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OIG COMPONENTS

With more than 1,500 staff throughout the Nation, OIG plans and carries out audits, evaluations,
investigations, and legal activities through the following four components:

Office of Audit Services — The Office of Audit Services (OAS) conducts financial
and performance audits of departmental programs, operations, grantees, and
contractors following Government Auditing Standards issued by the Government
Accountability Office. Financial audits principally provide reasonable assurance
about whether financial statements are presented fairly in all material respects;
performance audits assess the achievement of objectives and identify the presence
of systemic weaknesses giving rise to waste, fraud, or abuse. Recommendations
address problems, such as improper payments and inefficient and ineffective use
of resources. OAS performs audits or oversees the audit work of others through
a nationwide network of auditors, information technology experts, and other
professionals.

Office of Evaluation and Inspections — The Office of Evaluation and Inspections
(OEI) conducts national evaluations to provide HHS, Congress, and the public
with timely, useful, and reliable information on significant issues. These evaluations,
conducted by a nationwide staff of evaluators and other professionals, focus on
preventing fraud, waste, or abuse and promoting economy, efficiency, and effectiveness
of departmental programs. To promote impact, OEI reports also present practical
recommendations for improving program operations.

Office of Investigations — The Office of Investigations (OI) conducts and coordinates
investigations of fraud and misconduct related to the Department’s programs,
operations, and beneficiaries. With investigators working in all 50 States, OI leverages
its resources by actively coordinating with the Department of Justice and other law
enforcement authorities. Ol identifies systemic weaknesses that leave Department
programs vulnerable to fraud and recovers damages and penalties through civil and
administrative proceedings.

Office of Counsel to the Inspector General — The Office of Counsel to the
Inspector General (OCIG) provides legal advice and representation to OIG on
matters relating to Medicare, Medicaid, and other HHS programs and operations,
administrative law issues, criminal procedure, and internal OIG management.
OCIG represents OIG in all civil and administrative fraud and abuse cases involving
HHS programs, including False Claims Act, program exclusion, and civil monetary
penalty cases. In connection with these cases, OCIG also negotiates and monitors
corporate integrity agreements. Finally, OCIG renders advisory opinions, issues fraud
alerts, and provides other guidance to the health care industry concerning the Federal
anti-kickback statute and OIG sanctions.
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Message from the Inspector General

This report, which is submitted to Congress pursuant to the
Inspector General Act of 1978, as amended, summarizes the
activities of the Office of Inspector General (OIG) for the 6-month
period ending September 30, 2007.

As detailed in this report, OIG’s investigations, audits, and
evaluations continue to generate record savings and expected
recoveries and also produce recommendations to ensure efficient
and effective program operations. We also highlight in this report significant cases
leading to Federal health care program exclusions of individuals and entities and criminal
or civil prosecutions in State and Federal courts across the Nation; such cases play a vital
role in protecting HHS programs and beneficiaries.

Our record of achievement in HHS program protection has required the commitment of
OIG’s more than 1,500 dedicated professionals. Not only have they contributed their
own talents and energy to our mission, but they have also worked to effect productive
interdisciplinary partnerships with others who share our objective of ensuring the quality
and integrity of HHS programs. For example, we have worked closely with fellow
Department employees involved in program integrity efforts, Department of Justice
personnel, State antifraud and audit officials, vigilant beneficiaries, and many others in
Government and the wider health care community.

As we look to build on the work summarized for this reporting period, we will continue
to concentrate our resources where the challenges are greatest and the benefits most
advantageous to taxpayers and beneficiaries. Such challenges include continued attention
to Medicare Part D; Medicare, Medicaid, and SCHIP payment integrity; Medicaid
administration; quality of care; public health emergency preparedness and response; food,
drug, and medical device safety; grants management; information technology systems
and infrastructure; and ethics program oversight and enforcement.

I want to express my sincere appreciation to Congress as well as to the Department for
their support over the past 6 months. I would like to thank in particular the many
executives and officials within the Department, our authorizing and appropriating
committees in Congress, our examiners within the Office of Management and Budget,
and our audit and evaluation colleagues at the Government Accountability Office for
helping to support and advance our important mission.

Sl £ B

Daniel R. Levinson
Inspector General






External Activities

During this reporting period, OIG officials participated in a range of external activities to
further the organization’s mission. Following are examples of such activities.

President’s Council on Integrity and Efficiency

The Inspector General (IG) participates in the President’s Council on Integrity and
Efficiency (PCIE), a forum through which Inspectors General coordinate interagency
policy issues, set professional standards for OIG work, coordinate studies on topics of
Governmentwide concern, and provide training for OIG executives and their staff. In
addition, the IG serves as Chair of the PCIE Inspection and Evaluation Committee. The
IG also sits on the Homeland Security Roundtable, a group comprised of IGs with
oversight responsibility for agency programs impacting our Nation’s safety and security.

Congressional Testimony
OIG officials provided testimony to Congress on several occasions:

e On April 18, 2007, Deputy Inspector General for Evaluation and Inspections,
Stuart Wright, testified before the House Committee on Energy and
Commerce, Subcommittee on Health, regarding OIG’s work related to
Medicare integrity and efficiency. The testimony focused on such areas as
appropriateness of Medicare payments and prices for items and services,
access and quality-of-care issues for beneficiaries, and fraud and abuse
vulnerabilities associated with durable medical equipment suppliers.

e On June 26, 2007, Regional Inspector General for Evaluation and Inspections,
Robert A. Vito, testified before the House Committee on Ways and Means,
Subcommittee on Health, regarding OIG’s continuing work on the pricing of
end stage renal disease (ESRD) drugs. The testimony featured findings from
a June 2007 report (summarized in the Medicare section of this report), which
determined that dialysis facilities could acquire the majority of ESRD drugs at
prices 4 to 32 percent less than the Medicare reimbursement amount during
the third quarter of 2006.

e On June 27, 2007, Chief Counsel to the Inspector General, Lewis Motris,
submitted a Statement for the Record to the Senate Special Committee on
Aging on OIG activities related to pharmaceutical fraud. The Statement
addressed OIG’s efforts to promote industry’s voluntary compliance with
program requirements, enforcement accomplishments in the area of
pharmaceutical manufacturer fraud, and future OIG guidance to address the
interactions between physicians and pharmaceutical and medical device
manufacturers.

e OnJuly 18, 2007, Assistant Inspector General for Legal Affairs, Gregory
Demske, testified before the Senate Special Committee on Aging regarding
OIG’s work related to identifying and preventing the abuse of the elderly.
The testimony described the spectrum of activities, enforcement actions, and
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initiatives OIG has undertaken to identify cases of elder abuse, ensure that
those who would harm the elderly are prosecuted to the fullest extent of the
law and/or prevented from continuing to participate in Federal health care
programs, identify where programs and systems involved in the oversight of
quality of care may be strengthened, and promote practices that will help
prevent elder abuse.

The full texts of testimony provided at these hearings can be found on the Internet at
http://oig.hhs.gov/testimony.html#1.

Speeches

On April 23, 2007, the IG served as the keynote speaker for the Health Care Compliance
Association’s Annual Compliance Institute. He discussed the evolution and future of
OIG’s compliance activities and also discussed OIG’s recently published “Protecting
Public Health and Human Services Programs: A 30-Year Retrospective.” Principal
Deputy Inspector General (PDIG), Larry Goldberg, also spoke at this conference
focusing on OIG’s review of State False Claims Acts and work related to Medicare
supplier fraud and quality of care.

Events
OIG officials participated in the following events:

e On April 23, 2007, the I1G spoke to the newly established Chicago Chapter of the
Association of Health Care Journalists at the Columbia College School of
Journalism. The PDIG and OIG senior staff from the Chicago Regional Office
also participated. The IG spoke about OIG’s relationship with health care media
and discussed OIG’s history and accomplishments related to the recently
published “Protecting Public Health and Human Services Programs: A 30-Year
Retrospective.”

e On May 30, 2007, OIG sponsored a Conflict of Interest and Ethics Violations
Summit that brought together over 200 individuals from the oversight, ethics
program and policy, and enforcement communities to discuss a variety of issues
related to operation of Government ethics programs and violations of Federal
conflict of interest statutes. U.S. Securities and Exchange Commissioner
Annette L. Nazareth welcomed all participants to the program. The IG provided
the keynote address, and speakers included senior officials from OIG; the
Securities and Exchange Commission, Office of Government Ethics; U.S.
Department of Justice; HHS; and the Chief Investigative Counsel, Senate
Committee on Health, Education, Labor, and Pensions.

External Organizations

The IG and PDIG are Invited Ethics Resource Center Fellows from the Government
sector. The Ethics Resource Center (ERC) is America’s oldest nonprofit organization
devoted to the advancement of high ethical standards and practices in public and private
institutions. ERC serves as a resource for institutions committed to a strong ethics
culture. ERC’s expertise also informs the public dialogue on ethics and ethical behavior.
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Highlights

Summary of Accomplishments

For fiscal year (FY) 2007, the Department of Health and Human Services (HHS)
Office of Inspector General (OIG) reported savings and expected recoveries of over
$43 billion: $39 billion in implemented recommendations and other actions to put
funds to better use, $1.9 billion in audit receivables, and $2.18 billion* in investigative
receivables.

Also for this FY, OIG reported exclusions of 3,308 individuals and entities for

fraud or abuse involving Federal health care programs and/or their beneficiaries;

447 criminal actions against individuals or entities that engaged in crimes

against departmental programs; and 262 civil actions, which include False Claims
Act (FCA) and unjust enrichment suits filed in Federal district court, Civil Monetary
Penalties Law (CMPL) settlements, and administrative recoveries related to provider
self-disclosure matters.

Purdue Companies and Three Executives To Pay Nearly $635 Million for
Fraudulently Marketing OxyContin

As part of a global criminal, civil, and administrative settlement agreement, the Purdue
Frederick Company, Inc., and Purdue Pharma L.P. (collectively, the Purdue Companies),
and three top executives agreed to pay almost $635 million to resolve a variety of
Federal, State, and private liabilities. Specifically, the agreement resolved allegations
that the Purdue Companies waged a fraudulent and deceptive marketing campaign aimed
at convincing doctors nationwide that OxyContin, because of its time-release formula,
was less prone to abuse and that it was less likely to cause addiction or to produce other
narcotic side effects than competing immediate release opioids. The Purdue Frederick
Company, Inc. is subject to a 25-year exclusion; Purdue Pharma L.P. agreed to enter a
5-year corporate integrity agreement (CIA) with OIG. (Details on pp. 27-28.)

South Florida Medicare Fraud

OIG has employed a multifaceted approach to fight Medicare fraud in South Florida.
Along with our partners and the U.S. Attorney’s Office for the Southern District of
Florida, we developed innovative methods to identify and prosecute fraud in a timely
manner, resulting in $54.3 million in investigative receivables and a number of
indictments. Additionally, we analyzed the claims patterns of HIV/AIDS infusion
therapy providers and beneficiaries in three South Florida counties and determined that in
the last half of 2006, these counties accounted for half of the total amount, and 79 percent
of the amount for drugs, billed nationally for Medicare beneficiaries with HIV/AIDS.

We also found that the approaches CMS and its contractors have used to control these
aberrant billing practices have not proven effective. We recommended that CMS treat
South Florida as a high-risk area, mandate site visits for certain providers, adjust
contractor standards for processing new applications, modify the Statement of Work for

"This amount represents HHS investigative receivables only; receivables of other Federal agencies, States,
and other entities are not included here.
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the jurisdiction that includes South Florida, review all reassignments in high-risk areas,
and strengthen revocations. (Details on pp. 3 and 28-29.)

FDA'’s Oversight of Clinical Trials Through Its Inspection Processes

We identified data limitations and other factors that affect the Food and Drug
Administration’s (FDA) ability to effectively manage the Bioresearch Monitoring (BiMo)
program. For example, FDA is unable to identify all clinical trials and institutional
review boards (IRB), and it lacks a single database for tracking its own inspections.
Furthermore, the three FDA centers and the Office of Regulatory Affairs inconsistently
classify some inspections. In addition, FDA’s guidance and regulations do not reflect
current clinical trials practices. Finally, we estimate that FDA inspected about 1 percent
of clinical trials for the fiscal year 2000-2005 period. We recommended that FDA take
the following steps to improve its information systems and processes: (1) develop a
clinical trial database that includes all clinical trials, (2) create an IRB registry, (3) create
a cross-center database that enables complete tracking of BiMo inspections, (4) establish
a mechanism to provide feedback to BiMo investigators on their inspection reports and
findings, and (5) seek legal authority to provide oversight that reflects current clinical
trial practices. (Details on pp. 37-38.)

Eligibility for the State Children’s Health Insurance Program

We found that California, Florida, and New York made some State Children’s Health
Insurance Program (SCHIP) payments on behalf of beneficiaries who did not meet
Federal and State eligibility requirements and did not adequately document all
determinations of eligibility. Florida, for example, paid an estimated $19 million to

$33 million in Federal funds for ineligible beneficiaries. We recommended that the
States use our results to help ensure compliance with applicable requirements. Most
importantly, beneficiaries should be reminded of the need to provide accurate and timely
information, and employees should be required to verify and document eligibility
determinations. (Details on pp. 21-22.)

Maximus, Inc., Entered Into a $42.65 Million Settlement

Maximus, Inc., a revenue maximization consulting business for State and local
jurisdictions throughout the country, entered into a $42.65 million settlement agreement
with the Government to resolve its liability under the FCA. Maximus allegedly filed
false claims for Medicaid-funded targeted case management services, which assist foster
children with their medical, social, and educational needs. As part of the global
settlement agreement, Maximus entered into a 5-year CIA and into a 24-month deferred
prosecution agreement. In a novel provision, the CIA requires that OIG’s Office of Audit
Services perform the claims and contract reviews that are ordinarily performed by an
Independent Review Organization. (Details on p. 28.)

Certification and Oversight of Medicare Hospices

We found that, as of July 2005, 86 percent of Medicare hospices were certified by State
agencies within 6 years, as required at that time, and 14 percent averaged 3 years past
due. In addition, health deficiencies were cited for 46 percent of the hospices surveyed
and for 26 percent of hospices investigated for complaints and many deficiencies related
to patient care. CMS and State agencies rarely use methods other than certification
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surveys and complaint investigations to monitor or enforce hospice performance. We
recommended that CMS (1) provide guidance to State agencies and CMS regional offices
regarding analysis of existing data and identification of at-risk hospices; (2) include
hospices in Federal comparative surveys and annual State performance reviews; (3) seek
regulatory or statutory changes to establish specific requirements for the frequency of
hospice certification; and (4) seek legislation to establish enforcement remedies, in
addition to termination, for poor hospice performance. (Details on p. 7.)

Outpatient Outlier Payment Adjustments

We determined that CMS’s practice of not retroactively adjusting erroneous outpatient
outlier payments creates vulnerabilities in the outpatient outlier program and is
inconsistent with CMS’s general policy on revisiting incorrectly calculated payments, as
well as CMS’s policy of retroactively adjusting inpatient prospective payment system
outlier payments. Medicare makes outlier payments to health care providers for
extremely costly cases. Prior OIG reviews found that some providers received significant
outpatient outlier overpayments as a result of fiscal intermediaries’ and providers’ errors
and providers’ manipulation of charge data. CMS did not adjust these overpayments,
resulting in substantial losses to the Medicare trust fund and payment inequities among
providers. We recommended that CMS issue regulations to require retroactive
adjustments of outpatient outlier payments within appropriately established thresholds.
(Details on p. 7-8.)

Advanced Neuromodulation Systems, Inc., Entered into a $2.95 Million Settlement
To resolve its liability under the CMPL, Advanced Neuromodulation Systems, Inc.
(ANS), a medical device manufacturer, paid $2.95 million and entered into a 3-year CIA
to settle allegations that it engaged in a marketing program in which physicians were paid
kickbacks for patient referrals. Specifically, ANS allegedly paid illegal remunerations
for the purchase or lease of its medical devices and for patient trials using ANS’s spinal
cord simulator. (Details on p. 25.)

Use of Health Information Technology in State Medicaid Programs

We found that 12 State Medicaid agencies have implemented 16 health information
technology (HIT) initiatives for Medicaid beneficiaries and participating providers,
including claims-based electronic health records initiatives, electronic prescribing
initiatives, remote disease-monitoring initiatives, and personal health records initiatives.
We also found that 25 State Medicaid agencies are currently involved in planning and
developing statewide health information exchange (HIE) networks. Lastly, we found that
13 State Medicaid agencies are incorporating the Medicaid Information Technology
Architecture (MITA) into their HIT and HIE planning. We recommended that CMS
continue to support the goals of MITA, collaborate with other Federal agencies and
offices to assist State Medicaid agencies with developing privacy and security policies,
and continue to work with the Office of the National Coordinator for HIT to ensure that
State Medicaid initiatives are consistent with national goals. (Details on p. 15.)

Unobligated Funds Provided for HIV/AIDS Services
We found that the Health Resources and Services Administration (HRSA) did not fully
comply with applicable requirements or use its offset authority in managing unobligated
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funds provided to the States for HIV/AIDS services under Title II of the Ryan White
Comprehensive AIDS Resources Emergency (CARE) Act. Unobligated funds in

10 States totaled more than $60 million in grant year 2002. Had HRSA used its offset
authority, it could have carried over unobligated balances from the prior year and offset
the amount of current-year funds needed for grant awards. This action would have made
more current-year funds available to address certain States’ unmet program needs. We
recommended that HRSA monitor the States’ compliance with CARE Act requirements,
comply with carryover policy, examine the reasons for some States’ large unobligated
balances, and analyze each State’s unobligated balance in light of its offset authority.
(Details on p. 37.)
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Hurricane-Related Activities

In response to the Gulf Coast hurricanes of 2005, OIG launched a coordinated oversight
effort to ensure that the Department’s response and recovery funds are spent
appropriately, that those attempting to defraud the Government are brought to justice, and
that the individuals responsible for the relief efforts are wise stewards in assisting those
affected by the hurricanes and their aftermath.

We continue to work with Federal, State, and local partners in this effort, including
participating as a member of the President’s Council on Integrity and Efficiency’s (PCIE)
Homeland Security Roundtable and the Disaster Relief Working Group, which are
coordinating the oversight activities of the Federal Inspectors General (IG). We took the
lead in developing information related to State and local liaisons as part of a
comprehensive Hurricane Action Plan developed by the Homeland Security Roundtable.
In addition, along with other members of the IG community, we are a member of the
Department of Justice Fraud Task Force in Baton Rouge. That task force is investigating
allegations of fraud related to Federal outlays in connection with Hurricane Katrina.

We have initiated extensive audit, evaluation, and investigative activities related to the
oversight of HHS’s hurricane recovery efforts. A list of recently completed and ongoing
projects follows:

Department Accounting for Federal Emergency Management Agency Assignments
As of September 30, 2007, the remaining spending authority for HHS missions assigned
by the Federal Emergency Management Agency totaled almost $43.7 million. This
spending authority is contained within 23 individual open mission assignments with
different magnitudes and objectives. OIG’s audits are designed to determine whether
HHS is appropriately accounting for these costs.

Auditing Hurricane-Related Procurements

We are auditing all HHS hurricane-related contractual procurements over $100,000.
These audits focus specifically on the methods of procurement. As of August 31, 2007,
we issued 51 audit reports with an audited value of $79.5 million. Ofthe 51 reports,

48 concluded that the awarding agencies had complied with procurement requirements.
The remaining three reports had administrative findings.

We also audited costs billed to the largest contract awarded by HHS to assist hurricane
victims. This contract provided $21 million to transport returning evacuees requiring
en route medical care.

Emergency Response to Hurricane Katrina: Use of the Government Purchase Card
OIG recently issued a final report analyzing purchase card transactions by HHS personnel
deployed in response to Hurricane Katrina. The purchase card program was designed to
save the Government money by avoiding costly paperwork and expediting the process of
making purchases. Our review of HHS’s Hurricane Katrina purchase card transactions
found that 15 percent did not meet selected purchasing requirements. We recommended
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that the Assistant Secretary for Administration and Management (ASAM) provide
additional written guidance on emergency purchasing procedures, require training on
such procedures, and develop a tracking system for monitoring Government purchase
card transactions during emergency situations. ASAM agreed with the recommendations
and stated that it had established a course of action to strengthen the purchase card
program, including additional written guidance for training in emergency purchasing
procedures and a tracking system for monitoring purchases during emergency situations.

Medicaid Payments and Services Under Hurricane-Related Demonstration Projects
OIG recently issued two reports analyzing Medicaid payment and services provided to
hurricane evacuees under HHS demonstration projects. Because of Hurricanes Katrina
and Rita, beneficiaries of HHS programs who resided in the Gulf Coast States were
evacuated to various places around the United States or otherwise significantly affected.
In response and in an effort to ensure that victims of Katrina and Rita received needed
health care, HHS used Section 1115 waiver and expenditure authority to expand
Medicaid coverage criteria. We found that for eight selected States, Medicaid paid
$716 million for medical services and prescription drugs under the hurricane-related
demonstration projects. Nearly two-thirds, $448 million, was paid for medical services;
the remainder, $268 million, was paid for prescription drugs. In addition, a greater
percentage of evacuees received medical services and prescription drugs than
nonevacuees, but average total payment per evacuee was less.

Investigations of Health Care Fraud, Quality-of-Care Lapses, and Other Issues
As of the end of this reporting period, OIG had five open investigations involving
allegations of health care fraud, poor quality of care, and patient abandonment and is
assisting in investigations of circumstances surrounding the deaths of nursing home
residents and hospital patients. OIG is also involved in two other cases that include
allegations of individuals fraudulently obtaining benefits based on false information.
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The Centers for Medicare & Medicaid

Services

The Office of Inspector General (OIG) allocates about 80 percent of its resources to work
related to the Centers for Medicare & Medicaid Services (CMS), which administers the
following programs:

Medicare provides health insurance for people 65 years old or older, people
younger than 65 years old with certain disabilities, and people of any age with
end stage renal disease (ESRD). In fiscal year (FY) 2006, Medicare served
43 million beneficiaries at a cost of $337 billion. Medicare has four parts:
Hospital Insurance (Part A), which helps cover inpatient care in hospitals,
including critical access hospitals, skilled nursing facilities (SNF), and
hospice and certain home health care; Supplementary Medical Insurance

(Part B), which helps pay for physician services and outpatient care; Medicare
Advantage (MA), which offers a range of prepaid managed health care
choices; and the Medicare Prescription Drug Benefit (Part D), which provides
an optional prescription drug benefit to individuals enrolled in Medicare,
generally through private prescription drug plans.

Medicaid, a joint Federal-State program, supports States’ coverage of medical
care and other support services for low-income individuals. In FY 2006, the
enrollment for Medicaid was estimated at 47 million people; total Federal and
State outlays were $317 billion, of which the Federal share was $180 billion.

The State Children’s Health Insurance Program (SCHIP), a joint Federal-State
program established in 1997 under Title XXI of the Social Security Act,
provides health insurance for children who do not qualify for Medicaid but
whose families are not able to afford private coverage. In FY 2006, SCHIP
served 6.9 million beneficiaries at a Federal cost of $5.5 billion.

OIG’s focus on these health care programs reflects the spending of the Department of
Health and Human Services (HHS): CMS expenditures have accounted for about

80 percent of the Department’s budget over the last several years. This focus is also
rooted in legislative mandates and funding sources, including the following:

The Health Insurance Portability and Accountability Act of 1996 (HIPAA,
Pub. L. No. 104-191) established the Health Care Fraud and Abuse Control
program (HCFAC) under the direction of the Attorney General and the
Secretary of HHS to combat waste, fraud, and abuse in the Medicare and
Medicaid programs. HCFAC funding constitutes a major portion of OIG’s
annual operating budget and must be used for work related to Medicare and
Medicaid.

HHS OIG Semiannual Report to Congress 1 The Centers for Medicare & Medicaid Services

Fall 2007



e The Deficit Reduction Act of 2005 (DRA, Pub. L. No. 109-171) provides OIG
annual funding of $25 million from FY 2006 through FY 2010 to undertake
fraud and abuse control activities related to the Medicaid program.

This chapter on CMS-related work summarizes OIG’s findings and recommendations
related to the Medicare, Medicaid, and SCHIP programs and provides examples of our
outreach efforts, partnerships with States on Medicaid reviews, administrative sanctions,
and criminal and civil enforcement activities.
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Reports Related to CMS’s Programs

Medicare-Related Reports

Aberrant Billing in South Florida for Beneficiaries With HIV/AIDS

We found that CMS has had limited success controlling the aberrant billing practices of
infusion therapy providers in South Florida. Our analysis focused on the claims patterns
of HIV/AIDS infusion therapy providers and beneficiaries in three South Florida
counties. In the last half of 2006, these three counties accounted for half of the total
amount—and 79 percent of the amount for drugs—billed nationally for Medicare
beneficiaries with HIV/AIDS. Examples of improper billing by these providers in these
counties in recent years included billing for allowable diagnosis codes rather than the
diagnosis found in the medical records and billing for services that were never provided.
CMS and its contractors tried to control inappropriate payments to these providers in
these three South Florida counties using various tools, including payment suspensions,
prepayment reviews, provider number revocations, claims processing edits, and onsite
investigations of existing providers. We determined that these efforts have not been
effective because aberrant HIV infusion providers have adjusted their billing patterns and
circumvented controls.

We recommended that CMS treat South Florida as a high-risk area; mandate announced
and unannounced site visits for certain infusion therapy providers; give contractors more
time to review new provider applications; modify the statement of work for the
jurisdiction that includes South Florida to require enhanced efforts to fight fraud and
abuse (such as claims-editing activities); require extensive review of all reassignments in
high-risk areas to confirm they are legitimate; and strengthen revocations to prevent
further fraud and abuse (such as shortening the notice given to providers before
revocations are enforced). CMS generally concurred with our recommendations. In its
comments on our draft report, CMS noted that it had incorporated our recommendations
regarding provider enrollment into a demonstration project, announced on August 20,
2007, that targets South Florida infusion fraud. CMS is in the process of investigating
additional enrollment safeguards to help reduce the fraudulent activity within Medicare.
(OEI-09-07-00030)

Medical Equipment and Supplies for Beneficiaries in Skilled Nursing Facilities

Our review found that Medicare Part B overpaid suppliers of durable medical equipment,
prosthetics, orthotics, and supplies (DMEPOS) on behalf of beneficiaries in skilled
nursing facilities (SNF) stays. Because the cost of furnishing DMEPOS during SNF
stays is generally included in the SNF’s Medicare Part A payments, Part B payments to
suppliers for such items are overpayments.

Medicare Part B’s durable medical equipment regional carriers (DMERC) made
$100.8 million in potential overpayments to DMEPOS suppliers in calendar years
(CY) 1999-2002 on behalf of beneficiaries in Part A-covered SNF stays. These
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overpayments occurred because CMS did not have Common Working File edits in place
to prevent such overpayments; as a result, DMERCs were unable to initiate recovery
actions. For CY 2003, after edits were in place in the Common Working File, our
computer match identified potential DMEPOS overpayments valued at $15.4 million.
Our statistical sample showed that DMERCs had not recovered approximately 69 percent
of these overpayments. Two of the four DMERCs had not implemented procedures to
process and recover the backlog of overpayments created by the new Common Working
File edits; we projected that, as a result, the DMERCs did not recover $11.2 million of
the $15.4 million in potential CY 2003 overpayments.

We recommended that CMS direct the DMERC:s to review the $100.8 million in potential
overpayments for CYs 1999-2002 and make appropriate recoveries and to initiate
recovery of the estimated $11.2 million in CY 2003 overpayments and ensure that all
DMERC:s have established proper controls to recover overpayments that the Common

Working File edits identify. CMS agreed with our recommendations. (A-01-05-00511)

Quality Concerns Identified Through Quality Improvement Organization Medical
Record Reviews

Our review of Quality Improvement Organizations (QIO), which are under contract with
CMS to oversee and enhance the quality of care provided to Medicare beneficiaries,
raised questions about the effectiveness of medical records reviews. QIOs have a
statutory and contractual obligation to conduct such reviews to ensure that the care
provided to Medicare beneficiaries meets professional standards. We found that, of the
318,018 cases QIOs selected for review between February 2003 and January 2006, QIOs
completed full quality-of-care reviews on 34,768 of these cases and confirmed one or
more quality concerns in 6,439 (19 percent) of those with full quality-of-care reviews.
QIOs assigned the two lowest classifications to more than 80 percent of the cases with
confirmed quality concerns. QIOs imposed no corrective actions in 1,794 cases

(28 percent) with confirmed quality concerns and, in 70 percent of the cases with
corrective actions, recommended the least severe corrective action available.

These findings raise questions for CMS to consider in its administration of the QIO
program, including whether CMS should revisit its guidance regarding classifications of
confirmed quality concerns and corrective actions. CMS indicated that it was reviewing
the QIO case review process for reviewing and classifying quality-of-care concerns and
had implemented a revised array of quality improvement activities for QIOs to
recommend to providers. (OEI-01-06-00170)

Fiscal Integrity of Quality Improvement Organizations

At the request of the Senate Finance Committee, we assessed the fiscal integrity of QIOs
in nine States with respect to the following specified areas: board member and executive
staff compensation and travel, legal fees, administrative and equipment charges, business
relationships and conflicts of interest, and contract modifications. During the reporting
period, we issued the first two reports of this series.

m Missouri — The QIO in Missouri provided adequate documentation to support costs
claimed in the specified fiscal integrity areas. Between February 2003 and January 2006,
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the QIO received $18.2 million in Federal reimbursement and incurred total costs of
approximately $23 million to support all lines of business, including the QIO contract.
We reviewed a sample of approximately $4.5 million of the $23 million of costs incurred
in the areas of interest to the Committee. We did not make any recommendations.
(A-07-06-01036)

m Rhode Island — The QIO in Rhode Island provided adequate documentation to support
costs claimed in the fiscal integrity areas. Between November 2002 and October 2005,
the QIO received $11.2 million in Federal reimbursement and incurred total costs of
approximately $14.6 million to support all lines of business, including the QIO contract.
We reviewed a sample of approximately $3.7 million of the $14.6 million of costs
incurred in the areas of interest to the Committee. We did not make any
recommendations. (A-01-06-00507)

Consecutive Medicare Stays Involving Inpatient and Skilled Nursing Facilities

Our review of consecutive Medicare stays involving inpatient facilities and SNFs in

CY 2004 found that 35 percent of consecutive stay sequences, for which Medicare paid
an estimated $4.5 billion, were associated with quality-of-care problems (that is, medical
errors and accidents) and/or fragmentation of services. For the purposes of this review,
we defined “consecutive stay sequence” as a sequence of three or more individual
inpatient and SNF stays for the same Medicare beneficiary for whom the admission date
for each successive stay occurred within 1 day of the discharge date for the preceeding
stay. In addition, we found that 11 percent of individual stays within these sequences, for
which Medicare paid an estimated $1.4 billion, were associated with problems involving
quality of care, admissions, treatments, or discharges that contributed to the need for
multiple stays and that 20 percent of individual stays, for which Medicare paid an
estimated $3.1 billion, lacked documentation sufficient for reviewers to determine
whether appropriate care was rendered.

We recommended that CMS take the following actions: (1) direct QIOs to monitor for
fragmentation and quality of care across consecutive stay sequences and the quality of
care provided during the individual stays within those sequences; (2) encourage both
QIOs and fiscal intermediaries to monitor the medical necessity and appropriateness of
services provided within these consecutive stay sequences; (3) collaborate with providers
to improve systems of care based on review results; and (4) reinforce efforts to educate
medical providers on their responsibility for ensuring that medical records provide such
information as may be necessary to determine the quality, medical necessity, and medical
appropriateness of care. CMS concurred with our recommendations. (OEI-07-05-00340)

Inpatient Rehabilitation Facility Admissions

We found that two hospitals submitted numerous inpatient rehabilitation facility (IRF)
claims in CY 2003 that did not meet Medicare requirements. An IRF provides
specialized care for patients recovering from conditions requiring intensive inpatient
rehabilitation therapy.

e Of 100 claims sampled at a hospital in Massachusetts, 47 were determined by
medical reviewers to be unallowable. The unallowable claims involved
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beneficiaries who were capable of significant practical improvement but could
have received rehabilitation services in a less intensive setting, such as an
SNF or an outpatient facility, and beneficiaries who were not capable of
significant practical improvement as a result of therapy or were medically
unable to participate in intensive treatment. As a result, we projected a total
overpayment by Medicare to the hospital of approximately $4.8 million.

e Of 100 claims sampled at a hospital in New Hampshire, 44 were determined
by medical reviewers to be unallowable. The unallowable claims involved
beneficiaries with conditions similar to those found in the Massachusetts
hospital. As a result, we projected a total overpayment to the hospital of
approximately $1.7 million.

We recommended that both hospitals refund to the Medicare program the estimated
overpayments; identify and refund any overpayments for subsequent years’ IRF claims
that did not meet Medicare requirements; and strengthen their preadmission screening
procedures to provide reasonable assurance that beneficiaries admitted for IRF services
require treatment at the IRF level of care, are capable of significant practical
improvement, and are able to participate in intensive rehabilitation. The hospitals
disagreed with our findings and recommendations. (A-01-04-00531, A-01-04-00530)

Transition Stays at Inpatient Psychiatric Facilities

We found that inpatient psychiatric facilities did not always properly submit claims for
transition stays paid in CY 2005 by a Medicare fiscal intermediary. Under Medicare’s
inpatient psychiatric facilities prospective payment system (IPF PPS), these facilities
must submit a single discharge bill for an entire inpatient stay. Under CMS instructions,
if a beneficiary’s stay begins before and ends on or after the date on which the facility
becomes subject to the PPS (herein called a transition stay), the fiscal intermediary
should base its payments to the facility on prospective payment rates and rules.

For 76 of the 100 claims sampled, inpatient psychiatric facilities incorrectly split the
beneficiary’s stay by submitting claims under two separate payment periods, rather than
submitting 1 claim for the entire inpatient stay. These claims occurred because the
facilities did not have adequate controls to ensure that claims submitted during their
transition to the IPF PPS complied with Medicare requirements. Based on our sample
results, we estimated that Medicare overpaid the facilities $2.17 million for incorrectly
billed claims for transition stays in 2005.

We recommended that the intermediary make the appropriate adjustments to the sampled
claims that resulted in overpayments of $341,000, review our information on the
additional claims with potential overpayments estimated at $1.83 million and recover any
overpayments, and analyze postpayment data from claims submitted after our review to
ensure that they were billed properly and paid correctly. The intermediary agreed with
our recommendations. (A-01-07-00500)
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Certification and Oversight of Medicare Hospices

We found that, as of July 2005, 86 percent of Medicare hospices were certified by State
agencies within 6 years, as required at that time, and 14 percent averaged 3 years past
due. In addition, we found that 46 percent of the hospices surveyed were cited for at least
one health deficiency, such as care planning for patients, and 15 percent received repeat
citations for the same deficiency during previous surveys. CMS and State agencies rarely
used methods other than certification surveys and complaint investigations to monitor
and enforce hospice performance. Other available methods include Federal comparative
surveys, annual State performance reviews, and analysis of hospice performance data.
We also found that CMS rarely used its only enforcement remedy for noncompliant
hospices, which is termination from the Medicare program; only one hospice was
terminated as a result of severe problems during an initial survey.

To strengthen oversight of the Medicare hospice program to better protect both the
program and its beneficiaries, we recommended that CMS provide guidance to State
agencies and CMS regional offices regarding analysis of existing data and identification
of at-risk hospices; include hospices in Federal comparative surveys and annual State
performance reviews; seek regulatory or statutory changes to establish specific
requirements for the frequency of hospice certification; and seek legislation to establish
additional enforcement remedies, apart from termination, for poor hospice performance.

CMS agreed to provide increased guidance and include hospices in State performance
reviews. However, because of resource constraints, it did not agree with greater inclusion
of hospices in Federal comparative surveys and establishing frequency requirements for
hospice certification. CMS indicated it will continue to consider the recommendation to
seek legislation to establish additional enforcement remedies for poor hospice
performance. (OEI-06-05-00260)

Impact of Not Retroactively Adjusting Outpatient Outlier Payments

We determined that CMS’s practice of not retroactively adjusting erroneous outpatient
outlier payments creates vulnerabilities in the outpatient outlier program and is
inconsistent with CMS’s general policy on revisiting incorrectly calculated payments, as
well as CMS’s policy of retroactively adjusting inpatient PPS outlier payments. Under
the outpatient PPS, CMS reimburses outpatient providers, including hospital outpatient
departments and community mental health centers (CMHC), based on predetermined
fixed payment amounts. CMS may make additional payments, called outlier payments, if
the cost of care is extraordinarily high in relation to the average cost of treating
comparable conditions or illnesses. CMS’s fiscal intermediaries determine whether
claims qualify for outlier payments after reviewing the cost and charge data in providers’
annual cost reports. Although inpatient outlier claims are subject to retroactive
adjustments, CMS considers outpatient outlier payments, estimated at $2.73 billion for
CYs 2001 through 2007, as final payments not subject to such adjustments.

Using the results of four earlier reviews of outpatient outlier payments to CMHCs, we
calculated that the CMHCs received net overpayments totaling $24.4 million. In
response to our earlier recommendations to collect the overpayments, the fiscal
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intermediaries stated that they were not authorized to do so. CMS’s practice of not
adjusting erroneous outpatient outlier payments contributes to substantial net losses to the
Medicare trust fund and payment inequities among CMHCs. Although our work was
specific to CMHCs, similar vulnerabilities may exist in the overall outpatient outlier
program.

We recommended that CMS issue regulations to require adjustments of outpatient outlier
payments at final cost report settlement, retroactive to the beginning of the cost report
period, and retroactive adjustments of outpatient outlier payments when an error caused
by the fiscal intermediary or provider is identified after the cost report is settled. CMS
stated that it would explore the feasibility and cost effectiveness of implementing our
recommendations. (A-07-06-04059)

Intravenous Immune Globulin: Medicare Payment and Availability

For the third quarter of 2006, we found that there were improvements relative to previous
quarters in the ability of hospitals and physicians to purchase intravenous immune
globulin (IVIG) at prices below the Medicare payment amounts but that there were
problems with the availability of IVIG. IVIG is a plasma-derived product administered
to patients with poorly functioning immune systems. In terms of payments, OIG found
that, during the third quarter of 2006, 56 percent of IVIG sales to hospitals and 59 percent
to physicians by the three largest distributors occurred at prices below the Medicare
payment amounts. This represented a dramatic shift from the previous quarters, when the
percentage of sales at prices below Medicare payment rates for IVIG was as low as

23 percent for hospitals and 4 percent for physicians. In terms of availability, OIG found
that most physicians and distributors reported problems with IVIG availability in 2005
and 2006 and that these availability problems were related to Medicare payment.

CMS stated that the report, which had no recommendations, provided initial information
on the availability and pricing of IVIG and set the stage for further review of certain
issues, such as off-label use, payment lags, and distributor markups. (OEI-03-05-00404)

Comparison of Third-Quarter 2006 Average Sales Prices to Average Manufacturer
Prices: Impact on Medicare Reimbursement for First Quarter 2007

In our third review comparing ASPs to AMPs, we identified 39 of 326 Healthcare
Common Procedure Coding System (HCPCS) codes with ASPs that exceeded AMPs by
at least 5 percent in the third quarter of 2006. Pursuant to section 1847A(d)(3) of the
Social Security Act (the Act), OIG must notify the Secretary of HHS if the ASP for a
particular drug exceeds the drug’s AMP by a threshold of 5 percent. If that threshold is
met, the Act grants the Secretary authority to disregard the ASP pricing methodology for
that drug and substitute the payment amount for the drug code with the lesser of the
widely available market price for the drug (if any) or 103 percent of the AMP.

Of the 39 codes, 4 have met the threshold for price adjustments in all three of OIG’s
studies comparing ASPs and AMPs. An additional eight HCPCS codes were also
previously eligible for price adjustments as a result of OIG’s second report, which used
data from the fourth quarter of 2005. If reimbursement amounts for all 39 codes had
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been based on 103 percent of the AMP during the first quarter of 2007, we estimate that
Medicare expenditures would have been reduced by $13 million.

We recommended that CMS adjust Medicare reimbursement amounts for drugs that meet
the S-percent threshold specified in section 1847A(d)(3) of the Act. CMS may want to
focus on those drugs that, according to the three OIG reports, have ASPs that consistently
meet this threshold. In response, CMS expressed a desire to better understand fluctuating
differences between ASPs and AMPs, with the intent to develop a process to adjust
payment amounts based on the results of OIG’s pricing comparisons. (OEI-03-07-00140)

Medicare Reimbursement for End Stage Renal Disease Drugs: Third Quarter 2006
We found that, on average, independent and hospital-based dialysis facilities responding
to this OIG study could acquire the majority of selected separately billable ESRD drugs
for less than the Medicare reimbursement amounts in the third quarter of 2006. This
review is the third in a series of OIG reviews examining separately billable ESRD drugs
and Medicare reimbursement in dialysis facilities.

Effective January 1, 2006, CMS promulgated several significant changes to the drug
reimbursement methods used for dialysis facilities, including paying all dialysis facilities
106 percent of the ASP for all separately billable ESRD drugs and biologicals (with the
exception of vaccines, blood, and blood products).

We found that, among responding independent dialysis facilities, the average acquisition
cost for 9 of the 11 drugs under review was between 7 and 32 percent less than the
Medicare reimbursement amounts; for the remaining 2 drugs, average acquisition costs
ranged from 3 to 9 percent above the Medicare reimbursement amount. We also found
that overall drug acquisition costs among independent chain facilities were somewhat less
than those of independent nonchain facilities. And, among responding hospital-based
dialysis facilities, the average acquisition cost for 6 of the 11 drugs under review was
between 4 and 29 percent less than the Medicare reimbursement amount; for the
remaining 5 drugs, average acquisition costs ranged from 1 to 8 percent above the
Medicare reimbursement amount.

We concluded that acquisition costs for the same drug may vary based on the type and
chain affiliation of the facility, causing some dialysis facilities (especially hospital-based
facilities) to potentially experience greater gaps in reimbursement than others. We
suggested that CMS continue to monitor the situation closely to ensure that all facilities
are reimbursed appropriately. CMS stated that our findings in this report, which did not
have recommendations, provided useful information that will be helpful in the agency’s
monitoring efforts. (OEI-03-06-00590)

Costs To Administer and Purchase Cancer Drugs

Nine of the twelve practices that we reviewed could generally purchase drugs related
to 15 selected payment codes for the treatment of cancer patients at or below the
MMA -established reimbursement rates from April through June 2005. Only

three practices paid prices above the reimbursement rates for at least half of the
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payment codes related to the drugs purchased. Also, 11 of the 12 physician practices that
we reviewed did not have (nor were they required to have) procedures to track, by
procedure code, the costs associated with administering drugs to cancer patients. Without
such procedures, the practices could not determine whether Medicare reimbursement for
each code was sufficient to cover the costs of providing drug administration services.

We recommended that CMS consider the results of our review in any future evaluations
of Medicare Part B reimbursement of costs associated with the administration and
purchase of drugs for the treatment of cancer patients. CMS agreed. (A-09-05-00066)

Medicare Payments for 2003 Part B Mental Health Services: Medical Necessity,
Documentation, and Coding

We determined that 47 percent of the Part B mental health services allowed by Medicare
in 2003 did not meet program requirements, resulting in a projected $718 million in
improper payments. Miscoded and undocumented services accounted for 26 and

19 percent of all mental health services in 2003, respectively. Medically unnecessary
services and services that violated the “incident to” rule each accounted for 4 percent of
all mental health services. Some services had more than one error.

We recommended that CMS revise, expand, and reissue its 2003 Program Memorandum
on Part B mental health services with an increased emphasis on proper documentation
coding and the requirements for services billed “incident to.” CMS agreed with the
recommendation and stated it would consolidate existing guidance for providers of
mental health services. (OEI-09-04-00220)

Medicare Payments for Surgical Debridement Services

In our review of Medicare Part B payments for surgical debridement services in 2004, we
found that 64 percent of these services did not meet Medicare requirements, resulting in
improper payments of approximately $64 million. Surgical debridement is the removal
of dead or unhealthy tissue from a wound with the use of a sharp instrument. Medicare
paid for 3 million surgical debridement services claims totaling $188 million in 2004.
We found that 39 percent of these surgical debridement services were billed with codes
that did not accurately reflect the services provided, 29 percent had no or insufficient
documentation to determine whether the services were medically necessary or were
coded accurately, and 1 percent was not medically necessary. We also found that most
carriers had local coverage determinations and edits in place but conducted limited
medical review of the procedures.

We recommended that CMS strengthen program safeguards to prevent improper
payments for surgical debridement services by developing more uniform policy guidance,
instructing carriers to conduct additional medical reviews and education, and working
with one particular carrier to ensure that its policy is consistent with current Medicare
coding guidelines. CMS generally agreed with the recommendations.
(OEI-02-05-00390)
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Medicare Payments for Negative Pressure Wound Therapy Pumps

Of the $90 million that Medicare paid for negative pressure wound therapy pumps
(pump) in 2004, we found that 24 percent of the claims for these pumps did not meet
Medicare coverage criteria. This resulted in approximately $21 million in improper
payments and an additional $6 million in improper payments for supplies associated with
these claims. The pump, which Medicare covers under Part B as DME, is a portable or
stationary device used for the treatment of ulcers or wounds that have not responded to
traditional wound treatment methods. Specifically, our review found that 15 percent of
all pump claims in 2004 did not have sufficient documentation to determine whether the
claims met Medicare coverage criteria, 6 percent of the claims were undocumented, and
3 percent were not medically necessary.

We recommended that CMS ensure that claims for the pump meet Medicare coverage
criteria and are paid appropriately. We provided specific options to consider, such as
conducting additional medical reviews, educating suppliers and wound care providers
about the appropriate use of the pump, and establishing advance coverage determinations
of pump claims from suppliers that have a high number of claims that have been denied
or have a pattern of overutilization. CMS concurred with our recommendations for
medical review and education activities but did not concur with the five additional
options that we presented. (OEI-02-05-00370)

Provider Enrollment, Chain and Ownership System: Early Implementation
Challenges

We assessed the early implementation of CMS’s Provider Enrollment, Chain and
Ownership System (PECOS), which serves as the repository of enrollment records for
Medicare providers, and found the following regarding delayed application processing:

e For Medicare Part A, 66 percent of the provider applications to the PECOS
enrollment process that had been identified as late as of July 31, 2005, had not
actually exceeded timeframes for enrollment processing established by CMS.
This misclassification occurred because of contractors, which verify and enter
the provider information into the PECOS, improperly retaining certain
applications in a pending inventory or failing to correctly update the status in
the PECOS.

e For Medicare Part B, the provider applications that were reported as
exceeding timeframes as of July 31, 2005, were the result primarily of one
contractor’s backlog and providers’ fail