectiveness of the Department's deployment and recovery activities in response to Hurricanes Katrina and Rita.
As part of a coordinated oversight effort, OIG assessed Departmental procurements and associated management controls,
beneficiary protections, and the delivery of critical health care services. In a 2006 report, OIG reviewed the emergency
preparedness and response of a selection of nursing homes in five Gulf Coast States and found that all experienced
problems during the 2004 and 2005 hurricanes, whether evacuating or sheltering in place. OIG recommended that

CMS consider strengthening Federal certification standards for nursing home emergency plans. At the same time, OIG
reviewed the U.S. Public Health Service Commissioned Corps response to Hurricanes Katrina and Rita. In this 2007
report, OIG found that although the Corps provided valuable support to the States, more officers were needed. Many

of the officers lacked the necessary experience and effective training, and many experienced logistical difficulties in
deployment. OIG recommended improved training for officers, a streamlined travel system, and staggered deployments
for continuity of operations.

OIG also evaluated the use of Government purchase cards in support of the Department’s response operations for the
Gulf Coast hurricanes. Based on the findings of this 2007 report, OIG recommended that the Assistant Secretary for
Administration and Management (ASAM) provide additional written guidance when cards are issued to employees to
reduce the probability of misuse, deliberate or otherwise, and conduct annual training using mock scenarios to improve
purchasing approvals. To enhance controls, OIG also recommended that ASAM develop a tracking system to monitor
Government card purchases during emergency situations.
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Additionally, OIG recently issued several reports on its review of the procurement process for pharmaceuticals and other
relief-related products and services associated with the HHS response to the Gulf Coast hurricanes. OIG audited 51
contracting actions and procurements with a total value of $79.6 million and found that procurement officials generally
complied with the Federal Acquisition Regulations in awarding the contracts. OIG is reviewing CDC’s Bioterrorism
Preparedness Program and the Office of the Assistant Secretary for Preparedness and Response’s (ASPR) Hospital
Preparedness Program (formerly administered by HRSA) in the Gulf Coast States and will determine whether grantees
are spending the funds on costs that are reasonable and allowable under the terms of the grant.

OIG will continue to identify and monitor areas of critical importance to ensure that the Department is ready to
respond to future public health emergencies. For example, OIG is working in collaboration with ASPR to develop a
cross-disciplinary initiative to build upon OIG’s array of emergency preparedness and response work.

Assessment of Progress in Addressing the Challenge:

States and localities are making progress in strengthening their public health emergency preparedness programs.
However, OIG findings still demonstrate the need for significant improvements for local health departments to be fully
prepared to detect and respond to bioterrorism and, by extension, naturally occurring disasters. Federal, State, and local
health departments are striving to work cooperatively to ensure that potential bioterrorist attacks are detected early and
responded to appropriately. CDC has taken steps to improve its capacity to detect and respond to harmful agents and

to expand the availability of pharmaceuticals needed in the event of chemical, biological, or radiological attacks. Both
CDC and ASPR have updated their Public Health and Hospital Preparedness Cooperative Agreements to incorporate
stronger performance measures and clearer guidance for grant recipients. For example, recent CDC guidance now
requires States to establish electronic systems that can effectively detect and report disease outbreaks and other public
health emergencies. CDC also plans to implement automated data entry in laboratories, establish a forum for information
sharing, as well as identify additional technical resources to increase State and local capacity to respond to a potential
terrorist threat.

In the aftermath of Hurricanes Katrina and Rita in 2005, the Department placed new emphasis on preparedness outside
the realm of terrorism and adopted an “all-hazards™ approach to State and local emergency preparedness. This approach
incorporates comprehensive preparedness plans that include more definitive and accurate performance measures to
prepare stakeholders for a wide array of natural or terrorist threats on multiple scales. The Department will focus more
efforts toward monitoring preparedness at the local level, including the testing of local preparedness plans to evaluate
how governments perform when plans are put into action. The 2006 Pandemic and All-Hazards Preparedness Act
(PAHPA) provides the Department with additional authority and responsibility to carry out its mission, including the
creation of the Office of the Assistant Secretary for Preparedness and Response. The PAHPA, among other things,
authorizes the creation of a Biomedical Advanced Research and Development Authority, the transfer of the National
Disaster Medical System from the Department of Homeland Security to HHS, and the expansion of the Medical Reserve
Corps and other volunteer health professional registries.

The 2005 hurricanes underscored the need for a comprehensive Federal plan to respond quickly and effectively to a mass
public health emergency event that also requires a seamless integration with responses at the State and local levels. In
response to our 2006 nursing home emergency response and preparedness report, CMS is exploring ways to strengthen
Federal certification standards for nursing home emergency preparedness and to promote better coordination among
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Federal, State, and local emergency management entities. The Office of the Surgeon General, Office of Public Health and
Science, is implementing many of OIG’s recommendations related to the Commissioned Corps, including identifying,
rostering, training, and equipping designated response teams of Commissioned Corps officers. And, in response to OIG’s
report on the use of purchase cards in responding to the 2005 hurricanes, ASAM has issued revised guidelines to improve
the Department’s purchase card program.

Management Issue 7: Oversight of Food, Drug, and Medical Device Safety
Management Challenge:

Through the work of FDA, the Department is responsible for ensuring the safety, efficacy, and security of human and
veterinary drugs, medical devices, the Nation’s food supply, cosmetics, and products that emit radiation. FDA is also
responsible for protecting the rights, safety, and well-being of human subjects who participate in trials conducted for the
products it regulates. Through the work of NIH, the Department is responsible for acquiring knowledge that can help
prevent, diagnose, and treat disease and disability. Given these critical public health mandates, NIH and FDA must have
in place policies and programs that ensure the integrity of medical research endeavors, protect human research subjects,
provide for preapproval and postapproval monitoring of regulated medical products and treatments, and ensure the safety
of the nation’s food supply.

Over the past decade, numerous OIG evaluations and audits have consistently documented weaknesses in the
Department’s oversight system for protecting human research subjects in clinical trials associated with NIH grants

and those conducted by manufacturers seeking FDA approval for regulated products. In 2007, OIG examined FDA’s
oversight of clinical trials through its Bioresearch Monitoring (BiMo) program. This work identified vulnerabilities,
such as data limitations, that inhibit FDA’s ability to effectively manage the BiMo program. OIG also found that FDA
inspected only one percent of clinical trial sites during the FY 2000-2005 period. OIG recommended that FDA improve
its information systems and processes, establish a mechanism to provide feedback to BiMo investigators on inspection
findings, and seek legal authority to provide oversight that reflects current clinical trial practices. Looking forward,
OIG will follow up on its previous work on protections for human research subjects and oversight of clinical trials. For
example, in FY 2008, OIG will evaluate the review process for the Office of Human Research Protection (OHRP), which
is charged with oversight of all research involving human subjects that is conducted or funded by the Department. OIG
will also evaluate the use of data safety monitoring boards for clinical trials sponsored by NIH.

Recent OIG work has also identified weaknesses in FDA’s monitoring of drugs following their approval for marketing.

In 2006, OIG examined FDA’s monitoring of drug sponsors’ postmarketing study commitments and the timeliness

with which these studies are completed. This work identified several vulnerabilities that limit FDA’s ability to readily
identify whether or how timely these commitments are progressing toward completion. As a result, OIG recommended
that FDA instruct drug applicants to provide additional, meaningful information in their annual status reports about
postmarketing studies. OIG also recommended that FDA improve its management system for monitoring postmarketing
study commitments and ensure that these commitments are being monitored. In the months following the OIG report,

the Institute of Medicine issued a report that highlighted FDA’s resource limitations and lack of regulatory authority to
enforce required postmarketing studies. The challenge of monitoring a drug’s safety after its initial approval has also been
highlighted in media accounts and congressional inquiries. For example, Congress recently held hearings on an approved
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diabetes drug, Avandia, that was associated with an elevated risk of heart attacks. In FY 2008, OIG will expand its
review of FDA’s postmarketing efforts to evaluate adverse events reports for medical devices.

OIG has recently conducted other evaluations of FDA’s preapproval and postapproval oversight of drugs. In 2006, OIG
completed a review of FDA’s National Drug Code (NDC) Directory, which is intended to be a complete and accurate
listing of currently marketed prescription drug products. OIG found that the NDC Directory is neither complete nor
accurate and recommended that FDA improve guidance for industry and streamline the NDC submission and verification
processes. Further, because of concerns about a generic drug review backlog, OIG is currently evaluating FDA’s review
process for generic drugs.

Since the terrorist attacks of 2001, and emphasized by the recent cases of microbial pathogens found in spinach,
tomatoes, and peanut butter and a toxic chemical found in pet food, the security of the Nation’s food supply has also been
a great concern for the Department, as well as for public health and homeland security experts. OIG is assessing whether
food can be traced through the distribution chain and whether food facilities are complying with the new requirements.

In FY 2008, OIG also plans to review FDA’s food safety operations related to its oversight of imported food products. As
part of this study, OIG will review FDA’s food facility inspection process, FDA’s oversight of imported food, and FDA’s
procedures and activities related to 2007 recall of tainted pet food.

Assessment of Progress in Addressing the Challenge:

HHS has implemented many changes to protect human research subjects and to strengthen FDA and NIH oversight of
scientific research. Within the Office of the Secretary, OHRP coordinates closely with both NIH and FDA in carrying out
its responsibility to ensure human subject protections. In June of 2006, FDA announced a Human Subject Protection/
Bioresearch Monitoring (HSP/BIMO) initiative and formed a HSP/BIMO permanent council that is responsible for
central coordination and human subject protection. FDA also published a proposed rule in July 2004 for the creation of an
institutional review board registry. Additionally, in 2006 and 2007, FDA released several draft guidances that addressed
various bioresearch-monitoring topics. Finally, in response to OIG’s recent report on the oversight of clinical trials, FDA
indicated that it is developing an internal listing of all ongoing clinical trials as part of a broader effort to electronically
manage FDA’s regulated product information.

FDA has also contracted with Booz Allen Hamilton to assess the decisionmaking, tracking, and review process behind
requests for postmarketing study commitments (PMCs) for human drugs and biologics to develop recommendations for
improving the quality of the PMC processes. On September 27, 2007, the Food and Drug Administration Amendment Act
of 2007 (the Act) was signed into law, providing FDA with increased resources for improving its postmarketing safety
surveillance. Among other things, the Act reauthorized the prescription drug user fee program, with increased funding

for post-market safety surveillance and the review of direct-to-consumer advertising submitted by companies to FDA.
The Act also reauthorized the medical device user fee program which includes additional post-market safety checks,

and provided FDA with the authority to require label changes on drugs to reflect new safety information, and to fine
companies that do not comply with requests for additional trials after a drug reaches the market.

Recent events have demonstrated the critical need to protect the Nation’s food supply and have drawn specific attention
to the safety and security of imported food. FDA is now implementing provisions of the Public Health Security and
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Bioterrorism Preparedness and Response Act of 2002, which requires, among other things, all parties within the food
distribution chain to establish and maintain records that identify sources and recipients of food products, allows for
the detention of food under certain circumstances, requires food facility registration, and requires that the FDA receive
prior notice of food imported into the United States. In 2007, FDA announced the creation of a new position, Assistant
Commissioner for Food Protection.

Management Issue 8: Grants Management

Management Challenge:

The Department’s public health and human service agencies rely on grants and cooperative agreements to meet mission
objectives, such as providing health and social services safety nets, preventing the spread of communicable diseases,
and researching causes and treatments of diseases. In FY 2008, the Department expects to issue grants totaling $270
billion ($38 billion discretionary and $232 billion mandatory). Medicaid, which constitutes the largest portion of
mandatory grants ($204 billion in grants expected in FYY 2008), is discussed under Issues 3, 4, and 5, where its program
vulnerabilities are identified.

Grants management remains a challenge because of the very nature of a grant. A grant is financial assistance for an
approved activity with performance responsibility resting primarily on the grantee, with little or no Government
involvement in the funded activity. This expectation of minimal Government involvement is compounded by the fact that
many HHS grantees have limited experience in managing Federal funds. New, inexperienced grantees are particularly
likely to receive funding when new grant programs are created or existing programs are expanded. In addition, even
experienced grantees sometimes allegedly use grant funds for nonapproved purposes, as evidenced by recent grant-fraud-
related settlements between DOJ and several major universities.

To ensure the integrity of HHS’s grant programs, OIG will continue to examine grants management, including the
agencies’ grant selection and oversight processes, program performance and results, implementation of information
technology efforts to increase program access and operational efficiency, and accountability for Federal funds. OIG
continues to direct particular attention to vulnerabilities associated with expanded grant programs, newly funded
initiatives, and first-time Federal grantees.

Discretionary Grants

Inadequate grant oversight and monitoring continues to be a concern of OIG. In 2007, OIG issued two reports on HRSA’s
distribution and use of Ryan White Comprehensive AIDS Resources Emergency (CARE) Act funding to grantees.
Contrary to the CARE Act, HRSA did not recoup certain unobligated funds from States and reallocate them. HRSA

also authorized States to carry over unobligated funds beyond one budget period and did not use its offset authority

as provided by the Act. OIG has initiated a nationwide review of CARE Act AIDS Drugs Assistance Program funds.

The review will examine compliance with the payer of last resort provision which requires that grant funds be used for
payment only after reimbursement has been obtained from other Federal, State, or private sources.

In 2006, OIG completed a review of the Agency for Healthcare Research and Quality’s (AHRQ) monitoring of its patient
safety grants, which totaled $128 million in FY's 2001 through 2003. OIG found that although grantee performance
reports generally complied with Federal requirements, most Financial Status Reports were not received or were late and
Federal requirements for closeout were not met. OIG recommended that AHRQ require submission of interim financial
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information, establish a tracking system for Financial Status Reports, require grantees with no-cost extensions to submit
Financial Status Reports in compliance with Federal requirements, and ensure that grants awaiting closeout are closed
promptly.

HHS agencies have historically had several grants management tools at their disposal, including the Department Alert
List. Failure to use these tools increases the risk that grant funds will be used for purposes other than those intended. In
2005 and 2006, OIG completed two related reviews examining HRSA’s and CDC’s adherence to departmental policies
governing placement on and use of the Alert List. The Alert List contains the names of high-risk grantees and is used by
the Department to ensure that such grantees are known to the HHS grant-making agencies and to safeguard Department
funds. OIG found that HRSA and CDC did not consistently follow Alert List policies for placing grantees on the list and
monitoring their status. OIG also found that HRSA grants officers did not use the information on the list to make grant
decisions. OIG recommended that both HRSA and CDC develop methods to ensure that grants officers follow Alert List
policies. As of FY 2007, the HHS Office of Grants suspended the use of Department Alert List, pending a major redesign
to increase internal control over its usage and to better support post-award monitoring and oversight.

Even when grantees are providing the intended services, they may not comply with all programmatic or financial
requirements. A series of reviews of HRSA’s Ryan White HIVV/AIDS service providers completed in 2004 and 2005
indicated that the intended services were generally being provided but that certain aspects of grantee or subrecipient
operations, such as service delivery and fiscal management, could be improved. For example, a provider of emergency
housing served some clients beyond the time period established in agency guidelines, while other potential clients were
on waiting lists. OIG also identified a number of grantees that claimed costs at budgeted levels, rather than actual costs as
required by Federal cost principles.

At NIH and university grantee sites, OIG has several additional ongoing initiatives aimed at evaluating the allowability
of costs charged to NIH grants, focusing primarily on administrative and clerical costs charged to NIH grants. OIG
also plans to evaluate the extent to which the National Cancer Institute (NCI) monitors its research project grants. This
work will focus primarily on the extent to which NCI evaluates required reports, initiates actions in response to these
evaluations, and ensures grantee responsiveness to action requests to comply with regulatory requirements and grant
terms and conditions.

Mandatory Grants

Since 2002, OIG has performed reviews in 13 States that have focused on the appropriateness of Federal reimbursement
related to Foster Care and Adoption Assistance training and administrative costs and maintenance claims. These reviews
identified approximately $58 million in unallowable, improperly allocated, and unsupported costs. During FY 2007,

OIG performed reviews in three States to identify erroneous payments in the Administration for Children and Families
(ACF) Temporary Assistance for Needy Families (TANF) program, which had a FY 2006 funding level of $17.2 billion.
Preliminary results in these three States have identified substantial improper payments. In addition, during FY 2008, OIG
will perform an eight-State review to develop a nationwide improper payment rate for the TANF program.

Assessment of Progress in Addressing the Challenge:

Through the governmentwide Federal Grant Streamlining Program, the HHS grants management environment is
continually undergoing significant changes. The program is intended to implement the Federal Financial Assistance
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Management Improvement Act of 1999 (Public Law 106-107), which requires agencies to improve the effectiveness

and performance of their grant programs, simplify the grant application and reporting process, improve the delivery of
services to the public, and increase communication among entities responsible for delivering services. The initiative
requires grant officials to examine the way they do business, focusing not only on streamlining the grant process but also
on ensuring that results are achieved and that Federal funds are used appropriately for the maximum benefit of program
recipients. It is crucial that HHS agencies adequately manage and monitor their grantees’ and, to the extent possible, their
subgrantees’ program performance and require fiscal accountability through the life of the grants. A critical part of this
streamlining process involves the consistent use of departmentwide grants management policies. Over the next fiscal
year, OIG will continue to address departmentwide efforts to improve the streamlining of Federal assistance programs,
grants management, and program oversight and monitoring.

In response to OIG’s report on the Alert List, in FY 2007 the Office of Grants suspended the alert listing it maintained
pending a major redesign to increase internal control over its usage. This management decision was based in large part on
critical concerns documented by OIG. AHRQ indicated that the recommendations in OIG’s 2006 review of patient safety
grants reinforce ongoing improvements begun subsequent to the years that we reviewed or support ongoing improvement
activities. And, in response to recent OIG reviews of the TANF program, ACF indicated that it plans to use the findings
and recommendations from OIG’s review to provide technical assistance to the State grantees.

Management Issue 9: Integrity of Information Technology Systems and Infrastructure
Management Challenge:

In 2001, the President identified the development and implementation of an “interoperable health information technology
infrastructure” as a key initiative. To facilitate this, in April 2004, the President issued Executive Order 13335, which
established the position of the National Health Information Technology Coordinator (National Coordinator) and outlined
incentives for the use of health information technology (health IT). According to the order, “[t]he National Coordinator
shall, to the extent permitted by law, develop, maintain, and direct the implementation of a strategic plan to guide

the nationwide implementation of interoperable health information technology in both the public and private health

care sectors that will reduce medical errors, improve quality, and produce greater value for health care expenditures.”
The Secretary established for the National Coordinator the Office of the National Coordinator for Health Information
Technology (ONC).

In a 2007 report on State Medicaid agencies’ initiatives on health IT and health information exchange (HIE), OIG found
that almost a quarter of State Medicaid agencies have implemented health IT initiatives, and over three quarters of States
are developing similar health IT initiatives. Additionally, a number of Medicaid agencies are involved in the planning

of statewide HIE networks and are incorporating the Medicaid Information Technology Architecture (MITA) into their
health IT and HIE planning. Based on these findings, OIG recommended that CMS continue to support the goals of MITA
to help facilitate future State Medicaid health IT and HIE initiatives. OIG also recommended that CMS, in collaboration
with other Federal agencies and offices, assist State Medicaid agencies with developing privacy and security policies as
well as continue to work with ONC to ensure that State Medicaid initiatives are consistent with national goals.

Additionally, there remains a need to ensure adherence to general controls. OIG’s work indicates that the Medicare
payment errors are due more often to the input by people of incorrect information than due to computer system or
programming errors. For example, for the 7 years during which OIG produced the Medicare fee-for-service error rate,
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the overwhelming majority (more than 95 percent) of the improper payments identified were detected through medical
reviews. When these claims were submitted for payment to Medicare contractors, they contained no visible errors.
Clearly this represents a challenge to implement controls that ensure progressive improvement with respect to data
integrity.

The recent expansion of HHS programs, such as the new Medicare Part D benefit, significantly increases the
programmatic and system demands on the Department and creates new relationships or expands existing relationships
with business partners. In turn, these new or expanded relationships create the potential for new system security
exposures that have to be evaluated and, if need be, mitigated to ensure the confidentiality, integrity, and availability

of critical assets. As part of the HHS responsibility to protect critical data assets and to protect the privacy of medical
records, the Department oversees and endorses the Health Insurance Portability and Accountability Act of 1996 (HIPAA)
Privacy and Security Rules, which identify privacy standards for certain individually identifiable health information and
specify a series of administrative, technical, and physical security procedures for covered entities to use to ensure the
confidentiality of electronic protected health information. The security standards are delineated into either required or
addressable implementation specifications.

The development and expansion of Department IT systems brings new focus to additional areas of risk. For instance,
over the past several years, the importance of protecting personal data has become much more visible, as illustrated by
media attention to personal data lost by accounting firms, credit bureaus, universities, and insurance companies, and most
recently, the serious loss of data by Federal agencies. OMB has recently reemphasized Federal agency responsibilities
under the law and policies to appropriately safeguard sensitive, personally identifiable information and train Federal
employees regarding their responsibilities in this area. The OIG Federal Information Security Management Act
assessments also found that many identified security weaknesses are attributed to either an absence of a process to protect
resources or a failure to comply with an already established process.

OIG has also identified that the human factor is a critical component of an effective security program and may be
overlooked in the development of technical solutions to address weaknesses in entity wide security, access controls,
service continuity, application controls and development, and segregation of duties.

Therefore, OIG continues its efforts to monitor HHS oversight of its vital IT systems to ensure that all necessary technical
and policy measures are being taken to protect sensitive information, the systems that store that information, and the
physical or electronic transport of that information. Through planned work, OIG will place new emphasis on controls
designed to ensure the protection of personal data. OIG will also continue to review the controls that are designed to
ensure the integrity of data for numerous vital programs on which critical systems depend for the accurate payment

of billions of dollars through the Department’s many programs. OIG will also review CMS’s activities related to the
enforcement of the HIPAA Security Rule. The review will focus on an internal control assessment at CMS headquarters
as well as include vulnerability assessments at a sample of covered entities.

Assessment of Progress in Addressing the Challenge:

HHS has made progress in the security of the Department’s most critical and essential assets, both physical and cyber
based, such as laboratories, computer systems, and data communication networks. The Secure One HHS project, begun
in FY 2003 and supported through a multiyear contract, was initiated by the Department to improve IT security from
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the top down by providing security policy, procedures, and guidance to HHS agencies. The goals of this project are to
improve the overall security of the Department’s IT operations, ensure adequate departmentwide security standards,
support integration of IT security practices into all phases of HHS operations, and promote an environment in which
employee actions reflect the importance of IT security.

Additionally, as part of its efforts to encourage the development and use of health IT, on August 8, 2006, the Department
issued final regulations that establish new exceptions (71 FR 45140) under the physician self-referral law and new safe
harbors (71 FR 45110) under the anti-kickback statute involving the donation of certain electronic health IT and services.
The final rules seek to lower perceived barriers to the adoption of health IT through exceptions and safe harbors that
promote the adoption of electronic prescribing technology and interoperable electronic health record systems while
safeguarding the Federal programs and beneficiaries against undue risks of fraud and abuse. As required by the MMA,
the first exception and safe harbor establish the conditions under which hospitals and certain other health care entities
may donate to physicians and certain other recipients’ hardware, software, or IT and training services necessary and used
solely for e-prescribing. The second exception and safe harbor establish conditions under which certain entities may
donate to physicians and certain other recipients interoperable electronic health records (EHR) software, IT, and training
services necessary and used predominantly for EHRSs.

Management Issue 10: Ethics Program Oversight and Enforcement
Management Challenge:

OIG has historically been involved in oversight and enforcement of the Department's ethics program. OIG’s activities
have ranged from evaluating agency ethics programs at selected Operating Divisions (OPDIV) to determine whether
they comply with regulations issued by the Office of Government Ethics (OGE) and HHS to investigating allegations of
criminal ethics violations by current and former HHS employees. In the past, OIG oversight has primarily focused on
ethical issues related to scientific research and grants management. OIG’s efforts related to ethics issues have steadily
increased as a result of congressional hearings, Government Accountability Office (GAO) reviews, press reports,

and investigative activity. Since 2005, ethics program oversight has been acknowledged within the Department’s top
management challenges in the context of both grants management and research and regulatory oversight management
challenges.

Congress established OGE in 1978 to assist the executive branch in preventing and resolving conflicts of interest by
Government employees. In partnership with executive branch agencies, OGE fosters high ethical standards to strengthen
the public’s confidence that the Government’s business is conducted with impartiality and integrity. The Secretary of
HHS has delegated responsibility for the day-to-day administration of the ethics program to the Designated Agency
Ethics Official (DAEO). The DAEO appoints Deputy Ethics Counselors (DECs) to serve as ethics advisers in the
OPDIVs and Staff Divisions. In addition, Congress has imposed prohibitions to help ensure that Federal employees are
not compromised by conflicts of interest when performing their official duties. For example, the criminal conflicts-of-
interest statute, 18 U.S.C. § 208, prohibits employees from participating in official matters where they and certain others
(such as spouses) have a financial interest.

Although the DAEO is responsible for administering the Department’s ethics program, OIG is responsible for
enforcement of the criminal ethics statutes. Within OIG, the Special Investigations Unit (SIU) provides a central point
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for the DAEO and DEC:s to refer potential criminal violations and to discuss matters to determine whether referral is
appropriate. Federal regulations and the Department’s “General Administration Manual” require HHS employees or
supervisors to report nonfrivolous allegations of “criminal offenses” (including conflict of interest) to OIG. Allegations of
improper conduct with no criminal potential may be handled by agency management through administrative remedies.

Oversight

In late 2003, widespread press reports described apparent improprieties in the private consulting activities of some
scientists at the National Institutes of Health (NIH). OIG undertook a study of the NIH outside activity process,
culminating in a July 2005 report. This evaluation reviewed all outside activity requests for senior-level employees at
NIH between January 1, 2001, and December 31, 2003. OIG identified several vulnerabilities that inhibited NIH’s ability
to effectively review outside activities. For example, some approved outside activities were not disclosed on the annual
financial disclosure forms as required of senior employees by regulation, and frequently the approved outside activities
did not have complete documentation or supervisory signatures confirming approval of the requests. In addition, there
were several problems with the review process itself, such as approvals after the start date, limited use of written recusals,
and inadequate followup regarding ongoing outside activities. To address these vulnerabilities, OIG recommended that
NIH improve the quality and extent of information it receives for outside activity requests and address inadequacies in
the review process for outside activities.

OIG also undertook a study of possible conflict-of-interest actions by employees of the Food and Drug Administration
(FDA). Released in February 2006, this report identified a variety of vulnerabilities in the FDA process for review and
approval of outside activities between CY's 2000 and 2003. Most of these outside activities involved teaching, lecturing,
speechwriting, and presenting. OIG found that FDA employees submitted limited information regarding outside
activities. OIG also identified several problems in the review process itself, such as approvals after the start date, multiple
activities listed on a single activity request, and inadequate followup for ongoing outside activities. To address these
vulnerabilities, OIG recommended that FDA improve the quality and extent of information it receives from its employees
for outside activities and address inadequacies in the review process for outside activities.

In addition, in late 2006, OIG issued a memorandum to the HHS General Counsel outlining vulnerabilities in the
Department's issuance of conflict-of-interest waivers. These vulnerabilities were identified through an inquiry

conducted by OIG regarding a conflict-of-interest waiver granted to a former Administrator of CMS. OIG identified

four vulnerabilities. These included use of boilerplate language, insufficient oversight processes, absence of time limits
on waivers, and lack of monitoring mechanisms. OIG provided four recommendations to eliminate the vulnerabilities.
First, waivers should be improved by a more detailed discussion of the individual circumstances of the requester.

Second, the Department should adopt additional safeguards for the issuance of waivers which might include a policy
requiring consultation with OGE on the issuance of ethics waivers covering negotiations for future employment. Third,
appropriate time limits should be incorporated into the waivers. And fourth, the Department should monitor the continued
appropriateness of such waivers by requiring employees who have received waivers to report periodically on the status of
their employment negotiations.

OIG’s ongoing work at selected OPDIVs reflects continued attention to ensuring effectiveness in the administration of
the Department’s ethics program. In a review similar to the NIH and FDA outside activity reviews, OIG will examine
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the procedures used by CDC officials to review possible conflicts of interest related to certain categories of employees.
Compliance with the ethics statutes and standards of ethical conduct is of particular concern with CDC employees
because their research results and regulatory decisions affect the Nation’s public health security.

Additionally, in an April 2007 report, GAO concluded that the lack of clear recusal policies for senior employees at

NIH is a vulnerability in NIH’s conflict-of-interest policies. GAO recommended that NIH expeditiously clarify its
policies with regard to written recusals and supervisory notification related to senior employees’ use of recusal to resolve
conflicts of interest. Despite changes in the operation of the NIH ethics program, the program remains decentralized

and comprised of various offices. OIG is conducting a review of how these various NIH offices interact and manage
allegations of employee conflicts of interest.

Although intramural research undertaken within the Department is vital and therefore the professional ethics of agency
employees is of paramount concern, the bulk of the Department’s research funding goes to the private sector, primarily to
research universities that undertake work pursuant to contracts and grants. As a result, administration of the Department’s
ethics program also encompasses potential conflicts of interest relating to members of advisory panels and grantees. For
this reason, OIG is reviewing NIH monitoring of extramural conflicts of interest. This review will identify the number
and nature of financial conflicts of interest that are reported by grantee institutions to NIH and determine the extent to
which NIH oversees grantee institutions’ financial conflicts of interest. In addition, OIG will be initiating an assessment
of the nature of financial interests disclosed by clinical investigators to FDA; the extent to which drug, biologic, and
device applicants monitor their clinical investigators for conflicting financial interests; and the extent to which FDA
monitors the financial interests disclosed by clinical investigators.

OIG’s work also reflects congressional concern and related mandates associated with identification of conflicts of
interest associated with experts and consultants at NIH and advisory committees and panels at FDA. Under the recent
reauthorization of NIH (H.R. 6164, Public Law 109-482), the Director of NIH is required to submit annual reports to the
Inspector General of HHS, the Secretary, and relevant congressional committees. The report must identify the number of
experts and consultants whose services were obtained by NIH or its agencies and describe the qualifications of and the
need for hiring such experts and consultants. The report will also include the income, gifts, assets and liabilities disclosed
to NIH. Similar to the NIH reporting requirement, FDA is also required (H.R. 2744, section 795(c), Public Law 109-97)
to submit a quarterly report to OIG and relevant congressional committees on the efforts made to identify qualified
persons with minimal or no potential conflicts of interest for appointment to an advisory committee or panel of the FDA.

Enforcement

In addition to performing systemic reviews identifying vulnerabilities in the administration of the Department’s ethics
program, on the enforcement side, OIG has managed a significant caseload of conflict-of-interest matters. The caseload
of the OIG SIU continues to increase, with the number of cases involving potential conflict of interest under investigation
by this unit tripling between 2005 and 2006. As a recent example, an SIU investigation focused on the former FDA
Commissioner’s false reporting that he had sold stock in companies regulated by FDA when in fact he continued to

hold shares in those firms. He entered guilty pleas to two criminal charges for false writings and conflict of interest and
was fined approximately $90,000, received 3 years of supervised probation, and was ordered to perform 50 hours of
community service. In another example, OIG handled a case involving an NIH senior scientist. The Chief of the Geriatric
Psychiatry Branch at NIH pled guilty in December 2006, to conflict-of-interest charges relating to his alleged acceptance
of $285,000 in consulting fees and additional travel expenses from a drug company without the required approval of and
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disclosure to NIH officials. A third example is the SIU review of NIH’s handling of 103 cases that potentially revealed
conflicts of interest by NIH employees identified in the files of the NIH Office of Management Assessment (OMA). The
SIU and OIG ethics attorneys examined these 103 cases and have made determinations regarding those cases in which
additional investigation is warranted. In order to improve the efficiency of the referral process, the SIU created a new,
comprehensive form for the DAEO and the DECs to use to refer conflict of interest cases to OIG for investigation.

In May 2007, OIG hosted a 1-day Conflict of Interest and Ethics Summit and invited HHS ethics officials as well as
officials from all other Federal Departments and agencies. Attended by approximately 200 Federal officials, the goal of
the Summit was to establish an ongoing dialogue between the oversight, enforcement, and ethics policy communities
regarding ethics and conflict-of-interest issues. OGE plans to incorporate many of the themes raised at the Summit as it
develops best practices as part of an ongoing Leadership Initiative.

Assessment of Progress in Addressing the Challenge:

Actions have been taken to address ethics issues identified by OIG. While the OIG study of outside activities at NIH

was progressing, other reviews were being conducted by OGE and the Secretary’s Office. NIH itself convened a Blue
Ribbon Panel appointed by the NIH Director. The heightened focus on ethics in the Department brought about significant
changes. The Department’s Supplemental Standards of Ethical Conduct were revised in 2005, adding prohibitions on
outside activities and financial holdings for certain employees at NIH. The revised Supplemental Standards also imposed
a more detailed process for reviewing outside activity requests departmentwide.

Additionally, the staff of the DAEO, housed in the OGC Ethics Division, was expanded, nearly tripling its size. The
Division has been organized into separate branches to reflect the specialized work performed. One branch handles ethics
advisory services, with a specific attorney assigned to provide assistance to each operating and staff division of the
Department, and also has a separate section responsible for financial disclosure matters. Another branch is responsible for
developing and providing ethics training, as well as conducting reviews of the ethics programs of the various operating
and staff divisions of the Department.

In March 2007, FDA posted procedures on the FDA web site for the completion and review of outside activity forms
(Form 520) at FDA. FDA prepared two documents: (1) a guide on how to complete the Form 520 (useful to employees),
and (2) a guide on how to review the Form 520 (useful to ethics reviewers).

The DAEO is also taking steps to tighten up the waiver process. The DAEO recently issued guidance to all DECs
reminding them of their responsibility to (1) send copies of all 18 U.S.C. § 208(b)(1) and (b)(3) waivers granted to
Department employees to the DAEO, along with data regarding the number of waivers issued; (2) establish a reliable
tracking system for waivers; and (3) consult with an Ethics Division attorney prior to granting any 18 U.S.C. § 208 (b)
(1) waiver and when granting 18 U.S.C. § 208 (b)(3) waivers if there are unique fact patterns, special circumstances, or
unusual situations.

In addition, ethics staff in the DAEQ’s office are reaching out on a monthly basis to ethics contacts for each OPDIV
and Staff Division to inquire about the operation of the divisions’ ethics programs, including the review of waivers.
The DAEO is also planning to issue a package with waiver guidance and information regarding which officials in the
Department have the delegated authority to issue waivers.

Section Ill: Other Accompanying Information | 25



U.S. Department of Health & Human Services

FY 2007 Agency Financial Report

Summary of Financial Statement Audit and Management Assurances

Table 1.
Summary of Financial Statement Audit

Audit Opinion Unqualified
Restatement No
Beginning Ending

Material Weaknesses Balance New Resolved | Consolidated | Balance
Financial Management Systems & Reporting M M
Budgetary Accounting M M
Financial Management Information Systems M
Medicare Claims Processing M
Total Material Weaknesses 2 2 0 0 4

Definition of Terms

Beginning Balance: The beginning balance shall agree with the ending balance of material weaknesses from the
prior year.

year.
Consolidated: The combining of two or more findings.

Reassessed: The removal of any finding not attributable to corrective actions (e.g., management has re-evaluated
and determined a material weakness does not meet the criteria for materiality or is redefined as more correctly
classified under another heading (e.g., Section 2 to a Section 4 and vice versa).

Ending: The agency’s year-end balance.

Resolved: The total number of material weaknesses that have dropped below the level of materiality in the current
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Statement of Assurance IQuaIified
Beginning Ending
Material Weaknesses Balance New Resolved | Consolidated | Reassessed | Balance
Medicare Advantage & Prescription
Drug Benefit Payments
Financial Systems & Processes
Total Material Weaknesses 2 0 1 0 0 1
Effectiveness of Internal Control over Operations (FMFIA #2)
Statement of Assurance |Qualified
Beginning Ending
Material Weaknesses Balance New Resolved | Consolidated | Reassessed Balance
Medicare Electronic Data Processing
Operations
Oversight and Management of
Information System Controls
Total Material Weaknesses 1 1 0 1 0 1
Conformance with financial management system requirements (FMFIA #4)
Statement of Assurance [Nonconformance
Beginning Ending
Non-Conformances Balance New Resolved | Consolidated Reassessed Balance
Financial Systems & Processes
Medicare Electronic Data Processing w v
Operations
Oversight and Management of Information 0 7
System Controls
Total non-conformances 2 1 0 1 0 2
Compliance with Federal Financial Management Improvement Act (FFMIA)
Agency Auditor
Overall Substantial Compliance No No
1. System Requirements No
2. Accounting Standards Yes
2. USSGL at Transaction Level No
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Improper Payment Information Act Report

This report follows the format prescribed by the Office of Management and Budget (OMB) in Circular A-136, Financial
Reporting Requirements.

I. Describe the risk assessment(s), performed subsequent to completing its full program inventory. List the
risk-susceptible programs (i.e., programs that have a significant risk of improper payments based on OMB
guidance thresholds) identified through its risk assessments. Be sure to include the programs previously
identified in the former Section 57 of OMB Circular A-11 (now located in Circular A-123, Appendix C).

Risk assessments were last completed in FY 2006 using a model developed by the Department. HHS did not identify
any new high-risk programs in its FY 2006 risk assessment work. OMB Circular A-123 Appendix C requires risk
assessments once every three years. As a result, HHS did not perform risk assessments during FY 2007.

Seven HHS programs are identified as high-risk programs in OMB Circular A-123, Appendix C. These seven programs
are: Medicare, Medicaid, State Children’s Health Insurance Program (SCHIP), Temporary Assistance for Needy Families
(TANF), Foster Care, Head Start and the Child Care Development Fund. The sections below contain information on HHS
activities related to estimating and reducing improper payments in these programs. HHS anticipates reporting error rates
for all seven high-risk programs in FY 2008.

II. Describe the statistical sampling process conducted to estimate the improper payment rate for each
program identified.

A. Medicare Fee-For-Service

The Medicare fee-for-service (FFS) improper payment estimate is derived from two programs: the Comprehensive Error
Rate Testing (CERT) Program and the Hospital Payment Monitoring Program (HPMP). The CERT program reviews
claims that account for approximately 60 percent of the total Medicare FFS payments. HPMP reviews claims that
comprise the remaining 40 percent. The CERT Program calculates the error rate for Carriers, Medicare Administrative
Contractors (MACs), Durable Medical Equipment Medicare Administrative Contractors, and non-Prospective Payment
System (PPS) inpatient Hospital claims submitted to Fiscal Intermediaries (FIs). The HPMP calculates the error rate for
PPS inpatient hospital claims submitted to the Fls. The Medicare FFS improper payment methodology includes:

« Randomly selecting approximately 140,000 claims;
* Requesting medical records from providers on these claims;

« Reviewing the claims and medical records for compliance with Medicare coverage, coding and billing rules; and

» Treating non-response by a provider as an error.

B. Medicare Advantage

A methodology to estimate improper payments in the Medicare Advantage (MA) program is currently being developed.
During FY 2007, HHS prepared a comprehensive project plan to develop error rates for the MA program and a
comprehensive risk assessment to determine potential areas vulnerable to payment error in the MA program. These
efforts led to the completion of a measurement project on the payment systems calculation.
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Payment System Calculation Discrepancies (PSCD) is one of the areas identified in the risk assessment. The PSCD
measures monthly discrepancies between the payment processing system and a simulation of monthly prospective
payments that are calculated independently. The simulated payment amounts are generated from a series of Statistical
Analysis Software (SAS) programs that use 100 percent of the monthly beneficiary-level payments in MA from the
Monthly Membership Reports to independently calculate the monthly prospective payments. The simulated payments
are used to validate the monthly prospective payments. Discrepancies identified could contribute to future improper
payments if not resolved. Most PSCDs are adjusted in the multiple reconciliation processes and systems in place at HHS.
It is important to note that since MA payments are made prospectively and reconciled at the end of the year, the PSCDs
are not improper payments. In the MA program, a payment is considered improper if the amount paid was incorrect after
final reconciliation.

C. Medicare Prescription Drug Benefit

A methodology to estimate improper payments in the Medicare Prescription Drug Benefit (MPDB) program is currently
being developed. During FY 2007, HHS prepared a comprehensive project plan to develop error rates for the MPDB
program and a comprehensive risk assessment to determine potential areas vulnerable to payment error in the MPDB
program. These efforts led to the completion of a measurement project on the payment systems calculation.

Payment System Calculation Discrepancies (PSCD) is one of the areas identified in the risk assessment. The PSCD
measures monthly discrepancies between the payment processing system and a simulation of monthly prospective
payments that are calculated independently. The simulated payment amounts are generated from a series of Statistical
Analysis Software (SAS) programs that use 100 percent of the monthly beneficiary-level payments in MPDB from the
Monthly Membership Reports to independently calculate the monthly prospective payments. The simulated payments
are designed to validate the monthly prospective payments. Discrepancies identified could contribute to future improper
payments if not resolved. Most PSCDs are adjusted in the multiple reconciliation processes and systems in place at
HHS. It is important to note that since MPDB payments are made prospectively and reconciled at the end of the year,
the PSCDs are not improper payments. In the MPDB program, a payment is considered improper if the amount paid was
incorrect after final reconciliation.

D. Medicaid

To measure Medicaid improper payments, seventeen states, from a total of 50 states plus the District of Columbia, were
selected each year to create a three year rotation cycle. To select the 17 states for each year of the 3-year cycle, states
were ranked by size based on their past Federal FFS expenditures and grouped into three major strata with 17 states in
each stratum. The expenditure data showed that nine states represented a substantial portion (approximately 50%) of
the total Federal FFS expenditures. To get a precise estimate for the national rate, it was important to group these nine
high-expenditure states into their own stratum. Therefore, the 17 states in Strata 1 were further divided into two substrata
— Stratum 1A (consisting of the nine states with the highest federal FFS expenditures) and Strata 1B (consisting of the
eight remaining highest-expenditure states). The states were sampled such that three states were selected from Strata 1A
each year. Given the criterion that each state would be selected once over a three-year cycle, for each stratum there is
one year in which only 5 states are sampled. The sample distribution over the three year period, by strata, is illustrated in
Table 1 on the next page.
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Table 1: Number of States to be Selected from Each Stratum in Each Year

Strata Year 1 Year 2 Year 3
1A 3 3 3
1B 3 3 2

2 6 5 6
3 5 6 6

Each state’s sample size is determined based on annual expenditures. The average FFS annual sample size for each state
included in the FY 2007 rate is 1,000 claims. States submit quarterly adjudicated claims data from which a randomly
selected sample of approximately 250 FFS claims, stratified by service type, is drawn each quarter. Each selected FFS
claim is subjected to a medical and data processing review.

In FY 2008, HHS expects to report a comprehensive national Medicaid error rate that includes a FFS, managed care, and
eligibility component.

E. State Children’s Health Insurance Program
The SCHIP program did not measure an improper payment rate in FY 2007.

In FY 2008, HHS expects to report a comprehensive national SCHIP error rate that includes a FFS, managed care, and
eligibility component.

F. Temporary Assistance for Needy Families

HHS’ Office of the Inspector General (OIG) has developed a methodology to measure improper payments in the TANF
program. In FY 2007, pilot reviews were conducted in three states. The OIG randomly selected 150 cash assistance
cases in each state and reviewed the eligibility and payment status of the sampled cases based on Federal and state
requirements.

In FY 2008, HHS expects to report a national TANF error rate.
G. Foster Care

Foster Care Eligibility Reviews are conducted systematically in each state (the 50 states, the District of Columbia and
Puerto Rico) every three years. During these primary reviews, a team comprised of Federal and state staff review 80
cases selected from the state's title I\V-E foster care population during a six month period, the Period Under Review
(PUR). The reviews determine a state’s level of compliance in meeting the Federal regulatory eligibility requirements for
the Foster Care Program and validate the accuracy of a state’s claim for Federal reimbursement of Foster Care payments.
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Each regulatory review specifies the number of error cases and the amount of payment errors. An error case is defined as
a case in which a payment is made on behalf of an ineligible child during the PUR. Payment errors may include payments
for error cases, “ineligible” payments made to non-error cases which failed to meet an eligibility criterion outside the
PUR, and “unallowable” payments for services not covered by Title I\VV-E or its regulatory provisions (e.g. therapy). The
information gathered in the regulatory monitoring review is used to correct underpayments as well as overpayments.

HHS employs a 10 percent error threshold to determine the level of state compliance in meeting the Federal requirements
in the Foster Care program. If a state exceeds the error threshold for both the case and payment error rates in the primary
review, the state will receive a secondary review. During the secondary review, 150 cases are selected. If a state exceeds
the error threshold for both the case and payment error rates in a secondary review, the state is assessed an additional
extrapolated disallowance, which is equal to the lower limit of a 90 percent confidence interval for the state foster care
population’s total dollars in error during the six-month PUR. The extrapolation increases geometrically the resulting
disallowance. Since FY 2000, HHS has systematically conducted more than 110 regulatory Foster Care reviews, with
over 8,000 Foster Care cases reviewed.

H. Head Start

HHS is legislatively required to perform reviews of each Head Start program every three years. The design of the
sample for the Erroneous Payments Study of Head Start programs is a three-stage element sample. Since each program is
reviewed once every three years, the first stage of the sample is to identify the programs up for review. The second stage
of the sample is to select the programs to be reviewed. As was done in the FY 2006 Erroneous Payments study, the

FY 2007 study selected 50 programs and 10 alternates. Programs were selected through a stratified random sample,
where programs were divided into five stratum by enrollment. The number of programs sampled within each stratum

is roughly proportional to the number of children represented in each stratum, based on the most recent Program
Information Report funded enrollment data. The third stage of the sample is to select the records to be reviewed in each
selected program, using a systematic sampling scheme.

In the FY 2007 Erroneous Payments Study, 50 Head Start programs from 31 states were reviewed. A total of 11,083
records were examined. The purpose of the reviews was to determine whether documentation demonstrated that a Head
Start child was income eligible. A payment error in the Head Start program is defined as a payment for an enrolled child
from a family whose income exceeds the allowable limit (in excess of the 10 percent program allowance for families
above the income limit). To make this determination, reviewers were required to look at each sample child’s folder and
determine if the child was ineligible. A child was deemed ineligible if (1) there was not, as required by 45 CFR Part
1305.4(e), a signed statement by a Head Start employee stating the child was eligible to participate or (2) there was
income documentation in the child’s folder that, in the reviewer’s judgment, suggested the child was not Head Start
eligible. In FY 2007, reviewers were asked to review income documentation regardless of whether there was a signed
statement from the staff in the file.

I. Child Care and Development Fund

During FY 2004, HHS initiated an improper payment pilot project to measure improper payments and to assess the
efforts of states to prevent and reduce improper payments in its Child Care program. The project was implemented in
two phases with a total of nine states participating in the measurement portion of the project. HHS reported the results of
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the first phase of the pilot project, which included four states, in its FY 2005 PAR. The second phase of the pilot project
was completed by the remaining five states in FY 2007.

In addition to completing the remaining pilot projects, in FY 2007, HHS promulgated a Final Rule revising the Child
Care and Development Fund (CCDF) regulations to provide for the measuring and reporting of error rates in the fifty
states, District of Columbia and Puerto Rico.

In FY 2008, HHS expects to report a national Child Care improper authorization for payment error rate.

I1l. Describe the Corrective Action Plans for:

Reducing the estimated rate of improper payments for each type or category of error. This discussion

must include the corrective action(s) for each different type or cause of error, and the corresponding steps
necessary to prevent or reduce future recurrence. If the efforts are ongoing, include that information in this
section also. If the actions are planned for future implementation, include the anticipated date of realization.

A. Medicare FFS

Categories of error and associated corrective actions:

¢ No Documentation and Insufficient Documentation Errors

° Educate providers about the CERT program so that providers are not hesitant about supplying medical records.

°  Modify the medical record request letters to clarify the components of the medical record needed for CERT
review and to encourage the billing provider to forward the request to the appropriate location if the medical
record is not on-site.

°  Customize the “second chance” letters to list the parts of the medical record that are needed to complete the
review.

e Medically Unnecessary Services

°  Complete and distribute an extensive workbook designed to be a resource for hospitals in their compliance efforts
and activities.

° Task each Carrier, DMERC, and FI with developing an Error Rate Reduction Plan (ERRP) that targets medical
necessity errors in their jurisdiction.

°  Develop national and state-specific models for predicting payment errors to help increase understanding of areas
prone to payment error and where Quality Improvement Organizations (QIOs) should focus corrective actions.

e Incorrect Coding Errors

° Increase and refine educational contacts with providers who are billing in error.
° Develop and install new correct coding edits.
o Other
° Release a List of Over-utilized Codes to show error rates and improper payments by service for each CERT
cluster.

° Conduct a demonstration in three states to see if using recovery auditing contractors can help lower the error rates
in these states by (1) improving provider compliance more quickly than states that do not have recovery auditing
contractors, and (2) allowing regular contractors to spend fewer resources on post-payment review and focus
more time and effort on prepayment review and education.
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° Consider contractor-specific error rates when evaluating contractors.

Results of the actions taken to address the causes: As a result of these actions, the Medicare paid claims error rate
decreased from 4.4 percent ($10.8 billion) in FY 20086, to 3.9 percent ($10.8 billion) in FY 2007. The FY 2007
paid claims error rate of 3.9 percent exceeded the HHS Medicare Fee-for-Service FY 2007 error rate GPRA goal of
4.3 percent.

B. Medicare Advantage

During FY 2007, HHS prepared a comprehensive project plan to develop error rates for the Medicare Advantage program
and prepared a comprehensive risk assessment to determine potential areas vulnerable to payment error in the Medicare
Advantage program. HHS has completed a measurement project on one of the areas identified in the comprehensive
Medicare Advantage risk assessment, the Payment System Calculation Discrepancies (PSCD). It is important to note that
these discrepancies are not payment errors because final payment is not determined until after reconciliation.

However, the PSCD is the first step in developing an improper payment error rate. When a PSCD is identified, HHS
makes adjustments through multiple reconciliation processes to remedy the discrepancy and prevent future discrepancies.
Once a comprehensive Medicare Advantage error rate has been established, HHS will develop and implement

a corrective action plan to reduce improper payments, as appropriate.

C. Medicare Prescription Drug Benefit

During FY 2007, HHS prepared a comprehensive project plan to develop error rates for the Medicare Prescription Drug
Benefit program and prepared a comprehensive risk assessment to determine potential areas vulnerable to payment error
in the Medicare Prescription Drug Benefit program. HHS has completed a measurement project on one of the areas
identified in the comprehensive Medicare Prescription Drug Benefit risk assessment, the Payment System Calculation
Discrepancies (PSCD). It is important to note that these discrepancies are not payment errors because final payment is
not determined until after reconciliation.

However, the PSCD is the first step in developing an improper payment error rate. When a PSCD is identified, HHS
makes adjustments through multiple reconciliation processes to remedy the discrepancy and prevent future discrepancies.
Once a comprehensive Medicare Prescription Drug Benefit error rate has been established, HHS will develop and
implement a corrective action plan to reduce improper payments, as appropriate.

D. Medicaid

Based on preliminary fee for service findings from reviewing two quarters worth of data, categories of error are:

¢ No Documentation
¢ Insufficient Documentation
e Medically Unnecessary Services; and

e Policy Violations

States will develop and implement corrective actions once the final component error rate is established.
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E. State Children’s Health Insurance Program
The SCHIP program did not measure an improper payment rate in FY 2007.
F. Temporary Assistance for Needy Families

Based on findings identified in the pilot reviews, categories of error are:

* Ineligible Recipients: families that exceeded income thresholds on payment dates, did not meet household

composition requirements or exceeded the 60 month benefit limit.

* Incorrect Payment Amount: families received an incorrect benefit amount based on incorrect household size or

income.

» Insufficient Documentation: the documentation was insufficient to make an affirmative determination that the family

was eligible to receive benefits.

HHS will issue reports to the states on recommended corrective actions to address the above findings. States may employ

these recommendations in their corrective action efforts.

G. Foster Care

In 2007, the number of payment errors continued to steadily decline in all error categories. The overall frequency of all

types of payment errors in the composite foster care sample (i.e., across all States) has been reduced from 678 in 2006 to
528 in 2007. This represents a decrease of 22 percent in the number of payment errors for the program. Since HHS began
measuring foster care improper payments in FY 2004, six types of eligibility errors have accounted for the majority of all

errors identified in the title I\V-E reviews.

Over the last year, HHS has made significant progress in reducing each type of error:

» Permanency finalization not timely:

° 171 errors in 2006 to 52 errors in 2007 (reduction of 70 percent)
* Provider not licensed or approved:

° 126 errors in 2006 to 65 errors in 2007 (reduction of 48 percent)
* No reasonable efforts to prevent removal

° 91 errorsin 2006 to 30 errors in 2007 (reduction of 67 percent)
e Criminal records check not completed

° 64 errors in 2006 to 25 errors in 2007 (reduction of 61 percent)
* Not AFDC eligible at time of removal

° 55 errors in 2006 to 42 errors in 2007 (reduction of 24 percent)
* No contrary to welfare determination

° 45 errors in 2006 to 26 errors in 2007 (reduction of 42 percent)

In FY 2007, the most frequently identified payment error was underpayments (137 errors, or 26 percent of errors).
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These reductions represent positive movement toward reducing improper payments in the foster care program. HHS will
continue its efforts to implement the effective corrective action strategies that have proven successful, as follows:

» HHS performs onsite reviews and post-site reviews activities to effectively validate the accuracy of a state’s claim for
reimbursement of payments made on behalf of children and their foster care providers.
» States are required to develop and execute state-specific Program Improvement Plans.

» Program Improvement Plans that target corrective action to the root cause of payment errors in the state. These plans
generally are approved for a period of one year, and the state submits quarterly progress reports to an HHS regional
office for monitoring purposes.

* HHS provides onsite training and technical assistance to states to develop and implement program improvement
strategies.

* HHS works toward heightening judicial awareness of, and investment in, the title IV-E eligibility and Child and
Family Services Reviews.

e HHS works closely with the Court Improvement Program in states where judges require training and court orders
warrant modification in order to meet title I\VV-E requirements and reduce the error rate for judicial determinations.

* HHS conducts secondary reviews for states that are not determined to be in substantial compliance as a result of their
primary reviews, and takes appropriate disallowances consistent with the review findings.

As a result of these actions, the Foster Care error rate decreased from 7.68 percent ($134 million) in FY 2006 to
3.3 percent ($51.6 million in FY 2007).

H. Head Start

Categories of error and associated corrective actions:

» Absence of a signed income verification statement, meeting regulatory requirements, in grantee file

Grantee is to develop corrective action plan based on its findings.

In addition, HHS has taken the following actions:

e Issued a memorandum reminding all grantees of documentation requirements.
e HHS regional offices are providing increased oversight regarding documentation.

e During regularly scheduled program and fiscal reviews, required a review of a sample of grantee records to verify
compliance with income eligibility determination requirements.

e Increased grantee’s emphasis for on-going monitoring through training and development of a monitoring protocol to
review management systems.

As a result of these actions, the Head Start error rate decreased from 3.1 percent ($210 million) in FY 2006 to 1.3 percent
($88 million) in FY 2007.

I. Child Care and Development Fund

Categories of error based on findings identified in the pilot reviews and associated corrective actions:

* Missing Documentation
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° Training to increase staff awareness of the problem and knowledge of policy, interviewing skills, and quality of
routine case reviews.

e Income Errors

° Initiatives targeting income verification and calculation policies.
* Miscalculation of Hours of Care

°  Training of case record reviewers.
* Incorrect Parental Fee Calculations

°  Training of case record reviewers.

Other planned strategies States are considering to address causes of errors:

» Strengthen supervision of new eligibility workers.
» Clarify selected policies with eligibility workers.

« Improve information technology system elements to 1) prevent or decrease calculation errors, 2) generate exception
reports to highlight areas of potential problems or concern, 3) operationalize automatic income calculations, and 4)
enhance the capability of extracting data from other data systems.

» Provide extensive technical assistance in counties to address error-prone areas.
« Institute changes in the monitoring process.
« Introduce statutory changes to simplify access to other state databases.

« Examine state policies to determine what changes may be necessary to provide a more consistent application of
policies and procedures.

V. Program improper payment reporting

a. The table is required for each reporting agency. Agencies must include the following information:
i. all risk susceptible programs whether or not an error measurement is being reported;
ii. where no measurement is provided, indicate the date by which a measurement is expected;

iii. if the Current Year (CY) is the baseline measurement year, indicate by either footnote or by “n/a” in the Prior Year
(PY) column;

iv. if any of the dollar amount(s) included in the estimate correspond to newly established measurement components
in addition to previously established measurement components, separate the two amounts to the extent possible;

v. include outlay estimates for CY +1, +2, and +3; and

vi. Agencies are expected to report on CY activity, or if this is not feasible, then activity from the most recent prior
year is acceptable. Future year outlay estimates (CY+1, +2 and +3) should match the outlay estimates for those
years as reported in the most recent President’s Budget.
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Improper Payment Reduction Outlook Notes:

@)

@)

®)

(4)

®)

HHS is in the process of developing a Medicare Advantage (Part C) error rate. In FY 2007, HHS prepared a Part

C Risk Assessment and identified the payment system calculation as one risk susceptible area. HHS has provided

an initial estimate of the Payment System Calculation Discrepancies (PSCD) for FY 2007 Medicare Advantage
prospective payments from January-June 2007. The PSCD Estimate is a measure of the accuracy of the payment
system calculations of the prospective capitation payments. These discrepancies are not payment errors because a
payment error would only occur after final reconciliation amounts have been determined for a given plan year. The
PSCD Estimate is not based on final payments and is not a comprehensive measurement of the Part C payment error
rate. HHS calculated a Medicare Advantage PSCD Estimate of 0.642 percent for payment made January- June 2007
and the PSCD gross amount for January — June 2007 totaled $234,267,567.

HHS is in the process of developing a Medicare Prescription Drug (Part D) error rate. In FY 2007, HHS prepared

a Part D Risk Assessment and identified the payment system calculation as one risk susceptible area. HHS has
provided an initial estimate of the Payment System Calculation Discrepancies (PSCD) for FY 2007 Prescription
Drug prospective payments from January-June 2007. The PSCD Estimate is a measure of the accuracy of the
payment system calculations of the prospective capitation payments. These discrepancies are not payment errors
because a payment error would only occur after final reconciliation amounts have been determined for a given plan
year. The PSCD Estimate is not based on final payments and is not a comprehensive measurement of the Part D
payment error rate. HHS calculated a Part D PSCD Estimate of 0.020 percent for payment made January- June 2007
and the PSCD gross amount for January — June 2007 totaled $4,102,667.

This preliminary error rate is from 17 States for 6 months only and was calculated in September 2007. CMS is
completing the remaining 6 months and will report an annual 2006 Medicaid fee-for-service error rate in the 2008
PAR. This preliminary error rate does not reflect the late implementation of policies in the measurement cycle.
These factors should be considered when reviewing the preliminary rate and may impact the final calculation of the
annual error rate.

HHS OIG conducted a pilot review of TANF cash assistance payments in three states. The error rates for the pilots
ranged from 11.5 percent to 40 percent. Documentation errors comprised at least 22 percent of each of the error
rates.

In FY 2007, the Child Care program completed pilot projects measuring improper payments based on state
eligibility criteria. The payment error rates for these pilots ranged from 2 percent to 18 percent based on a
90 percent confidence level.

b. Discuss your agency’s recovery of improper payments, if applicable. Include in your discussion
the dollar amount of cumulative recoveries collected beginning with FY 2004.

A. Medicare Fee-For-Service—

As part of the error rate measurement process, CERT and HPMP review a sample of Medicare FFS claims and estimate a
projected improper payment amount based on errors found in the sample. The Carriers, Fiscal Intermediaries, Medicare
Administrative Contractors (MACs) and Durable Medical Equipment MACs are notified of the actual overpayments that
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were identified so they can implement the necessary adjustments. Since 2004, CERT and HPMP identified $50,823,393
in actual overpayments and have collected $44,397,199 of those overpayments. For the 2007 reporting period, the CERT
program identified $888,291 in actual overpayments and, as of the final cut-off date for the report, collected $592,286.
HPMP identified $15,083,413 in actual overpayments and collected $12,542,875 as of the cut-off date for the report.

B. Medicare Advantage

Once a baseline error rate is established, HHS will develop a strategy to recover improper payments identified in the
Medicare Advantage measurement program, if applicable.

C. Medicare Prescription Drug Benefit

Once a baseline error rate is established, HHS will develop a strategy to recover improper payments identified in the
Medicare Prescription Drug Benefit measurement program, if applicable.

D. Medicaid

States must return the Federal share of overpayments based on identified errors in accordance with current statutory
requirements at section 1903(d)(2) of the Social Security Act and related regulations at 42 CFR part 433, subpart F.

E. State Children’s Health Insurance Program

The SCHIP program did not measure an improper payment rate in FY 2007. In the future, quarterly Federal payments
must be reduced in accordance with section 2105(e) of the Social Security Act and related regulations at 42 CFR Part
457, subpart B.

F. Temporary Assistance for Needy Families
Due to legislative restrictions, HHS is not able to recover improper payments in the TANF program.
G. Foster Care

As part of the error rate measurement process, foster care disallows improper payment maintenance payments and
administrative costs associated with sample review cases as well as any other improper payment identified during the
review.

The states are required to “refund” (as applicable) the amount of funds that have been disallowed within 30 days of
receipt of the disallowance letter, unless they choose to appeal some or all of the disallowance. HHS recovers the funds
through increasing adjustments the state makes via its quarterly expenditure report. Since FY 2004, HHS has disallowed
over $7 million in foster care maintenance payments and administrative costs as follows:

FY 2004 $1,601,415
FY 2005 1,017,790
FY 2006 704,607
FY 2007 3,691,254
TOTAL $7,015,066
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H. Head Start

As reflected in the low improper payment error rates for Head Start over the past few years, the incidence of improper
payments has been minimal. Cost disallowances for the Erroneous Payment Study have generally not been taken since
income eligibility is a complex issue subject to various criteria. Head Start is focusing its efforts on identifying grantees
whose enrollment of over-income children is frequent, substantial, and willful.

I. Child Care and Development Fund

Improper payments under the CCDF are subject to disallowance procedures as set forth at 45 CFR 98.66 of the CCDF
regulations.

In addition, pursuant to CCDF regulations at 45 CFR 98.60(i), a state Lead Agency is required to recover child care
payments that are the result of fraud. The Lead Agency has discretion as to whether to recover misspent funds that
were not the result of fraud, such as in cases of administrative error. Improperly spent funds are subject to disallowance
regardless of whether the state pursues recovery.

In the event that improper payments are recovered, 45 CFR 98.60(g) provides that such payments shall (1) if received by
the Lead Agency during the applicable obligation period (described in 45 CFR 98.60(d) and (e)), be used for activities
specified in the Lead Agency’s approved plan and must be obligated by the end of the obligation period; or (2) if received
after the end of the applicable obligation period, be returned to the Federal government.

V. Recovery auditing reporting

a. Discuss your agency’s recovery auditing efforts. Include any contract types excluded from this review and the
justification for doing so, the actions taken to recoup improper payments, and the business process changes
and internal controls instituted and/or strengthened to prevent further occurrences.

In July 2004, HHS awarded a contingency fee contract to a recovery auditing firm to review FY 2002 and FY 2003
contract payments. During FY 2006, HHS exercised an option under the contract for review of FY 2004 and FY 2005
contract payments. To date, our recovery auditors have found the HHS payment systems to be secure and without
major program integrity issues. As of September 30, 2007, $74,401 has been recovered out of more than $24 billion of
contracts reviewed. Full results for the 2002-2005 period are displayed in the table below.

b. Complete the table below.

Actual Cumulative
Amount Amount Amounts Amounts Amounts
Subject to Reviewed Identified Identified Identified | Cumulative
Review and for Amounts for Amounts for Amounts
Agency forCY Reported Recovery Recovered Recovery Recovered Recovery Recovered
Component | Reporting CYy CYy CY PYs PYs (CY +PYs) | (CY +PYs)
HHS $24.2 billion | $24.2 billion $635, 728 $19,549 $950,915 $54,852 | $1,586,643 $74, 401
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VI. Describe the steps the agency has taken and plans to take (including timeline) to ensure that agency
managers and accountable officers (including the agency head) are held accountable for reducing and
recovering improper payments.

HHS has initiated a number of measures to ensure that agency managers and appropriate officers are held accountable for
reducing and recovering improper payments. HHS’ commitment to this initiative is illustrated through HHS’ Top Twenty
Department-Wide Objectives. One of HHS’ top twenty objectives is to Eliminate Improper Payments. This objective
demonstrates HHS’ dedication to meeting the President’s Management Agenda “green” standards for success.

This initiative is tracked quarterly by the Office of Management and Budget at the Department level using the President’s
Management Agenda scorecard. The Department’s score reflects HHS’ progress in achieving its improper payment goals.
In addition, HHS issues interim scorecard ratings to each of its operating divisions during each quarter. These interim
ratings help facilitate HHS leadership discussion and accountability as well as to help ensure that HHS will meet its
quarterly goals.

Further, HHS management performance plan objectives hold agency managers, beginning at the top of the leadership
and cascading down through HHS Senior Executives (including component heads) and below, accountable for achieving
progress in this initiative. As part of the semi-annual and annual performance evaluation, HHS Senior Executives are
evaluated on the progress the agency achieves toward its stated goals.

VII. Agency information systems and other infrastructure.

a. Describe whether the agency has the information systems and other infrastructure it needs to reduce improper
payments to the levels the agency has targeted.

b. If the agency does not have such systems and infrastructure, describe the resources the agency requested in its
most recent budget submission to Congress to obtain the necessary information systems and infrastructure.

A. Medicare Fee-For-Service

HHS has the information systems and other infrastructure needed to reduce improper Medicare FFS payments to the
levels that HHS has targeted. HHS has several systems that contain information that allows it to identify developing and
continuing aberrant billing patterns based upon a comparison of local payment rates with state and national rates. All
the systems, both at the contractor level and at the central HHS level, are tied together by a high-speed secure network
that allows rapid transmission of large data sets between systems. Transmissions are made nightly and include all claims
processed during the preceding day. No other systems or infrastructure are needed at this time.

B. Medicare Advantage

The information systems and other infrastructure that would be valuable to HHS in reducing improper payments will not
be known until implementation is complete and results are available.
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C. Medicare Prescription Drug Benefit

The information systems and other infrastructure that would be valuable to HHS in reducing improper payments will not
be known until implementation is complete and results are available.

D. Medicaid

The information systems and other infrastructure that would be valuable to HHS in reducing improper payments will not
be known until full implementation is complete and results are available.

E. State Children’s Health Insurance Program

The information systems and other infrastructure that would be valuable to HHS in reducing improper payments will not
be known until full implementation is complete and results are available.

F. Temporary Assistance for Needy Families

The information systems and other infrastructure that would be valuable to HHS in reducing improper payments will not
be known until the methodology has been fully implemented and results are available.

G. Foster Care

HHS has the information systems and other infrastructure needed to reduce improper Foster Care payments to the levels
that HHS has targeted. HHS uses the Adoption and Foster Care Analysis and Reporting System for the regulatory
reviews. Utilizing this existing source of data reduces the burden on states to draw their own samples, promotes
uniformity in sample selection, and employs the database in a practical and beneficial manner. No other systems or
infrastructure are needed at this time.

H. Head Start

HHS has the information systems and infrastructure needed to reduce improper Head Start payments to the levels that
HHS has targeted. HHS has two systems in place that identify grantees that are not complying with Head Start’s income
eligibility requirements. All review reports are processed centrally by HHS as part of Head Start monitoring. Both
systems allow HHS to identify grantees that fail to comply with income eligibility requirements. No other systems or
infrastructure are needed at this time.

1. Child Care and Development Fund

The information systems and other infrastructure that would be valuable to HHS in reducing improper payments will not
be known until full implementation is complete and results are available.
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VIII. Describe any statutory or regulatory barriers which may limit the agencies’ corrective actions in
reducing improper payments and actions taken by the agency to mitigate the barriers’ effects.

A. Medicare Fee-For-Service
No statutory or regulatory barriers for limiting corrective actions have been identified.
B. Medicare Advantage

Statutory or regulatory barriers for limiting corrective actions will not be known until full implementation is complete
and results are available.

C. Medicare Prescription Drug Benefit

Statutory or regulatory barriers for limiting corrective actions will not be known until full implementation is complete
and results are available.

D. Medicaid

Statutory or regulatory barriers for limiting corrective actions will not be known until full implementation is complete
and results are available.

E. State Children’s Health Insurance Program

Statutory or regulatory barriers for limiting corrective actions will not be known until full implementation is complete
and results are available.

F. Temporary Assistance for Needy Families

Corrective actions that could help reduce improper payments would have to be implemented at the state level. The TANF
statute prohibits HHS from requiring state TANF agencies to implement and report on corrective actions.

G. Foster Care

Program regulations define the sample size, the disallowance assessment following the primary review, including an
additional disallowance extrapolation following the secondary review, and the current corrective action process. Any
proposed changes in the compliance framework or current methodology for estimating improper payments would need to
go through the rulemaking process.

H. Head Start
No statutory or regulatory barriers for limiting corrective actions have been identified.
I. Child Care and Development Fund

Statutory or regulatory barriers for limiting corrective actions will not be known until full implementation is complete
and results are available.
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IX. Additional comments, if any, on overall agency efforts, specific programs, best practices, or common
challenges identified, as a result of IPIA implementation.

HHS currently has seven programs that have been deemed risk susceptible: Medicare Fee-for Service, Medicaid, State
Children’s Health Insurance Program (SCHIP), Temporary Assistance for Needy Families (TANF), Head Start, Child
Care, and Foster Care. Currently Medicare FFS, Foster Care and Head Start report error rates. In FY 2008, HHS expects
that all seven risk susceptible programs will report error rates.

In the third quarter of FY 2007, HHS was elevated to “Yellow” on status for the Eliminating Improper Payments initiative
under the President’s Management Agenda (PMA). This upgrade was a result of having an OMB-approved measurement
plan in place for all risk susceptible programs and a corrective action plan in place with OMB-approved targets for all
programs that have been measured.

Once baselines have been established for all programs, reduction targets and corrective action plans can be developed
for those programs that do not currently have them. Meeting and maintaining the reduction targets is the next milestone
towards achieving a “Green” rating under the PMA.

Beginning in 2005, HHS engaged in a Demonstration Project for Improving Program Integrity in Medicare. Under
secton 306 of the Medicare Prescription Drug Improvement Modernization Act of 2003 (MMA), HHS was given the
authority to conduct a demonstration project to demonstrate the use of recovery audit contractors (RACSs) in identifying
underpayments and overpayments and recouping overpayments under the Medicare Fee-for-Service program. HHS
initiated this 3-year demonstration in the three states with the highest Medicare utilization rates. HHS provided the
recovery audit contractors with over $167 billion worth of claims submitted between FY 2002 and FY 2005 that are
potentially subject to review. From the inception of the RAC program through September 30, 2007, HHS has collected
$432 million in payments determined to be improper.

Although the RAC demonstration is scheduled to end in March 2008, Section 302 of the Tax Relief and Health Care Act
of 2006 makes the RAC Program permanent and requires the Secretary to expand the program to all 50 states no later
than 2010. HHS has already begun expanding the RAC program. As of September 2007, the RAC demonstration has
expanded into 2 additional states (Massachusetts and South Carolina) and is formulating plans to begin expanding into
Avrizona by the end of the calendar year.

By 2010, HHS plans to have four permanent RACS in place. Each RAC will be responsible for identifying overpayment
and underpayments in approximately one-quarter of the country.

In FY 2007, HHS began utilizing contracting actions, specifically award fee plans to create incentives for the

Medicare Administrative Contractors to further reduce improper payments. For the first time HHS included a “pilot”
Comprehensive Error Rate Testing Program award fee metric into the award fee plan for the Jurisdiction 3 (J3) Medicare
Administrative Contractor. Under this award fee plan, the J3 contractor can earn some, all or none of the award fee

pool for the Comprehensive Error Rate Testing program metric based on its FY 2008 error rate. HHS will utilize lessons
learned from this pilot to help structure future contracting incentives.

In FY 2007, HHS published final rules to measure error rates in Medicaid, SCHIP, and Child Care.
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In FY 2007, HHS-OIG conducted a three state pilot program to review errors in its TANF basic assistance program.

In FY 2007, HHS began to implement the Medicaid Payment Error Rate Measurement program using a national
contractor to determine the Medicaid FFS payment error rate based on medical reviews and data processing errors.

In FY 2007, HHS finalized a draft methodology and protocol to determine whether states accurately claim and properly
allocate costs for administrating the title I\V-E foster care program. Field testing of this methodology also began in
FY 2007 and will continue in FY 2008.

In FY 2007, the Public Assistance Reporting Information System (PARIS) expanded its scope to include two more
program matches, Child Care and Workers’ Compensation. As a result, the August 2007 data match was the largest to
date, both in terms of number of States participating and number of SSNs submitted. In the fall of 2007 Ohio notified
HHS of their intention to join PARIS which will bring the total number of States involved to 42, or 44 total jurisdictions,
including DC and Puerto Rico.
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Net Cost of HHS Top 50 Programs
For the Years Ended September 30, 2007 and 2006

(in Millions)
HHS Net Cost ($) Rank by ($) 5 .
HHS Program Y 2007 FY 2006 EY 2007 | EY 2006 Budget Function HHS Component Responsible for Program
Medicare $ 367,551 | $ 336,969 1 1 Medicare Centers for Medicare and Medicaid Services
Medicaid 187,940 179,481 2 2 Health Centers for Medicare and Medicaid Services
Research 28,250 27,852 3 3 Health National Institutes of Health
Temporary Assistance to Needy Families 17,044 17,063 4 4 Edugatlon, Training & Squal Administration for Children and Families
Services / Income Security
Child Welfare 7,609 7,347 5 5 Education, Training & Social |\ 4inictration for Children and Families
Services / Income Security
Head Start 6,922 6,834 6 6 SEE’?:?:;'SO"’ Training & Social | A yministration for Children and Families
SCHIP 6,010 5,739 7 7 Health Centers for Medicare and Medicaid Services
Child Care 5,145 5,246 8 8 Edu;atlon, Training & S(.)ual Administration for Children and Families
Services / Income Security
Infectious Diseases 4,466 3,471 9 10 Health Centers for Disease Control & Prevention
Child Support Enforcement 4,262 4,290 10 9 Income Security Administration for Children and Families
Low-Income Home Energy Assistance 2,473 2,635 11 11 Income Security Administration for Children and Families
HIV/AIDS Programs 2,142 2,123 12 12 Health Health Resources and Services Administration
Social Services Block Grant 1,963 1,848 13 15 sEedr\L/'iC:e“son’ Training & Social Administration for Children and Families
Primary Care 1,948 1,382 14 18 Health Health Resources and Services Administration
Clinical Services 1,676 1,611 15 17 Health Indian Health Service
Substance Abuse Prevention & Treatment Block Grant 1,654 1,685 16 16 Health Subst_ar_]ce Abuse and Mental Health Services
Administration
Public Health and Social Services 1,297 1,960 17 13 Health Office of the Secretary
Community Based Services 1,250 1,273 18 19 Si%icca;lsonl Training & Social Administration on Aging
PHS Commissioned Corps 1,231 727 19 22 Health Program Support Center
Health Promotion 1,007 971 20 20 Health Centers for Disease Control & Prevention
Maternal and Child Health 908 880 21 21 Health Health Resources and Services Administration
Terrorism 849 320 22 36 Health Centers for Disease Control & Prevention
Community Services 736 714| 23 23 sEedr\'jiC:e“s""’ Training & Social | A yministration for Children and Families
Health Professions 698 695 24 24 Health Health Resources and Services Administration
Healthcare Systems 667 478 25 29 Health Health Resources and Services Administration
PrograrT] of Regional National Significances/Targeted Capacity 642 565 26 26 Health Subst_al?ce A_buse and Mental Health Services
Expansion Administration
Foods and Cosmetics 584 579 27 25 Health Food and Drug Administration
Refugee Resettlement 509 518 28 27 Income Security Administration for Children and Families
Contract Health Care 502 485 29 28 Health Indian Health Service
Ticket to Work 455 1,940 30 14 Health Centers for Medicare and Medicaid Services
Community Mental Health Services Block Grant 407 423 31 30 Health Subst_al_me Abuse and Mental Health Services
Administration
General Departmental Management 355 347 32 33 Health Office of the Secretary
Environmental Health and Injury 354 352 33 32 Health Centers for Disease Control & Prevention
Business Services Support 353 369 34 31 Health Centers for Disease Control & Prevention
Youth 303 241 35 41 SEe?cicca;':n' Training & Social Administration for Children and Families
Medical Devices & Radiological Health 284 275 36 39 Health Food and Drug Administration
Tribal Activities: Contract Support 252 251 37 40 Health Indian Health Service
Family Planning 247 300 38 37 Health Health Resources and Services Administration
Program of Regional National Significances-Science to Service 242 332 39 35 Health Subst_ar_me A_buse and Mental Health Services
(Note 1) Administration
Public Health Improvement and Leadership 240 219 40 42 Health Centers for Disease Control & Prevention
Biologics 239 153 41 48 Health Food and Drug Administration
Hospitals-Facilities Support 216 277 42 38 Health Indian Health Service
Human Drugs 190 342 43 34 Health Food and Drug Administration
Occupational Safety and Health 177 176 44 44 Health Centers for Disease Control & Prevention
Global Health 175 154 45 47 Health Centers for Disease Control & Prevention
Developmental Disabilities 170 177 46 43 Si%icca;lsonl Training & Social Administration for Children and Families
Rural Health 166 168 47 45 Health Health Resources and Services Administration
Diabetes Initiative 133 162 48 46 Health Indian Health Service
Domestic Violence 126 122| 49 50 S'Ee?\'jf:e“so”’ Training & Social | A yministration for Children and Families
Health Information and Service (new) 119 118 50 51 Health Centers for Disease Control & Prevention
All Other HHS Programs 1,461 1,298 Various Components Various Components
Total Net Costs (Note 2) $ 664,599 | $ 623,937

Note 1. Name of the program changed; in FY 2006 was "Program of Regional National Significances-Best Practices".

Note 2. Total Net Costs agrees with OPDIV combined Totals in the Consolidating Statement of Net Cost by Budget Function located in

Other Accompanying Information.
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Consolidating and Combining Statements

Consolidating Balance Sheet by Budget Function

As of September 30, 2007
(In Millions)
Education,
Training & Agency HHS
Social Income Combined Intra-HHS Consolidated
Services Health Medicare  Security Totals  Eliminations Totals
Assets (Note 2)
Intragovernmental
Fund Balance with Treasury (Note 3) $ 6,612 $ 84,330 $8,793 $15039  $114,774 $ - $114,774
Investments, Net (Note 5) - 2,680 363,195 - 365,875 - 365,875
Accounts Receivable, Net (Note 6) 7 1,282 53,690 6 54,985 (53,821) 1,164
Other (Note 9) - 438 - - 438 (395) 43
Total Intragovernmental $ 6,619 $ 88,730  $425,678 $15,045 $ 536,072 $ (54,216) $ 481,856
Accounts Receivable, Net (Note 6) 1 1,676 11,344 - 13,021 - 13,021
Cash and Other Monetary Assets (Note 4) - - 129 - 129 - 129
Inventory and Related Property, Net (Note 7) - 3,161 - - 3,161 - 3,161
General Property, Plant & Equipment, Net (Note 8) 1 4,671 392 - 5,064 - 5,064
Other (Note 9) - 517 59 - 576 - 576
Total Assets $ 6,621 $ 98,755  $ 437,602 $15,045 $ 558,023 $ (54,216) $ 503,807
Stewardship PP&E (Note 29)
Liabilities (Note 10)
Intragovernmental
Accounts Payable $ 12 $214 $ 53,777 $ - $ 54,003 $ (53,470) $ 533
Accrued Payroll and Benefits 2 81 4 - 87 1 86
Other (Note 14) - 1,057 503 - 1,560 (745) 815
Total Intragovernmental $ 14 $1,352 $ 54,284 $ - $ 55,650 $ (54,216) $ 1,434
Accounts Payable - 484 - - 484 - 484
Entitlement Benefits Due and Payable (Note 11) - 19,866 41,604 - 61,470 - 61,470
Accrued Grant Liability (Note 13) 740 2,335 - 866 3,941 - 3,941
Federal Employee and Veterans Benefits (Note 12) 5 8,353 10 - 8,368 - 8,368
Accrued Payroll and Benefits 10 656 51 1 718 - 718
Other (Note 14) 20 2,698 2,744 17 5,479 - 5,479
Total Liabilities $789 $ 35,744 $ 98,693 $ 884 $ 136,110 $ (54,216) $ 81,894
Net Position
Unexpended Appropriations - earmarked funds - (91) 8,978 - 8,887 - 8,887
Unexpended Appropriations - other funds 5,861 58,799 - 14,170 78,830 - 78,830
Unexpended Appropriations, Total 5,861 58,708 8,978 14,170 87,717 - 87,717
Cumulative Results of Operations - earmarked funds - 3,035 329,931 - 332,966 - 332,966
Cumulative Results of Operations - other funds (29) 1,268 - ) 1,230 - 1,230
Cumulative Results of Operations, Total (29) 4,303 329,931 ) 334,196 - 334,196
Total Net Position $ 5,832 $63,011  $338,909 $14,161 $ 421,913 $- $421,913
Total Liabilities and Net Position $6,621 $98,755  $437,602 $ 15,045 $ 558,023 $ (54,216) $ 503,807
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Supplemental Statement of Net Cost
For the Year Ended September 30, 2007 and 2006

(In Millions)
2007
Agency Inter-Agency Eliminations HHS
Consolidated Earned/Exchange Consolidated
Responsibility Segments Totals Costs (-) Revenues (+) Totals

ACF $ 47,330 $ (10) $45 $ 47,365

AoA 1,372 (@) 3 1,371
AHRQ 6 (204) 13 (185)

CDC 7,899 (305) 117 7,711

CMS 561,938 7 176 562,107

FDA 1,461 (33) 95 1,523

HRSA 6,823 (66) 129 6,886
IHS 3,303 (31) 62 3,334

NIH 28,250 (124) 681 28,807

0os 1,853 (260) 174 1,767

PSC 1,204 (389) 24 839
SAMHSA 3,156 (120) 38 3,074

Net Cost of Operations $ 664,595 $ (1,553) $ 1,557 $ 664,599

| 2006 |

ACF $47,114 $ (13) $64 $ 47,165
AoA 1,386 (@) 4 1,386
AHRQ 7 (308) 21 (280)
CDC 6,330 (305) 127 6,152
CMS 524,156 (6) 248 524,398
FDA 1,527 (30) 102 1,599
HRSA 6,041 (23) 162 6,180
IHS 3,259 (43) 59 3,275
NIH 27,852 (112) 710 28,450
(6] 2,431 (397) 149 2,183
PSC 629 (388) 20 261
SAMHSA 3,209 (84) 43 3,168
Net Cost of Operations $623,941 $(1,713) $1,709 $623,937

Eliminations for non-exchange revenue are reported in the Statement of Changes in Net Position
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Consolidating Statement of Net Cost by Budget Function
For the year Ended September 30, 2007

(In Millions)
. Intra-HHS
Ed‘jlc?hon’ Eliminations
Training, & Agency HHS
Responsibility Social Income Combined Consolidated
Segments: Services Health Medicare Security Totals Cost (-) Revenue Totals
ACF $11,612 $ - 5 - $35718 $ 47330 $ (10) $ 45 $ 47,365
AoA 1,372 - - - 1,372 4) 3 1,371
AHRQ - 6 - - 6 (204) 13 (185)
CDC - 7,899 - - 7,899 (305) 117 7,711
CMS - 194,387 367,551 - 561,938 () 176 562,107
FDA - 1,461 - - 1,461 (33) 95 1,523
HRSA - 6,823 - - 6,823 (66) 129 6,886
[HS - 3,303 - - 3,303 (31) 62 3,334
NIH - 28,250 - - 28,250 (124) 681 28,807
0s - 1,853 - - 1,853 (260) 174 1,767
PSC - 1,204 - - 1,204 (389) 24 839
SAMHSA - 3,156 - - 3,156 (120) 38 3,074
Net Cost of
Operations $12,984 $248,342 $367,551 $35718 $664,595 $(1,553) $1,557 $ 664,599
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Gross Cost and Exchange Revenue
For Year Ended September 30, 2007

(In Millions)
Intragovernmental With the Public HEHS
Gross Cost Less: Exchange Revenue Less: | Consolidated

Responsibility| Gross Exchange| Net Cost of

Segments |Combined Eliminations Consolidated|/Combined Eliminations Consolidated| Cost Revenue| Operations
ACF $162 $(14) $148 $19 $(49) $(30) | $47,188 $1 $47,365
AoA 10 (4) 6 5 3) 2 1,367 - 1,371
AHRQ 36 (204) (168) 329 (13) 316 299 - (185)
cbC 802 (305) 497 504 (117) 387 7,608 7 7711
CMs 668 @ 661 65 (176) (111) | 611,750 50,415 562,107
FDA 542 (33) 509 28 (95) 67) 1,404 457 1,523
HRSA 387 (66) 321 116 (129) (13) 6,576 24 6,886
IHS 328 (31) 297 146 (62) 84 3,953 832 3,334
NIH 3,874 (2,459) 1,415 2,588 (3,016) (428) | 27,074 110 28,807
0s 345 (280) 65 591 (194) 397 2,104 5 1,767
psC 89 (389) (300) 591 (24) 567 1,714 8 839
SAMHSA 157 (120) 37 284 (38) 246 3,283 - 3,074
Totals $7,400 $(3,912) $3,488 $5,266 $(3,916) $1,350 |$714,320 $51.859 |  $664,599
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Management Report On Final Action
October 1, 2006 - September 30, 2007

Background

The Inspector General Act Amendments of 1988 (P.L. 100-504) require Departments and Agencies to report to Congress
on the actions they have taken and the amount of funds recovered or saved in response to the Office of Inspector
General’s (OIG) audit recommendations. This annual management report provides the status of OIG A-133 audit reports
in the Department and summarizes the results of actions taken to implement OIG audit recommendations during the
reporting period.

Departmental Findings
For the fiscal year covered by this report, the Department accomplished the following:

 Initiated action to recover $1,894,936,000 through collection, offset, or other means (see Table I);
e Completed action to recover $246,669,000 through collection, offset, or other means (see Table I);
 Initiated action to put to better use $1,000,645,000 (see Table I1); and

e Completed action that over time will put to better use $1,024,261,000 (see Table I1).

Departmental Conflict Resolution

In the event that HHS agencies and OIG staff cannot resolve differences on specific report recommendations, a conflict
resolution mechanism is available. During FY 2007, there were no disagreements requiring the convening of the Conflict
Resolution Council.

Status of Audits in the Department

-
In general, HHS Agencies follow up on OIG
recommendations effectively and within
regulatory time limits. The HHS Agencies
usually reach a management decision within

the 6-month period that is prescribed by P.L. . The HHS Agencies have a lead responsibility for implementation and follow-up on
. ) most OIG and independent auditor recommendations;
100-504 and OMB Circular A-50, Audit

Four Key Elements to the HHS Audit Resolution and Follow-up Process

. The Assistant Secretary for Resources and Technology establishes policy and

Follow-up. For the most part, they also monitors HHS Agencies’ compliance with audit follow-up requirements;
complete their final actions on OIG reports, «  The audit resolution process includes the ability to appeal disallowances adminis-
including collecting disallowed costs and tratively under such programs as Head Start, Foster Care and Medicaid pursuant to

. . . o the Departmental Grant Appeals Board’s regulations in 45 C.F.R. Part 16; and
carrying out corrective action plans, within

a reasonable amount of time. However,
the Department continues to monitor this
area to improve procedures and ensure
compliance with corrective action plans.

. If necessary, the Assistant Secretary for Resources and Technology or the Deputy
Secretary resolves conflicts between the HHS Agencies and the OIG.
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Report on Final Action Tables

The following tables summarize the Department’s actions in collecting disallowed costs and implementing
recommendations to put funds to better use. Disallowed costs are those costs that are challenged because of a violation
of law, regulation, grant term or condition, etc. Funds to be put to better use relate to those costs associated with cost
avoidances, budget savings, etc. The tables are set up according to the requirements of Section 106(b) of P.L. 100-504.

TABLE |
Management Action on Costs Disallowed in OIG Reports

As of September 30, 2007
(in thousands)

Number Disallowed Costs
A. Reports for which final action had not been taken by the commencement of the reporting

period. See Note 1. 220 el
B. Reports on which management decisions were made during the reporting period. See Note 2. 329 $1,894,936
Subtotal (A+B) 609 $2,501,306
C. Reports for which final action was taken during the reporting period:

i. The dollar value of disallowed costs were recovered through collection, offset, property A HZUBHER

in lieu of cash, or otherwise.

ii. The dollar value of disallowed costs that were written off by management. 2 $784
Subtotal (i+ii) 275 $247,453
D. Reports for which no final action has been taken by the end of the reporting period.

See Note 3. 334 $2,253,853
Notes:

1. Includes adjustments of amended disallowance and disallowance excluded from the previous reporting period.

2. Represents the amount of management concurrence with the O1G’s recommendations. For this fiscal year, the OIG’s reconciliation with the
HHS Agencies showed a variance that represents the two organizations having different cut-off dates.

3. In addition to current unresolved cases, this figure includes the list of audits over 1 year old with outstanding balances to be collected, audits
under administrative or judicial appeal, and audits under a current collection schedule.
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TABLE 11
Management Action on OIG Reports

with Recommendations That Funds Be Put to Better Use
As of September 30, 2007
(in thousands)

Number Disallowed Costs
A. Reports for which final action had not been taken by the commencement of the reporting
: 9 $26,402
period. See Note 1.
B. Reports on which management decisions were made during the reporting period. 23 $1,000,645
Subtotal (A+B) 32 $1,027,047
C. Reports for which final action was taken during the reporting period:
i. The dollar value of recommendations that were actually completed based on 23 $1,024,261
management action or legislative action.
ii. The dollar value of recommendations that management has subsequently concluded 0 $0
should not or could not be implemented or completed.
Subtotal (i+ii) 23 $1,024,261
D. Reports for which no final action has been taken by the end of the reporting period.
9 $2,786
See Note 3.
Notes:

1. Includes adjustments of amended disallowances and disallowances excluded from the previous reporting period.
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HHS manages its delinquent debt pursuant to the Debt Collection Improvement Act of 1996. The Department refers
delinquent debt to the Department of the Treasury (Treasury) for cross-servicing and offset. HHS’s debt referral
process is centralized through its delinquent debt collection center at the Program Support Center. Treasury granted a

cross-servicing exemption for several types of
program debts (e.g., Medicare Secondary Payer

Referral of Eligible Debt to Treasury

98% 98% 98%

99%

7% 98%  98%

sl I- F I-

and various health professional loans). These debts 100 95%
are cross-serviced by the PSC, who also refers e 3% mm
them to the Treasury Offset Program. :%; .

[5)
HHS referral rates at the end of the third quarter FY *
2007 were: 98 percent of debt eligible for referral 80
was referred to the Treasury Offset Program 2003

and 98 percent of debt eligible for referral was
cross-serviced. HHS collections exceeded $21.2

billion at the end of the third quarter FY 2007.

(Year-end figures will not be available before November 15.)

Prompt Payment Act

The Prompt Pay Act requires Federal agencies to make
timely vendor payments and to pay interest penalties when 098
payments are late. HHS has maintained a timely payment

()
rate above 95% for the last five years. HHS’ prompt pay g
rate for FY 2007 was 96.46%. 3]

()

o
Federal Civil Penalties Inflation Adjustment Act 9%

Civil monetary penalties are non-criminal penalties for
violation of Federal law. The Federal Civil Penalties
Inflation Adjustment Act of 1990 mandates periodic
evaluation to ensure that the penalties maintain their

2005 2006 2007

2004
Fiscal Year
= Treasury Offset Program Cross-serving

HHS Percentage on-Time Payments

97.4% 97.5%
97.1% 97.1% l
P

||
2003 2004 2005 2006 2007

Fiscal Year

deterrent value and are properly accounted for and collected. During FY 2006, only the Centers for Medicare and
Medicaid Services and the Food and Drug Administration imposed civil monetary penalties.
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GLOSSARY OF TERMS USED IN REPORT

ACF Administration for Children and Families

ADD Attention Deficit Disorder

AHM American Healthcare Management

AHRQ Agency for Healthcare Research and Quality
AIDS Acquired Immunodeficiency Syndrome

AMP Average Manufacturer Price

A0A Administration on Aging

ASAM Assistant Secretary for Management and Administration
ASP Average Sale Price

ASPR Assistant Secretary for Preparedness and Response
ATSDR Agency for Toxic Substances and Disease Registry
AWP Average Wholesale Price

BBA Balanced Budget Act of 1997

BIMO Bioresearch Monitoring

CARE Comprehensive AIDS Resources Emergency
CCDF Child Care Development Fund

CDC Centers for Disease Control and Prevention

CEO Chief Executive Officer

CERT Comprehensive Error Rate Testing

CFR Code of Federal Regulations

CIA Corporate Integrity Agreement

CMP Civil Monetary Penalties

CMS Centers for Medicare & Medicaid Services

CMSO Center for Medicaid and State Operations

COLA Cost of Living Adjustment

CoP Conditions of Participation

COTS Commercial-off-the-shelf

CPI Consumer Price Index
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GLOSSARY OF TERMS USED IN REPORT
CPIM Consumer Price Index Medical
CSRS Civil Service Retirement System
CYy Calendar Year (or Current Year in IP1A Tables)
DAEO Designated Agency Ethics Officer
DC District of Columbia
DECs Deputy Ethics Counselors
DME Durable Medical Equipment
DMEPOS Durable Medical Equipment, Prosthetics, Orthotics, and Supplies
DMERC Durable Medical Equipment Regional
DOJ Department of Justice
DOL Department of Labor
DRA Deficit Reduction Act
DSH Disproportionate Share Hospital
EBDP Entitlement Benefits Due and Payable
ERRP Error Rate Reduction Plan
e-Gov Electronic Government
EPA Environmental Protection Agency
FASAB Federal Accounting Standards Advisory Board
FBWT Fund Balance with Treasury
FCRA Federal Credit Reform Act
FDA Food and Drug Administration
FECA Federal Employees” Compensation Act
FERS Federal Employees Retirement System
FFMIA Federal Financial Management Improvement Act of 1996
FFS Fee-for-Service
Fl Fiscal Intermediary
FICA Federal Insurance Contribution Act
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GLOSSARY OF TERMS USED IN REPORT
FISMA Federal Information Security Management Act of 2002
FMFIA Federal Managers’ Financial Integrity Act of 1982
FUL Federal Upper Limit
FY Fiscal Year
GAAP Generally Accepted Accounting Principles
GAO U.S. Government Accountability Office
GDP Gross Domestic Product
GPRA Government Performance and Results Act of 1993
GSA General Services Administration
HEAL Health Education Assistance Loans
HEW Department of Health, Education and Welfare (now HHS)
HHS Department of Health and Human Services
HI Hospital Insurance
HIE Health Information Exchange
HIGLAS Healthcare Integrated General Ledger Accounting System
HIPAA Health Insurance Portability and Accountability Act of 1996
HIV Human Immunodeficiency Virus
HPMP Hospital Payment Monitoring Program
HSP/BIMO Human Subject Protection/Bioresearch Monitoring
HRSA Health Resources and Services Administration
IBNR Incurred But Not Reported
IG Inspector General
IGT Intergovernmental Transfers
IHS Indian Health Service
IP Improper Payment
IPIA Improper Payments Information Act
IT Information Technology
J3 Jurisdiction 3
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LLP Limited Liability Partnership
MA Medicare Advantage
MACs Medicare Administrative Contractors
MC Managed Care
MEDIC Medicare Drug Integrity Contractor
MITA Medicaid Information Technology Architecture
MK Non-Marketable Market Based
MMA Medicare Prescription Drug, Improvement and Modernization Act 0f 2003
MPDB Medicare Prescription Drug Benefit
N/A Not Applicable
NCI National Cancer Institute
NHIN National Health Information Network
NIH National Institutes of Health
NRS National Reporting System
OACT Office of the Actuary
OGE Office of Government Ethics
OHRP Office of Human Research Protection
OIG Office of Inspector General
OoMB Office of Management and Budget
ONC Office of the National Coordinator (for Health Information Technology)
OnePI One Program Integrity System Integrator
OPD Orphan Products Development
OPDIV Operating Division
0S Office of the Secretary
PAHPA Pandemic and All-Hazards Preparedness Act
PAM Payment Accuracy Measurement
PAR Performance and Accountability Report
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GLOSSARY OF TERMS USED IN REPORT
PARIS Public Assistance Reporting Information System
PART Program Assessment Rating Tool
PDP Prescription Drug Plan
PERM Payment Error Rate Measurement
PHIN Public Health Information Network
PHS Public Health Service
P.L. Public Law
PMA President’s Management Agenda
PMCs Postmarketing Study Commitments
PMS Payment Management System
PNS Projects of National Significance
PP&E Property, Plant and Equipment
PPS Prospective Payment System
PRRB Provider Reimbursement Review Board
PSC Program Support Center
PSCD Payment System Calculation Discrepancies
PUR Period Under Review
PwC PricewaterhouseCoopers
PY Prior Year
QIO Quality Improvement Organization
R&D Research and Development
RACs Recovery Audit Contractors
RDS Retiree Drug Subsidy
RRB Railroad Retirement Board
RSI Required Supplementary Information
RSSI Required Supplementary Stewardship Information
SAMHSA Substance Abuse and Mental Health Services Administration
SAS Statement of Auditing Standards
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GLOSSARY OF TERMS USED IN REPORT
SBR Statement of Budgetary Resources
SCHIP State Children’s Health Insurance Program
SECA Self-Employment Contribution Act of 1954
SFFAS Statement of Federal Accounting Standards
SIU Special Investigations Unit
SMI Supplementary Medical Insurance
SOSlI Statement of Social Insurance
SSA Social Security Administration
TANF Temporary Assistance for Needy Families
Treasury Department of the Treasury
TrOOP True Out-of-Pocket (cost)
TROR Treasury Report on Receivables
UFMS Unified Financial Management System
UPL Upper Payment Limit
us United States
VICP Vaccine Injury Compensation Program
WAC Wholesale Acquisition Cost
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