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OIG Organization

The Department of Health and Human Services (HHS) Office of Inspector General (OIG)
employs about 1,700 professional staff members who are deployed throughout the Nation
in regional and field offices and in Washington, DC, headquarters. We collaborate with HHS
and its operating and staff divisions, the Department of Justice (DOJ) and other executive
branch agencies, Congress, and States to bring about systemic changes, successful
prosecutions, negotiated settlements, and recovery of funds. Following are descriptions of
our mission-based components. The components are supported by the Immediate Office of
the Inspector General and the Office of Management and Policy.

THE OFFICE OF AUDIT SERVICES (OAS) provides auditing services for HHS,
either by conducting audits with its own audit resources or by overseeing
audit work done by others. Audits examine the performance of HHS
programs and/or its grantees and contractors in carrying out their
respective responsibilities and are intended to provide independent
assessments of HHS programs and operations. These assessments help
reduce waste, abuse, and mismanagement and promote economy and
efficiency throughout HHS.

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 focus

on preventing fraud, waste, and abuse and promoting economy, efficiency,
and effectiveness in HHS programs. OEI reports also present practical
recommendations for improving program operations.

THE OFFICE OF INVESTIGATIONS (OI) conducts criminal, civil, and
administrative investigations of fraud and misconduct related to HHS
programs, operations, and beneficiaries. With investigators working in
almost every State and the District of Columbia, OI actively coordinates
with DOJ and other Federal, State, and local law enforcement authorities.
The investigative efforts of Ol often lead to criminal convictions,
administrative sanctions, or CMPs.

THE OFFICE OF COUNSEL TO THE INSPECTOR GENERAL (OCIG) provides general
legal services to OIG, rendering advice and opinions on HHS programs and
operations and providing all legal support for OIG’s internal operations.
OCIG represents OIG in all civil and administrative fraud and abuse cases
involving HHS programs, including False Claims Act, program exclusion,
and CMP cases. In connection with these cases, OCIG also negotiates and
monitors corporate integrity agreements. OCIG renders advisory opinions,
issues compliance program guidance, publishes fraud alerts, and provides
other guidance to the health care industry concerning the antikickback
statute and other OIG enforcement authorities.
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A Message From
the Inspector General

This Semiannual Report to Congress, submitted pursuant to the
Inspector General Act of 1978, as amended, summarizes the activities
of the Office of Inspector General (OIG), Department of Health and

Human Services (HHS), for the 6-month period that ended March 31,
2013. Daniel R. Levinson

Inspector General

D uring this reporting period, OIG continued to generate important work that
significantly contributed toward our core mission of protecting HHS programs and
beneficiaries. Much of what we accomplished in the first quarter of 2013 was the result of
effective partnerships. OIG continuously looks for ways to enhance the relevance and
impact of our work by engaging and working with our internal and external stakeholders.

Many of our cooperative activities have generated successful results. The Health Care Fraud
Prevention and Enforcement Action Team (HEAT), the OIG Portfolio, and our series of audits
examining the Centers for Disease Control and Prevention's (CDC) oversight of the
President’s Emergency Plan for AIDS Relief (PEPFAR) grants exemplify our successful
efforts. These partnerships have demonstrated, or show great potential to produce,
significant results and maximum utility of OIG resources.

Our partnership with other Federal, State, and local law enforcement entities as part of
HEAT continues to yield impressive results. HEAT’s strike force teams use sophisticated
data analysis, combined with field intelligence and traditional law enforcement techniques,
to quickly identify fraud schemes and trends. Strike Force teams mine voluminous amounts
of data to pinpoint hot spots and target criminal behavior as it occurs. Since 2007, through
the end of the semiannual period that ended March 31, 2013, Strike Force efforts have
resulted in over $887 million in investigative receivables and over 800 criminal actions.
These significant results would not have been possible without our government partners.

OIG auditors, evaluators, investigators, and legal professionals joined forces to produce the
first-ever OIG Portfolio, which synthesizes OIG’s work examining vulnerabilities in Medicaid
personal care services (PCS) and offers recommendations for improvement. Over the past

6 years, OIG has issued over 20 reports on the topic of PCS and conducted numerous
investigations involving PCS fraud. This new product, which draws on all of OIG’s
professionals and disciplines, offers great potential for affecting positive change in programs
shown to present serious vulnerabilities to program integrity.

HHS is the largest Federal grantmaker and the third largest Federal contracting agency.
During this audit period, OIG produced three reports examining CDC’s oversight of PEPFAR
grants in South Africa, Namibia, and the Republic of Namibia. In planning for these audits,
OIG coordinated closely with CDC to understand the program and its operations and to
identify areas that posed the greatest risk for PEPFAR integrity. We developed a joint work
planning process with the U.S. Agency for International Development, coordinated with
other OIG offices conducting PEPFAR work, and sought input from domestic and
international organizations to examine grants and controls related to PEPFAR.
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Thus far, OIG’s efforts have uncovered several opportunities to strengthen grant compliance
practices, but showed no widespread problems overseas. Going forward, OIG will continue
to benefit from the strong communication and coordination it has cultivated with its
PEPFAR partners.

Since its 1976 establishment, OIG has worked diligently with its partners to fight waste,
fraud, and abuse in Medicare and more than 300 other HHS programs. I would once again
like to express my appreciation to Congress and to the Department for their sustained
commitment toward improving the efficiency and effectiveness of HHS programs.

Daniel R. Levinson
Inspector General
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Highlights

The Department of Health and Human Services (HHS) Office of Inspector General (OIG)
Semiannual Report to Congress (Semiannual Report) describes significant problems, abuses,
deficiencies, and investigative outcomes relating to the administration of HHS programs and
operations that were disclosed during the reporting period. This edition addresses work
completed during the first half of fiscal year (FY) 2013 (October - March) and provides
summary data on key accomplishments during the period and for the year.

Summary of Accomplishments

For the first half of FY 2013, we reported expected recoveries of about $3.8 billion
consisting of over $521 million in audit receivables and about $3.28 billion in investigative
receivables, which includes $642.3 million in non-HHS investigative receivables resulting
from our work in areas such as the States’ shares of Medicaid restitution.

We reported exclusions of 1,661individuals and entities from participation in Federal health
care programs; 484 criminal actions against individuals or entities that engaged in crimes
against HHS programs; and 240 civil actions, which include false claims and unjust-
enrichment lawsuits filed in Federal district court, civil monetary penalties (CMP)
settlements, and administrative recoveries related to provider self-disclosure matters.

Following are highlights of some of the significant problems, abuses, deficiencies, activities,
and investigative outcomes that are included in the Semiannual Report for the first half of
FY 2013.

Health Care Fraud Prevention
and Enforcement Action Team

The Health Care Fraud Prevention and Enforcement Action Team (HEAT) was started in
2009 by HHS and the Department of Justice (DO]J) to strengthen programs and invest in new
resources and technologies to prevent and combat health care fraud, waste, and abuse.
HEAT has continued with increasing momentum to identify and hold accountable those who
seek to defraud Medicare and Medicaid.

Medicare Strike Force Teams

Medicare Fraud Strike Force teams coordinate law enforcement operations conducted
jointly by Federal, State, and local law enforcement entities. The teams, now a key
component of HEAT, have a record of successfully analyzing data to quickly identify and
prosecute fraud. The Strike Force began in March 2007 and is operating in nine major cities.

Strike Force Accomplishments—During the first half of FY 2013, Strike Force efforts resulted
in the filing of charges against 148 individuals or entities, 139 criminal actions, and
$193.7 million in investigative receivables.
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Nationwide Takedown—In October 2012, Medicare Fraud Strike Force operations in 7 cities
led to charges against 91 individuals, including doctors, nurses, and other licensed medical
professionals, for their alleged participation in Medicare fraud schemes involving
approximately $429.2 million in false billing. HHS also suspended or took other
administrative action against 30 health care providers based upon credible allegations of
fraud.

Strike Force Case—15 defendants were sentenced to a combined 183 Years in Prison for
their roles in a $205 million Medicare fraud scheme. According to the indictment, the
American Therapeutic Corporation (ATC) and the American Sleep Institute (ASI) submitted
false and fraudulent claims to Medicare for services that were medically unnecessary, were
not eligible for Medicare reimbursement, or were never provided. ATC paid up to
approximately $500,000 monthly in kickbacks in exchange for the recruitment of Medicare
beneficiaries for purported mental health therapy and sleep study services at ATC and ASI.
The 15 defendants were also ordered to pay $87 million in restitution, joint and several, as
well as $37,000 in fines.

Prescription Drugs

Medicare and Medicaid are major payers for prescription drugs. Our investigations
and reviews find vulnerabilities at many levels, including pharmaceutical manufacturer
noncompliance, retail pharmacy and prescriber schemes, drug diversion, and flawed
reimbursement methodologies.

Chemotherapy-Related Reports

The following reports describe pricing policy and improper billing associated with three
types of drugs: prostate cancer drugs; Herceptin, used in treating breast cancer; and
Emend, used to help reduce nausea and vomiting in chemotherapy patients.

OEI-12-12-00210 Prostate Cancer Drugs—We found that Medicare spending for certain
November 2012  prostate cancer drugs is higher in the absence of least costly alternative

(LCA) policies for clinically comparable drugs. If such policies had not
been rescinded, Medicare expenditures would have been reduced by
$33.3 million over 1 year. There was concern that rescinding LCA policies
may have created an unintentional incentive for physicians to administer
costlier drugs, causing Medicare to pay more when less costly clinically
comparable drugs were available. (Least Costly Alternative Policies: Impact
on Prostate Cancer Drugs Covered Under Medicare Part B.)

A-05-11-00114 Herceptin (Trastuzumab)—Herceptin is a Medicare-covered drug used to

A-09-12-02069 treat breast cancer that has spread to other parts of the body. In six

A-06-12-00001 reviews, we found that 75 to 89 percent of payments for selected line items

A-04-12-06146 were incorrect, resulting in overpayments by Medicare. Providers

A-04-12-03070 incorrectly billed units of service equivalent to the dosage of entire multi-

A-05-12-00017 use vials when only partial vials were administered, billed for unallowable
Various Dates  services, incorrectly coded claims, and did not provide supporting

documentation.
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A-07-11-04181 Emend (Aprepitant)—For the oral form of Emend, one of three drugs in
December 2012  aregimen of oral anti-emetic drugs that are prescribed to help reduce
nausea and vomiting in chemotherapy patients, we found that about
91 percent of selected line items that were billed by five selected providers
during calendar year 2010 were incorrect, resulting in overpayments by
Medicare. (Providers Did Not Correctly Bill Medicare Part B for the Oral
Form of the Drug Emend.)

Drug-Related Settlements and Criminal Actions

Abbott Laboratories Agrees To Pay $1.5 Billion (Virginia)—Abbott Laboratories’ (Abbott) also
entered into a 5-year Corporate Integrity Agreement (CIA) in a global criminal, civil, and
administrative settlement to resolve allegations that it violated the False Claims Act by
improperly marketing and promoting the drug Depakote for uses not approved by the Food
and Drug Administration (FDA), including the treatment of aggression and agitation in
elderly dementia patients and the treatment of schizophrenia. Abbott allegedly offered and
paid illegal remuneration to induce health care professionals and long-term care-
pharmacies to prescribe Depakote.

Amgen, Inc., Agrees To Pay $762 Million (New York)—After pleading guilty to violations of the
Federal Food, Drug, and Cosmetic Act, pharmaceutical manufacturer Amgen, Inc. (Amgen),
agreed to pay about $762 million plus interest to resolve its criminal and civil liability
arising from its sale and promotion of certain drugs, including Aranesp (used in treating
anemia) and two other drugs that it manufactured. Amgen promoted uses and/or dosing
regimens that were not approved by FDA; offered illegal kickbacks to influence health care
providers to select and use its products, regardless of whether administered, reimbursable,
or medically necessary; and engaged in false price-reporting practices. As part of the global
settlement, Amgen also agreed to pay a criminal fine and forfeiture amount of $150 million.
Amgen entered into a CIA to increase accountability transparency, and to strengthen
compliance.

Clinic President Sentenced for lllegally Distributing Oxycodone and Other Schedule Il Narcotics
(Virginia)—Paul Boccone treated patients and prescribed narcotics by directing medical
practitioners to endorse prescriptions that he wrote. According to the indictment, though
Boccone was the president of a pain management clinic, he lacked any medical education,
qualifications, or licensing. He also hired medical professionals with no background or
specialized training in pain management. In addition to being sentenced to 15 years
imprisonment, Boccone was ordered to pay $275,154 in restitution.

Medicare Part A and Part B

Medicare Part A and Part B together are generally referred to as “traditional Medicare.”
Part A helps cover certain inpatient services such as in hospitals and skilled nursing
facilities and some home health services. Part B helps cover designated other medical
services, equipment, supplies, and drugs that Part A does not cover.
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Hospitals

Certain indicators on hospitals’ claims to Medicare identify conditions as being present on
admission (POA). Centers for Medicare & Medicaid Services (CMS) officials have expressed
continued interest in the accuracy of POA indicators because they provide an opportunity
for monitoring hospital quality of care.

OEI-06-09-00310 Hospital claims-coding staff misreported POA indicators. We found at least
November 2012  one incorrect indicator on 18 percent of claims we reviewed. Hospitals do
not receive increased Medicare reimbursement for certain conditions
(referred to as “hospital-acquired conditions”) when such conditions
develop during the hospital stay and are not present at the time of
admission. (Assessment of Hospital Reporting of Present on Admission
Indicators on Medicare Claims.)

Skilled Nursing Facilities

Skilled nursing facilities (SNFs) provide skilled care to Medicare patients, such as nursing
care, therapy, and other services. We found that many SNFs were not developing proper
plans of care; were not providing adequate care; or were doing too much by providing
unnecessary services that could actually cause harm, e.g., by providing intense therapy to
terminal patients who did not want it.

OEI-02-09-00201 Poor Care and Discharge Planning at SNFs—Medicare paid approximately
February 2013  $5.1 billion for stays in which SNFs did not meet planning and discharge
requirements. We also found poor quality care related to wound care,
medication management, and therapy. These findings raise concerns about
what Medicare is paying for. They also demonstrate that SNF oversight
needs to be strengthened. (Skilled Nursing Facilities Often Fail To Meet Care
Planning and Discharge Planning Requirements.)

OEI-02-09-00200 SNFs Misreported Information When Billing Medicare—We found that SNFs
November 2012  billed one-quarter of claims in error in 2009, resulting in about $1.5 billion

in inappropriate Medicare payments. For 47 percent of claims, SNFs
misreported information on the Minimum Data Set, the system used to
classify beneficiaries into resource utilization groups (RUG) for payment.
Some SNFs incorrectly reported items such as therapy and activities of
daily living, thereby placing beneficiaries into higher paying RUGs.
(Inappropriate Payments to Skilled Nursing Facilities Cost Medicare More
Than $1 Billion in 2009.)

Ineligible Beneficiaries—Unlawfully Present or Incarcerated

Medicare does not make payments for care rendered to patients unlawfully present in the
United States and generally does not pay for care rendered to incarcerated patients. We
found that when CMS received untimely information indicating that a beneficiary’s unlawful
presence overlapped with the dates of service on previously paid Medicare claims, CMS did
not notify Medicare’s contractors of this updated information. In the absence of such
notification, the contractors did not detect and recoup improper payments. Also, when
CMS’s data systems did not indicate until after a claim had been processed that a beneficiary
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was incarcerated, CMS’s controls were not adequate to detect and recoup the improper
payments.

A-07-12-01116  Unlawfully Present Beneficiaries—We identified $91.6 million in improper
January 2013  Payments. (Medicare Improperly Paid Providers Millions of Dollars for
Unlawfully Present Beneficiaries Who Received Services During 2009
Through 2011.)

A-07-12-01113 Incarcerated Beneficiaries—We identified $33.6 million in improper
January 2013  Payments. (Medicare Improperly Paid Providers Millions of Dollars for
Incarcerated Beneficiaries Who Received Services During 2009 Through
2011.)

Medicare Contractors’ Activities To Detect and Deter Fraud

CMS contracts with several entities, including Program Safeguard Contractors, Medicare
Drug Integrity Contractors, Recovery Audit Contractors, and Zone Program Integrity
Contractors (ZPICs), to perform many Medicare integrity functions.

OEI-04-11-00220 Home Health Agencies—The two CMS Medicare Administrative Contractors
December 2012 we reviewed prevented $275 million in home health agency (HHA)
improper payments and referred several instances of potential fraud, but
the four ZPICs we reviewed, which served fraud-prone geographic areas,
did not identify any HHA-specific vulnerabilities and varied substantially in
their efforts to detect and deter fraud. (OEI-04-11-00220—Home Health
Agencies—CMS and Contractor Oversight of Home Health Agencies.)

OEI-04-11-00101 Community Mental Health Centers—Only one of nine payment contractors

January 2013  we reviewed performed activities to detect and deter community mental
health center (CMHC) fraud in 2010, and most were part of a CMS-led
special project. Activities to detect and deter CMHC fraud varied
substantially among ZPICs in 2010; one ZPIC performed almost all such
activities, most of which were part of the same CMS-led special project.
The other contractors performed only minimal activities to detect and
deter fraudulent CMHC billing, despite having jurisdiction over fraud-prone
areas. (Vulnerabilities in CMS’s and Contractors’ Activities To Detect and
Deter Fraud in Community Mental Health Centers.)

Implementation of Surety Bonds for Medical Equipment Suppliers

OEI-03-11-00350 Medical Equipment Suppliers—Two years after the surety bond requirement
March 2013  for medical equipment suppliers was implemented, CMS did not have

accurate surety bond information for all suppliers. Information for
thousands of bonded suppliers and surety bond amounts were not
consistently maintained. Further, CMS can only collect up to $50,000 per
bonded supplier, so it is unlikely going to be able to reconcile surety bond
collections with the tens of millions of dollars in overpayments owed by
medical equipment suppliers. (Surety Bonds Remain an Underutilized Tool
To Protect Medicare From Supplier Overpayments.)
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Fraudulent Billing by Clinic Owner and Optometrist

Clinic Owner Sentenced to 12 Years and 7 Months for Engaging in Elaborate Medicare Fraud
Scheme (Florida)—Arbilio Yanes was sentenced to 12 years and 7 months of incarceration
and ordered to pay $11 million in restitution after pleading guilty to charges related to
health care fraud. Yanes, the president and one of two owners of the purported medical
clinic, paid more than $2.3 million to third parties to recruit Medicare beneficiaries as
purported patients for cash in return. The clinic then billed Medicare for alleged services,
even though they either were not provided or were not medically necessary.

Optometrist Sentenced to 3 Years in Prison for Submitting Claims for False Diagnoses (Idaho)—
Christopher Card was ordered to pay $1 million in restitution and a $100,000 fine after
pleading guilty to charges. Card was a licensed optometrist who, according to the plea
agreement, fraudulently billed Medicaid, Medicare, and other health care benefit programs
for false diagnoses, including glaucoma, acquired color deficiency (color blindness), tension
headaches, macular degeneration, treatment of eye injuries, and removal of foreign objects
from the eye. Card also billed for testing that did not actually occur and for testing results
that were falsified or altered.

Medicare Part C and Part D

Medicare Part C, known as the Medicare Advantage (MA) program, provides covered
services to qualified Medicare beneficiaries through State-licensed risk-bearing entities
operating under contract with CMS. Medicare Part D is an optional outpatient drug benefit
available to Medicare beneficiaries.

OEI-03-11-00310 Ability To Identify and Investigate Fraud—Our review of the one Medicare
January 2013  Drug Integrity Contractor (MEDIC) responsible for detecting and

preventing fraud, waste, and abuse in Medicare Parts C and D nationwide
revealed that its Part C investigations and case referrals represented only a
small percentage of its benefit integrity activities. We identified several
problems hindering the MEDIC's ability to identify and investigate fraud
and abuse in Part C and Part D. The two programs involved $190 billion in
expenditures in 2011 and 33 million beneficiaries in 2012. (MEDIC Benefit
Integrity Activities in Medicare Parts C and D.)

OEI-05-10-00450 Part D Pharmacy and Therapeutics Committees—Part D sponsors' pharmacy
March 2013  and therapeutics committees, whose decisions affect beneficiaries' access
to specific prescription drugs and the cost of drugs to beneficiaries and the
Federal Government, have limited definitions of conflicts of interest, which
could hinder them from identifying conflicts. (Medicare Gaps in Oversight
of Conflicts of Interest in Medicare Prescription Drug Decisions.)

Medicaid Program

States have considerable flexibility in designing and operating their Medicaid programs;
however, to receive a Federal share of Medicaid costs, applicable State and Federal
requirements must be met.
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0IG-12-12-01 OIG Portfolio: Personal Care Services—In the past 6 years, Medicaid costs
November 2012 for personal care services increased by 35 percent, totaling approximately
Spotlight  $12.7 billion in 2011. OIG has issued 23 reports on personal care services
Article  and conducted numerous investigations involving related fraud. This OIG
Portfolio synthesizes our body of work and offers new and comprehensive
recommendations to address vulnerabilities. (Personal Care Services:
Trends, Vulnerabilities, and Recommendations for Improvement.)

A-02-09-01017 Disproportionate Share Hospital Payments—New Jersey claimed payments

November 2012  of about $50 million Federal share for five hospitals that did not meet
Federal requirements during our audit period. States are required to make
special payments, known as disproportionate share payments, to hospitals
that serve a disproportionate share of low-income and/or uninsured
patients.
(The New Jersey Department of Human Services Claimed Medicaid
Disproportionate Share Hospital Payments to Five Hospitals That Did Not
Meet Federal Eligibility Requirements.)

A-05-11-00071 Collection of Sustained Overpayments—As of December 2012, CMS reported

February 2013  collecting $987.5 million of the $1.2 billion in Medicaid overpayments that
it had sustained in the 147 audit reports covered by our review. However,
CMS had not collected the remaining $225.6 million. The uncollected
amount related to overpayments that OIG had identified in 10 audit reports
that the States had not agreed to refund. In addition, CMS could not
document that $7.2 million that it reported as collected had been collected.
(The Centers for Medicare & Medicaid Services Collected the Majority of
Medicaid Overpayments but Millions Remain Uncollected.)

OEI-03-11-00650 Federal Upper Limit for Medicaid Drug Reimbursements—For our review
October 2012  period, we found that Federal Upper Limit (FUL) amounts based on

published prices were more than four times greater than sampled
pharmacy acquisition costs. Medicaid FUL amounts based on average
manufacturer prices (AMP) were 61 percent lower than FUL amounts
based on published prices at the median, and AMP-based FULs exceeded
sampled pharmacy acquisition costs by 43 percent in the aggregate. The
findings support the implementation of the AMP-based FUL amounts for
drug reimbursements. (Analyzing Changes to Medicaid Federal Upper Limit
Amounts.)

Public Health and Other HHS-Related Reviews

Public health activities and programs represent the country’s primary defense against acute
and chronic diseases and disabilities and generally promote and enhance health. Other HHS
reviews address various human services and administrative issues.

Global HIV/AIDS Program

Through its Global HIV/AIDS Program, the Centers for Disease Control and Prevention
(CDC) implemented the President's Emergency Plan for AIDS Relief (PEPFAR), working with
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ministries of health and other in-country partners to combat HIV/AIDS by strengthening
health systems and building sustainable HIV/AIDS programs in more than 75 countries.
CDC's offices in host countries are responsible for PEPFAR funds awarded to government
agencies and for-profit and nonprofit organizations (recipients). Three reports indicate
better guidance and oversight are needed.

A-04-12-04022 CDC South Africa—We found insufficiencies in documentation and evidence
February 2013  of monitoring and assurances of use of funds. (The Centers for Disease
Control and Prevention's South Africa Office Did Not Always Properly Monitor
Recipients’ Use of the President's Emergency Plan for AIDS Relief Funds.)

A-04-12-04020 CDC Namibia— We found insufficiencies in documentation and evidence of

November 2012 monitoring. (The Centers for Disease Control and Prevention's Namibia
Office Did Not Always Properly Monitor Recipients' Use of the President's
Emergency Plan for AIDS Relief Funds.)

A-04-12-04019 Republic of Namibia—We found Unallowable and potentially unallowable
January 2013  expenditures, reporting accomplishments not related to the cooperative
agreement, and other deficiencies. (The Republic of Namibia, Ministry of
Health and Social Services, Did Not Always Manage the President’s
Emergency Plan for AIDS Relief Funds or Meet Program Goals in Accordance
With Award Requirements.)

Food Safety—Dietary Supplements

Two reports related to dietary supplements addressed the extent to which FDA is able to
effectively locate manufacturers through its Food Facility Registry and determined whether
manufacturers’ structure/function claims made on the labels of dietary supplements are
truthful and not misleading.

OEI-01-11-00211 Locating Dietary Supplement Manufacturers in Emergencies—Of the dietary
October 2012  supplement manufacturers we contacted for review, 28 percent failed to
register with the FDA Food Facility Registry. Of the companies that did
register, 72 percent failed to provide the complete and accurate
information required by law. (Dietary Supplements—Companies May Be
Difficult To Locate in an Emergency)

OEI-01-11-00210 Truthfulness of Claims on Dietary Supplement Labels—For dietary
October 2012  supplements that were marketed for weight loss or immune system
support, we found that manufacturers’ substantiations for
structure/function claims were inconsistent with FDA’'s guidance for
evidence. Also, manufacturers did not always meet related notification and
disclaimer requirements. (Dietary Supplements—Structure/Function
Claims Fail To Meet Federal Requirements.)

Deployment of HHS Resources in Emergencies

Within HHS, the Assistant Secretary for Preparedness and Response organizes HHS's
resources and its response as the Coordinator and Primary Agency responsible for
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Emergency Support Function-8 (ESF-8), Public Health and Medical Services. HHS also has
responsibilities as a support agency for nine additional ESFs.

OEI-04-11-00260 HHS Emergency Support Function—We found that HHS deployed

November 2012 resources in response to 28 emergency incidents in 2010 and 2011.
Of the 28 incidents, we reviewed 3, which affected 17 States. HHS
demonstrated its ability to effectively fulfill its emergency support function
(ESF) responsibilities for the three selected incidents. We found that the
other ESF coordinators and primary agencies did not always report having
a clear understanding of HHS's support agency role and its available
resources during incident response. (HHS Public Health and Medical
Services Emergency Support Preparedness.)

OIG Participation in Congressional Hearings

3-19-2013 Daniel R. Levinson, Inspector General, testified before
the House Appropriations Committee, Subcommittee on
Labor, Health and Human Services, Education, and
Related Agencies, about HHS’s top management
challenges. Testimony. Video.

Daniel R. Levinson
Inspector General
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Medicare Program Reviews

Medicare Part A and Part B together are generally referred to as “traditional Medicare.”
Part A helps cover certain inpatient services such as in hospitals and skilled nursing
facilities and some home health services. Part B helps cover designated other medical
services, equipment, supplies, and drugs that Part A does not cover.

Medicare Part C, known as the Medicare Advantage (MA) program, provides covered
services to qualified Medicare beneficiaries through State-licensed risk-bearing entities
operating under contract with CMS. Medicare Part D is an optional outpatient drug benefit
available to Medicare beneficiaries.

Improper Payments and Other Wasteful Spending

Wasteful spending occurs when Medicare’s laws, policies, and methodologies fail to ensure
that program costs are reasonable and appropriate or fail to reflect Medicare’s role as a
high-volume, prudent insurer/payer in the health care marketplace. Medicare’s policies and
methodologies may also cause waste when unintended loopholes or other inherent
problems invite exploitation or hinder consistent payment determinations. Medicare’s
supporting systems and practices sometimes cause waste by hindering timely and
appropriate payment adjustments.

Improper payments, some of which are fraudulent, are a form of wasteful spending. For
Part A and Part B, improper payments generally occur when Medicare does not effectively
identify and reduce erroneous, inappropriate, and fraudulent billing by providers and
suppliers.

Office of Inspector General (OIG) audits and evaluations do not routinely project the annual
cost savings that could be realized at the program level from implementing the
recommendations in our reports. However, the reports are indicative of the extent to which
policies and methodologies may be less than effective and may be in need of correction.

Ineligible Beneficiaries—Unlawfully Present or Incarcerated

We audited Medicare payments made for patients who were not lawfully present in the
United States or were incarcerated. A lawfully present Medicare patient is an immigrant
living in the United States legally. Unlawful presence occurs when a non-U.S. citizen remains
in the United States longer than the time authorized by U.S immigration agencies.
Incarcerated patients are people who are under arrest, are imprisoned, reside in a halfway
house, or are required to live under home detention. Medicare does not make payments for
the care of unlawfully present patients and generally does not pay for incarcerated patients.

The Centers for Medicare and Medicaid Services (CMS) identifies these people in
collaboration with the Social Security Administration (SSA), which obtains information from
prison systems and other Federal agencies. SSA uses data systems to identify unlawfully
present and incarcerated patients, then transmits the names to CMS via computer link. CMS
does not always receive this information promptly. In such instances, inappropriate claims
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are paid. CMS does not have policies and procedures to go back and detect and recover

the money.
\/Improper
Payments?

A-07-12-01116
January 2013

\/Improper
Payments

A-07-12-01113
January 2013

Medicare Improperly Paid Providers Millions of Dollars for Unlawfully
Present Beneficiaries Who Received Services During 2009 Through 2011

CMS’s controls were not adequate to ensure that all improper payments for
services to unlawfully present beneficiaries were detected and recouped.
We found that when CMS received untimely information indicating that the
unlawful presence overlapped with the dates of service on previously paid
Medicare claims, CMS did not notify Medicare’s contractors of this updated
information. In the absence of such notification, the contractors did not
detect and recoup improper payments.

Recommendations—CMS should ensure that Medicare contractors recoup
the $91.6 million in improper payments we identified, identify improper
payments made on behalf of unlawfully present beneficiaries after our
audit period but before implementation of new policies and procedures,
and ensure that Medicare contractors recoup those payments. We also
recommend that CMS implement administrative policies and procedures
to detect and recoup improper payments made for Medicare services when
information relating to the unlawful presence is received on previously
paid Medicare claims.

Medicare Improperly Paid Providers Millions of Dollars for Incarcerated
Beneficiaries Who Received Services During 2009 Through 2011

CMS’s controls were not adequate to ensure that all improper payments
for services to incarcerated beneficiaries were detected and recouped.
With certain exceptions, prisons (instead of Medicare) pay for the health
care of incarcerated people who are otherwise eligible for Medicare
(incarcerated beneficiaries). CMS does not always receive timely updates
regarding incarceration information before Medicare contractors pay
providers on behalf of incarcerated beneficiaries. We found that when
CMS’s data systems did not indicate until after a claim had been processed
that a beneficiary was incarcerated, CMS’s controls were not adequate to
detect and recoup the improper payments.

Recommendations—CMS should ensure that Medicare contractors recoup
the $33.6 million in improper payments we identified; identify improper
payments made on behalf of incarcerated beneficiaries after our audit
period but before implementation of policies and procedures and ensure
that Medicare contractors recoup those payments; work with other
entities, including SSA (which is CMS's primary source of information
about incarcerated beneficiaries), to improve the timeliness of information;
and work with the Medicare contractors to ensure that all claims with
exception codes are processed consistently and pursuant to Federal
requirements. We also recommend that CMS implement administrative
policies and procedures to detect and recoup improper payments when
incarceration information is received on previously paid Medicare claims.

1 To the left of each report title, we have flagged with a checkmark the management challenge(s)
associated with the review’s findings and recommendations, e.g.,vV Improper Payments, v Wasteful
Spending, V Quality of Care, etc. Implementing a report’s recommendations would help curb negative
outcomes associated with the designated management challenges.
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Long-Term Care Hospitals—Co-Location With Other Facilities

Long-term-care hospitals (LTCHs) generally treat patients who have been discharged from
acute care hospitals but have complex medical conditions that require prolonged hospital-
level care. An LTCH can be freestanding or co-located with another hospital-level provider
(e.g., an acute care hospital) or a skilled nursing facility. A co-located LTCH is in the same
building or in a separate building on the same campus as another provider. Co-located
LTCHs must notify their Medicare claims processing contractors about the providers with
which they are co-located and indicate whether there are any changes in co-located status.
Because co-location creates incentives for providers to make decisions about admitting
and discharging patients on the basis of maximizing Medicare payments, CMS developed
payment policies that reduce payments to co-located LTCHs when certain thresholds are
exceeded.

\/Improper Co-Located Long-Term Care Hospitals Remain Unidentified, Resulting in
Payments Potential Overpayments

OEI-04-12-00491 Medicare overpayments can result when LTCHs provide inaccurate data on
March 2013 their co-location status and the LTCHs exceed the threshold for Medicare’s
pertinent payment policies. Our preliminary data analysis shows that
67 percent of LTCHs we identified were co-located. At least 46 percent had
not notified their claims processing contractors of their co-located status,
according to contractor responses. The report does not contain
recommendations.

Inpatient Rehabilitation Facilities—Documentation Requirements

Inpatient rehabilitation facilities (IRFs) provide rehabilitation for patients who require
hospital-level care to improve their ability to function. Effective for discharges on or after
January 1, 2010, documentation requirements specified in regulations must be met to
ensure that the IRF care is reasonable and necessary under the Social Security Act. If not,
the claims are not allowable.

\/Improper Norwalk Hospital Did Not Comply With Medicare Inpatient Rehabilitation
Payments Facility Documentation Requirements

A-01-11-00531  Because procedures at one selected hospital did not ensure that

February 2013 [RF services were documented according to Medicare requirements,
Medicare made improper payments. The hospital's medical records
did not sufficiently support that it met requirements that a comprehensive
preadmission screening occurred within the 48 hours immediately
preceding the admission; that a rehabilitation physician performed a
postadmission evaluation within the first 24 hours of the IRF admission;
that a rehabilitation physician developed and documented an
individualized overall plan of care within 4 days of the IRF admission; and
that interdisciplinary team meetings met all Federal requirements.

Recommendations—The hospital should refund to the Medicare program
$2.7 million for claims in our sample that did not comply with
requirements; work with CMS to resolve the claims that were not included
in our sample, with potential overpayments estimated at $5.2 million;
identify IRF claims in subsequent years that did not meet documentation
requirements and refund any associated overpayments; and develop and
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implement procedures to ensure that it bills Medicare only for IRF services
that comply with documentation requirements.

Skilled Nursing Facilities—Questionable Care and Misreported Data

Skilled nursing facilities (SNFs) are nursing homes that provide skilled care to Medicare
patients. This can be nursing care; therapy; and other services, such as assistance with
eating or bathing. Last year, Medicare paid for services for nearly 2 million SNF patients.
SNFs are required to evaluate each patient's needs and develop a care plan specifically for
that patient. Care plans identify problems and set specific treatment goals.

\/ Quality of Care  Skilled Nursing Facilities Often Fail To Meet Care Planning and Discharge
\/ Wasteful Spending  Planning Requirements

0EI[-02-09-00201  Medicare paid approximately $5.1 billion for stays in which SNFs did not
February 2013 meet quality-of-care requirements. Our findings raised concerns about
Spotlight  what Medicare is paying for (i.e., possible wasteful spending of Medicare
Article  gol1ars for questionable care) and demonstrated that oversight needs to be
strengthened to ensure that SNFs perform appropriate care planning and
discharge planning. We found that for 37 percent of stays, SNFs did not
develop care plans that met requirements or did not provide services in
accordance with care plans. For 31 percent of stays, SNFs did not meet
discharge planning requirements. Additionally, reviewers found examples
of poor quality care related to wound care, medication management, and
therapy.

Recommendations—CMS should strengthen the regulations on care
planning and discharge planning, provide guidance to SNFs to improve care
planning and discharge planning, increase surveyor efforts to identify SNFs
that do not meet care planning and discharge planning requirements and
to hold these SNFs accountable, link payments to meeting quality-of-care
requirements, and follow up on the SNFs that failed to meet care planning
and discharge planning requirements or that provided poor quality care.

\/ Wasteful Spending  Inappropriate Payments to Skilled Nursing Facilities Cost Medicare More
Than $1 Billion in 2009

OEI-02-09-00200  SNFs misreported information to Medicare; as a result, inappropriate
November 2012 payments were made. We found that SNFs billed one-quarter of claims in
Podcast  errorin 2009; the incorrect claims resulted in about $1.5 billion in

inappropriate Medicare payments. For 47 percent of claims, SNFs
misreported information on the Minimum Data Set (MDS), the system used
to classify beneficiaries into resource utilization groups (RUGs) for
payment. Some SNFs incorrectly reported items such as therapy and
activities of daily living, thereby placing beneficiaries into higher paying
RUGs.

Recommendations—CMS should change the current methodology for
determining how much therapy is needed to ensure appropriate payments.
We also recommend the following administrative actions: increase and
expand reviews of SNF claims, use the Fraud Prevention System to identify
SNFs that are billing for higher paying RUGs, monitor compliance with new
therapy assessments, improve the accuracy of MDS items, and follow up on
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the SNFs we identified as having billed in error.

Medical Equipment and Supplies—Prosthetics, Custom Fabricated
Orthotics, and Back Orthoses

The following reviews examine compliance with practitioner and supplier qualifications
to bill for prosthetics and custom fabricated orthotics and compare acquisition costs and
reimbursements for back orthoses.

Prosthetics and Custom Fabricated Orthotics—The Medicare, Medicaid, and SCHIP Benefits
Improvement and Protection Act of 2000 (BIPA), § 427(a), prohibits Medicare payments for
prosthetics and custom fabricated orthotics unless the items are furnished by a qualified
practitioner and fabricated by either a qualified practitioner or a qualified supplier. The
BIPA required the promulgation of regulations to implement the requirements. After more
than a decade, CMS has not done so. Medicare suppliers are also required to maintain
documentation supporting that prosthetics and custom fabricated orthotics were delivered
to beneficiaries.

\/ Wasteful Spending CMS Has Not Promulgated Regulations To Establish Payment Requirements
for Prosthetics and Custom-Fabricated Orthotics

OEI-07-10-00410  We found that 12 percent of nearly 1,000 claims allowed in 2010 did not
October 2012 meet Federal requirements for delivery documentation. These claims were
either missing all documentation of delivery or lacked a beneficiary
signature on the documentation provided.

Recommendations—CMS should promulgate regulations to implement the
statutory payment requirements, ensure that suppliers maintain delivery
documentation that meets Federal requirements, and take appropriate
action to address the inappropriately allowed claims we identified in our
sample.

Back Orthoses—The following report provides information on supplier acquisition costs for
certain back orthoses. Back orthoses provide back support, reduce back pain, and facilitate
healing of the spine. To obtain payment for covered equipment, suppliers submit claims
using procedure codes. Suppliers may bill Medicare for a variety of back orthosis products
using the L0631 code we selected for review, and the suppliers’ acquisition cost for each
product may vary according to the manufacturer and model provided. However, Medicare
does not collect information on the supplier acquisition costs or the models of back orthoses
provided to beneficiaries.

\/ Wasteful Spending  Medicare Supplier Acquisition Costs for L0631 Back Orthoses

OEI-03-11-00600  We found that Medicare payment amounts were more than four times
December 2012 greater than supplier acquisition costs for back orthoses billed using code

L0631. Consequently, Medicare and its beneficiaries paid approximately
$37 million more for L0631 back orthoses than suppliers paid to acquire
them. Beneficiary copayments alone would have almost covered suppliers’
L0631 acquisition costs. For 93 percent of the claims we reviewed,
suppliers did not provide any additional services related to L0631 back
orthoses other than general instructions.

Recommendations—CMS should lower the fee schedule amount for L0631
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back orthoses by including them in the Competitive Bidding Program or by
using CMS's inherent reasonableness authority.

Medical Equipment and Supplies—Mail Order Diabetes Testing Supplies

Part B covers diabetic testing supplies, such as blood-testing strips (test strips), lancets,
glucose control solutions, and spring-powered lancet devices for patients for whom the
glucose monitor is covered. We identified inappropriate supplier billing and activities
related to mail order and non-mail order test strips provided in competitive bidding areas.
We also determined whether two mail order suppliers' billing of supplies as non-mail order
was correct.

Incentives for Improper Billing in Competitive Bidding Areas—At the time of our review, the
term “mail order” specified delivery by a common carrier, such as the U.S. Postal Service or
FedEx. In competitive bidding areas, non-mail order test strips (e.g., those purchased at
walk-in stores) are reimbursed at a rate more than double that for mail order test strips.
The payment difference provides a financial incentive for suppliers to improperly bill
Medicare items delivered by common carrier to beneficiaries as if they were higher paying
non-mail order items. A supplier that knowingly presents to the Federal Government a false
or fraudulent claim for payment faces liability under the Federal False Claims Act. The
report below responds to a request from CMS to determine whether the increase in claims
for non-mail order diabetes test strips between 2010 and 2011 may be associated with
improper billing and other abusive practices.

\/ Improper  Supplier Billing for Diabetes Test Strips and Inappropriate Supplier Activities
Payments in Competitive Bidding Areas

OEI-04-11-00760  We concluded that improper billing and other abusive practices

November 2012 contributed to a 33-percent increase in supplier claims for higher paying
non-mail order test strips in 2011. For 20 percent of beneficiaries in our
review, suppliers improperly billed Medicare for higher paying non-mail
order test strips while beneficiaries reported having instead received them
through mail order. Also, supplier claims for lower paying mail order test
strips decreased by 71 percent in the same period. Twenty-three percent
of beneficiaries reported other supplier activities that we determined to be
inappropriate, i.e., routinely waiving coinsurance and sending unsolicited
test stips to the beneficiaries. The report did not contain
recommendations.

Deliveries in Supplier-Owned Vehicles Billed as Non-Mail Order—Pursuant to Medicare
requirements in effect until CMS implements its revised definition of "mail order," supplies
delivered by company-owned vehicles are not considered mail order items and can be billed
at higher rates that generally apply to walk-in purchases. To curb wasteful spending by
Medicare, the revised definition of "mail order"” includes any item “shipped or delivered to
the beneficiary’s home, regardless of the method of delivery.” [Emphasis added.] The revised
definition is targeted to become effective in July 2013.

\/ Wasteful Spending  Neighborhood Diabetes, Inc., Submitted Claims for Diabetic Testing Supplies
Without the KL Modifier in Accordance With Medicare Billing Requirements

A-09-11-02073  We reviewed selected line items that one mail order supplier submitted to
January 2013
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Medicare as being non-mail order. Of the 100 line items we reviewed, 99
were properly claimed as non-mail order under the then-current definition
because the supplies were delivered to the beneficiaries in company-
owned vehicles instead of by common carrier. We limited our review to
determining the supplier’s compliance with use of a certain modifier code
on the claims that identifies mail order supplies. The claims were correct
in not including the mail order modifier code and could be paid at higher
non-mail order rates.

The supplier, which serves more than 60,000 customers in the
northeastern and southeastern United States, mails diabetic testing
supplies or delivers them to customers’ homes using company-owned
vehicles. The supplier established its home delivery department in
November 2008 to prepare for home delivery services beginning in January
2009, when Medicare reduced the reimbursement amount for supplies
delivered by mail. The report did not contain recommendations.

\/ Wasteful Spending  Advanced Diabetes Supply Submitted Claims for Diabetic Testing Supplies
Without the KL Modifier in Accordance With Medicare Billing Requirements

A-09-12-02035  Similar to the preceding report, a review of a second mail order supplier
March 2013 revealed that almost all the supplies it claimed as being non-mail order

were payable as claimed because the supplier used company-owned
vehicles instead of common carriers to deliver diabetic testing supplies
to Medicare beneficiaries at their homes or to warehouse stores for
beneficiaries to pick up. This supplier, based in Carlsbad, California, uses
company-owned vehicles to deliver supplies to customers who reside in
the competitive bidding area or to deliver the supplies to warehouse club
stores for pickup by customers. The supplier pays a fixed fee to the
membership warehouse club for its general and administrative expenses
related to providing the supplies to customers. The report did not contain
recommendations.

Medical Equipment Suppliers—Surety Bond Requirements

Surety bonds, which can discourage enrollment of fraudulent suppliers and aid the recovery
of debts owed to Medicare, are issued by entities (sureties) guaranteeing to pay CMS the
amount of any monetary obligations that are incurred during the term of the bond and for
which the supplier is responsible, up to the surety's maximum obligation. We determined
the extent to which CMS maintains complete and accurate surety bond data and the amount
of supplier debt that could have been recovered through surety bonds.

\/ Wasteful Spending  Surety Bonds Remain an Underutilized Tool To Protect Medicare From
\/Preventing Fraud Supplier Overpayments

OEI-03-11-00350  Two years after the surety bond requirement for medical equipment
March 2013 syppliers was implemented, CMS did not have accurate surety bond

information for all suppliers. Information for thousands of bonded
suppliers was missing, and surety bond amounts were not consistently
maintained by supplier location. CMS can only collect $50,000 per bonded
supplier, so it is unlikely going to be able to reconcile surety bond
collections with the tens of millions of dollars in overpayments owed by
suppliers.
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Recommendations—CMS should improve oversight of supplier data to
ensure accurate and consistent information, immediately begin using the
surety bond requirement to recover outstanding overpayments from
suppliers' surety bonds, consider using the legislative authority given by
the Patient Protection and Affordable Care Act of 2010 to require increased
surety bond amounts for suppliers that receive high overall Medicare
payments, and revise collection guidelines to state that collection of debts
through surety bonds is based on dates of service.

Part B Drugs Price Substitution Option

When Congress established average sales prices (ASPs) as the primary basis for Medicare
Part B drug reimbursement, it also mandated that OIG compare ASPs with average
manufacturer prices (AMPs). If the ASP for a particular drug exceeds the drug's AMP by a
threshold of 5 percent, the Secretary of Health and Human Services may disregard the ASP
for the drug when setting reimbursement and shall substitute the payment amount with the
lesser of either the widely available market price or 103 percent of the AMP. OIG has issued
about 30 reports comparing ASPs to AMPs since the ASP reimbursement methodology was
implemented in January 2005.

As of February 2013 when the report was issued, CMS had yet to make any changes to Part B
drug reimbursement as a result of OIG's reviews; however, the agency published a final rule
in November 2012 that specifies the circumstances under which AMP-based price
substitutions will occur. Under this rule, price substitutions apply to only certain codes that
meet the 5-percent threshold using complete AMP data.

\/ Wasteful Spending  Comparison of Average Sales Prices and Average Manufacturer Prices: An
Overview of 2011

OEI-03-12-00670  Medicare failed to optimally exercise a statutory option to reduce payments
February 2013 for Part B-covered drugs under specified conditions. Medicare could have
saved an estimated $14.4 million over 1 year if CMS had lowered
reimbursement for 58 drug codes that exceeded the threshold on the basis
of complete AMP data in 2011. Under CMS’s price substitution policy,
reimbursement amounts for over 40 percent of these drugs would have
been reduced, saving an estimated $7 million over 1 year.

Recommendations—CMS should finalize the price substitution policy in
the proposed rule and lower Medicare reimbursement amounts for drugs
that exceed the 5-percent threshold, consider expanding the price
substitution policy to include all drug codes with complete AMP data,
consider expanding the price substitution policy to include certain drug
codes with partial AMP data, and consider seeking a legislative change to
require manufacturers of Part B-covered drugs to submit both ASPs and
AMPs.

\/ Wasteful Spending Comparison of First-Quarter 2012 Average Sales Prices and Average
Manufacturer Prices: Impact on Medicare Reimbursement for Third Quarter
2012

OEI-03-12-00730  In the first quarter of 2012, ASPs for 28 drug codes exceeded AMPs by at
December 2012 ]east 5 percent. Of these, 22 had complete AMP data. If reimbursement
amounts for all 22 codes had been based on 103 percent of the AMPs in the
third quarter of 2012, Medicare would have saved an estimated $739,000
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in that quarter alone.

\/ Wasteful Spending Comparison of Second-Quarter 2012 Average Sales Prices and Average
Manufacturer Prices: Impact on Medicare Reimbursement for Fourth
Quarter 2012

OEI-03-13-00100  In the second quarter of 2012, ASPs for 29 drug codes exceeded AMPs by at
December 2012 ]east 5 percent. Of these, 19 had complete AMP data. If reimbursement for
all 19 drug codes had been based on 103 percent of the drugs’ AMPs in the
fourth quarter of 2012, Medicare would have saved an estimated $553,000
in that quarter alone.

Part B Chemotherapy-Related Drugs

This section describes billing and pricing issues for three types of drugs: prostate cancer
drugs; Herceptin, used in treating breast cancer; and Emend, used to help reduce nausea
and vomiting in chemotherapy patients. Implementing the related recommendations would
recover the identified overpayments and avoid the wasteful spending associated with
improper billing for the drugs.

Prostate Cancer Drugs—Between 1995 and 2010, certain prostate cancer drugs covered
under Medicare Part B (i.e., luteinizing hormone-releasing hormone (LHRH) agonists) were
subject to least costly alternative (LCA) policies, which based the payment amount for a
group of clinically comparable products on that of the least costly one. However, in April
2010, LCA policies for Part B drugs were discontinued in response to a court ruling stating
that the use of an LCA policy was not authorized under Medicare law. There has been
concern that the withdrawal of LCA policies for prostate cancer drugs may have created an
unintentional incentive for physicians to administer costlier drugs.

\/ Wasteful Spending  Least Costly Alternative Policies: Impact on Prostate Cancer Drugs Covered
Under Medicare Part B

OEI-12-12-00210 Medicare spending for LHRH agonists is higher in the absence of LCA

November 2012 policies for clinically comparable drugs. If LCA policies for LHRH agonists
had not been rescinded, Medicare expenditures would have been reduced
by $33.3 million over 1 year, from $264.6 million to $231.3 million. After
LCA policies were removed, utilization patterns shifted dramatically in
favor of certain costlier products. However, the overall use of LHRH
agonists to treat prostate cancer has been decreasing, a trend that began at
least 1 year before elimination of LCA policies and continued for more than
a year after.

Recommendation—CMS should consider seeking legislative authority to
implement LCA policies for Part B drugs under appropriate circumstances.

Herceptin (Trastuzumab)—Herceptin is a Medicare-covered drug used to treat breast cancer
that has spread to other parts of the body. The incorrect line items we found included that
providers reported incorrect units of service on line items with unit counts that represented
full multiuse vials, did not provide supporting documentation, billed for unallowable
services, and reported a combination of incorrect units of service and incorrectly coded
claims. The providers attributed the incorrect payments to clerical errors and to billing
systems that could not prevent or detect the incorrect billing of units of service and other
types of billing errors. The Medicare contractors made these incorrect payments because
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neither the Fiscal Intermediary Standard System nor the Common Working File had
sufficient edits in place during our audit period to prevent or detect the overpayments.

In this semiannual period, we reported the results of six reviews. We recommend that the
responsible Medicare contractors recover the identified overpayments, implement or
update system edits that identify for review multiuse-vial drugs that are billed with units of
service equivalent to the dosage on an entire vial(s), and use the results of the audits in
provider education activities.

\/Improper
Payments

A-05-11-00114

Herceptin—The Medicare Contractor's Payments in 26 States From the WPS
Legacy Workload for Full Vials of Herceptin Were Often Incorrect

WPS Legacy Workload: 89 percent of payments made to providers from

February 2013 the Wisconsin Physician Services Insurance Corporation (WPS) Legacy
Workload for selected line items for full vials of Herceptin were incorrect.
Before Medicare contracting reform, WPS processed claims for hospitals
and other institutional providers from all 15 jurisdictions. This workload,
referred to as the "WPS Legacy Workload," will eventually transition to the
appropriate Medicare contractors. (Recover $3 million in identified
overpayments.)
\/Improper Herceptin—Medicare Contractors' Payments in Jurisdiction 1 for Full Vials of
Payments Herceptin Were Often Incorrect
A-09-12-02069  Medicare Jurisdiction 1: 75 percent of Medicare payments that Medicare
February 2013 contractors made to providers in Jurisdiction 1 of the selected line items
for full vials of Herceptin were incorrect. (Recover $1.7 million in
identified overpayments.
\/Improper Herceptin—Medicare Contractors' Payments Made to Providers Currently
Payments Assigned to Jurisdiction 4 for Full Vials of Herceptin Were Often Incorrect
A-06-12-00001  Medicare Jurisdiction 4: 79 percent of the selected line items for full vials
December 2012 of Herceptin were incorrect. (Recover $1.8 million in identified
overpayments.)
\/ Improper Herceptin—The Medicare Contractor’s Payments to Providers in Jurisdiction
Payments 9 for Full Vials of Herceptin Were Often Incorrect
A-04-12-06146  Medicare Jurisdiction 9: 78 percent of the selected line items for full vials
January 2013 of Herceptin were incorrect. (Recover $1.3 million in identified
overpayments.)
\/Improper Herceptin—The Medicare Contractors' Payments in Jurisdiction 10 for Full
Payments Vials of Herceptin Were Often Incorrect

A-04-12-03070

Medicare Jurisdiction 10: 80 percent of the selected line items for full vials

January 2013 of Herceptin were incorrect. (Recover $1.5 million in identified
overpayments.)
\/Improper Herceptin—Medicare Contractors’ Payments in Jurisdiction 15 to Providers
Payments  for Full Vials of Herceptin Were Often Incorrect
A-05-12-00017  Medicare Jurisdiction 15: 85 percent of the selected line items for full vials
December 2012

of Herceptin were incorrect. (Recover $1.2 million in identified
overpayments.)
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Emend (Aprepitant)—Emend is one of three drugs in a regimen of oral anti-emetic drugs that
are prescribed to help reduce nausea and vomiting in chemotherapy patients. For the oral
form of Emend to be payable as an outpatient service under Medicare Part B, providers
must administer or prescribe a three-drug oral regimen (consisting of Emend, a 5-HT3
antagonist, and dexamethasone), along with at least one of nine specified anticancer
chemotherapeutic agents. The drugs should be billed on the same claim form.

\/ Improper  Providers Did Not Correctly Bill Medicare Part B for the Oral Form of the
Payments Drug Emend

A-07-11-04181  For the oral form of Emend, we found that about 91 percent of selected line
December 12 jtems that were billed by 5 selected providers during calendar year (CY)
2010 were incorrect.

Recommendations—CMS should verify that about $531,000 in identified
overpayments has been refunded to the Federal Government; direct the
selected providers to review the remaining CY 2010 line items on claims
for the oral form of Emend that were not reviewed as part of this audit, as
well as all subsequent claims, and refund any overpayments; develop and
implement system edits to prevent payments for the oral form of Emend
when providers do not bill for all of the required drugs in the regimen on
the same claim; and use the results of this audit to educate providers.

Part B Infusion Drugs

Medicare pays 106 percent of the ASP for most drugs covered under Part B. However,
payment amounts for infusion drugs administered in conjunction with durable medical
equipment (DME) are instead set at 95 percent of the drugs' average wholesale prices
(AWPs) that were in effect on October 1, 2003. Numerous OIG reports have shown that
AWPs greatly exceed drug acquisition costs. Basing payments for DME infusion drugs on
AWPs set almost a decade ago raises concerns about whether Medicare payment levels are
appropriate.

\/ Wasteful Spending  Part B Payments for Drugs Infused Through Durable Medical Equipment

OEI-12-12-00310  Qverall, Medicare payment amounts for DME infusion drugs exceeded ASPs
February 2013 by 54 to 122 percent annually. Most individual drugs had Medicare

payment amounts that exceeded ASPs, many by more than two times, in
each year. However, for as many as one-third of DME infusion drugs in each
year, the payment amounts were below their ASPs, meaning that Medicare
may be underpaying providers for these drugs. Medicare spending on DME
infusion drugs would have been reduced by 44 percent ($334 million)
between 2005 and 2011 had payment been based on ASPs.

Recommendations—CMS should either seek a legislative change requiring
DME infusion drugs to be paid using the ASP methodology or include DME
infusion drugs in the next round of the competitive bidding program.

Appeals of Claims-Related Decisions

Administrative law judges (ALJs) in the Office of Medicare Hearings and Appeals (OMHA)
decide appeals at the third level of the Medicare appeals system. OMHA reports directly to
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the Secretary of Health and Human Services. In 2005, among other changes, ALJs were
required to follow new regulations addressing how to apply Medicare policy, when to accept
new evidence, and how CMS participates in appeals. Medicare providers and beneficiaries
may appeal certain decisions related to claims for health care services and items.

\/ Wasteful Spending Improvements Are Needed at the Administrative Law Judge Level of Medicare
Appeals

OEI-02-10-00340  Wasteful spending may occur when payment decisions are inappropriately

November 2012 reversed on appeal because guidance to ALJs and quality assurance
controls are insufficient or ineffective. We found that for 56 percent of
appeals, AL]Js reversed the prior-level decisions made by Qualified
Independent Contractors (QICs) and decided in favor of appellants.
However, when CMS participated in the appeals, AL] decisions were less
likely to be favorable to appellants. QICs are retained by CMS to make
second-level decisions on appeals. We found that the reversal rate varied
substantially across Medicare program areas; the variations were due to
different interpretations of Medicare policies and other factors.

Recommendations—CMS should continue to increase its participation in
AL] appeals. We also recommend that CMS and OMHA seek statutory
authority to postpone appeals with fraud involvement when necessary;
revise regulations to provide more guidance to AL]Js regarding the
acceptance of new evidence; and implement administrative actions
pertaining to training, policy clarifications, and electronic case files.

We also recommend that OMHA seek statutory authority to establish a
filing fee, implement administrative actions concerning quality assurance
reviews of AL] decisions, assess specialization among ALJs, and develop
policies to handle suspicions of fraud and train staff accordingly.

Preventing and Detecting Medicare Fraud

CMS contracts with several entities, including Program Safeguard Contractors, Medicare
Drug Integrity Contractors, Recovery Audit Contractors, and Zone Program Integrity
Contractors (ZPICs), to perform many Medicare integrity functions. OIG reviews have found
vulnerabilities in Medicare contractors' efforts to identify and investigate potential fraud
and abuse, as well as limitations in CMS's oversight of these contractors.

Home Health Agencies—Fraud Detection

In 2010, Medicare paid $19.5 billion to 11,203 home health agencies (HHAs) for services
provided to 3.4 million beneficiaries. HHAs are considered to be particularly vulnerable to
fraud, waste, and abuse. CMS designated newly enrolling HHAs as high-risk providers in
March 2011, citing their record of fraud, waste, and abuse. A 2012 OIG report also found
that one in four HHAs had questionable billing, which was concentrated in certain
geographic areas where Federal investigators and analysts have focused their efforts to
combat fraud, waste, and abuse.

\/Detecting Fraud Home Health Agencies—CMS and Contractor Oversight of Home
Health Agencies
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OEI-04-11-00220  We found issues with CMS’s and its contractors’ ability to identify and
December 2012 respond to potential fraud. The two CMS Medicare Administrative
Podcast  contractors (MACs) we reviewed prevented $275 million in HHA improper

payments and referred several instances of potential fraud, but the four
ZPICs we reviewed did not identify any HHA-specific vulnerabilities and
varied substantially in their efforts to detect and deter fraud. Two of the
four ZPICs recommended administrative actions and referred law
enforcement cases for approximately eight times the number of HHAs as
the other two ZPICs. All four ZPICs served fraud-prone geographic areas.

We also found that in 2011, Medicare inappropriately paid five HHAs with
suspended or revoked billing privileges. Further, because CMS did not
promptly act on five revocation recommendations it directly received from
a contractor, potentially inappropriate payments resulted.

Recommendations—CMS should establish additional contractor
performance standards for high-risk providers in fraud-prone areas
(including newly enrolled HHAs). CMS should also develop a system to
track revocation recommendations and respond to them in a timely
manner and follow up on and prevent inappropriate payments to HHAs
with suspended or revoked billing privileges.

Community Mental Health Centers—Fraud Detection

During 2010, 206 community mental health centers (CMHCs) received an estimated
$218.6 million for providing partial hospitalization program services to approximately
25,000 Medicare beneficiaries. Arrests by Medicare Fraud Strike Forces indicate that some
parts of the country have a higher prevalence of CMHC fraud, including areas in Florida,
Louisiana, and Texas. A recent OIG review found that approximately half of CMHCs
exhibited questionable billing in 2010. Most of the centers were in Florida, Louisiana, and
Texas. Other OIG reviews have found problems with CMS's oversight of its contractors.

\/Detecting Fraud Vulnerabilities in CMS’s and Contractors’ Activities To Detect and Deter
Fraud in Community Mental Health Centers

OEI-04-11-00101  One of nine MACs we reviewed performed activities to detect and deter
January 2013 CMHC fraud in 2010, and most of the activities were part of a CMS-led
Podcast  ghacial project. Activities to detect and deter CMHC fraud varied

substantially among ZPICs in 2010; one ZPIC performed almost all such
activities, most of which were part of the same CMS-led special project.
Other MACs and ZPICs performed minimal activities to detect and deter
fraudulent CMHC billing, despite having jurisdiction over fraud-prone
areas. Also, Medicare paid CMHCs that did not comply with its
requirements after their revocations were effective and while their
revocations were being approved. Medicare could have prevented
payments to potentially fraudulent CMHCs by consistently applying an
autodeny edit across Florida CMHCs.

Recommendations—CMS should implement additional CMHC fraud
mitigation activities in all fraud-prone areas, develop a system to track
revocation recommendations and improve revocation communication with
contractors (e.g., coordinate activities to deter CMHC fraud in Florida), and
follow up on payments made to CMHCs after the effective dates of their
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billing privilege revocations.

Medical Equipment and Supplies—Supplier Solicitation of Physicians

The Medicare Durable Medical Equipment, Prosthetics, Orthotics, and Supplies (DMEPOS)
Competitive Bidding Program is an important new initiative for controlling costs and
reducing fraud, waste, and abuse in Medicare's medical equipment benefit program. The
Round 1 Rebid of the program began in nine competitive bidding areas on January 1, 2011,
and made significant changes to the amount that Medicare pays for items included in the
program and to the suppliers that Medicare will pay to furnish these items. Although a
prescription change in the product brand or mode of delivery would not typically result in a
different Medicare payment amount, we examined the extent to which suppliers might
solicit physicians to make changes in their prescribing.

\/ Potential Limited Supplier Solicitation of Prescribing Physicians Under Medicare
for Abuse DMEPOS Competitive Bidding Program

OEI-06-11-00081  To curb potential abuses, Congress statutorily required OIG to review
12/21/2012  supplier solicitation of physicians in the competitive bidding environment.

We found that most physicians in our sample were not solicited by
suppliers to change the prescribed brand or mode of delivery for
competitive-bid items. Many physicians did not prescribe the brand or
mode of delivery for any competitive-bid items and, therefore, had no
reason to be solicited by suppliers. Further, most physicians who
prescribed a specific brand or mode of delivery received no solicitation
from suppliers for changes. Within our sample, most physicians who
received requests from suppliers described such requests as rare or
occasional and typically approved the changes. Physicians reported that
supplier reasons for change requests included the supplier's belief that a
different brand or mode of delivery would better meet patient needs, the
supplier's not carrying the prescribed brand, and requests from patients.
Finally, none of the nearly 37,000 hotline calls related to the Medicare
DMEPOS Competitive Bidding Program involved concerns about supplier
solicitation of physicians regarding brand or mode of delivery. The report
did not contain recommendations.

Identity Theft—CMS Response to Known Breaches

CMS maintains the protected health information of millions of Medicare beneficiaries.

If a breach occurs and the security or privacy of this information is compromised, CMS is
required by the American Recovery and Reinvestment Act of 2009 to notify the affected
beneficiaries. Such breaches can lead to medical identity theft, i.e., the appropriation or
misuse of a patient's or a provider's medical identifying information (such as a Medicare
identification number) to fraudulently obtain or bill for medical care. Identity theft can
create patient safety risks and impose financial burdens on those affected, leading to
significant financial losses for the Medicare Trust Funds and taxpayers.

\/Preventing Fraud CMS Response to Breaches and Medical Identity Theft

OEI-02-10-00040  Qur review of CMS’s response to known breaches of protected health
October 2012 jnformation and to medical identity theft involving Medicare identification

Page 14



https://oig.hhs.gov/oei/reports/oei-06-11-00081.pdf�
https://oig.hhs.gov/oei/reports/oei-02-10-00040.pdf�

HHS Office of Inspector General
Semiannual Report to Congress | Spring 2013 Medicare Program Reviews

numbers revealed opportunities for improvement. Although CMS notified
Medicare beneficiaries affected by known breaches, we found that several
requirements were not met. CMS has made progress in responding to
medical identity theft by developing a compromised number database for
contractors, but the database's usefulness could be improved. Further,
Medicare’s contractors do not consistently develop edits to stop payments
on compromised numbers.

Recommendations—CMS should pursue the following administrative
actions: ensure that breach notifications meet statutory requirements,
improve the compromised number database, provide guidance to
contractors about using database information and implementing edits,
develop a method for ensuring that beneficiaries who are victims of
medical identity theft retain access to needed services, and develop a
method for reissuing identification numbers to beneficiaries affected by
medical identity theft.

Savings and Return on Investment From Fraud Prevention Technologies

Pursuant to the Small Business Jobs Act of 2010, which requires the Department of Health
and Human Services (HHS) to implement predictive analytics technologies, CMS developed a
Fraud Prevention System, which reviews claims processed in all 50 States, the District of
Columbia, and the territories. The system detects patterns and aberrancies (referred to as
“leads”) that CMS provides to its benefit integrity contractors for investigation.
Investigations can result in administrative actions, including payment suspensions, provider
and supplier revocations, and referrals to law enforcement. Investigations can also result in
the introduction of payment edits that screen claims automatically for specific problems.

OIG is required to certify the actual and projected improper payments recovered and
avoided and the return on investment related to HHS’s use of predictive analytics
technologies in the Medicare fee-for-service program. OIG must also recommend whether
the HHS should continue, expand, or modify its use of predictive analytics technologies.

\/Detecting Fraud The Department of Health and Human Services Has Implemented Predictive
Analytics Technologies But Can Improve Its Reporting on Related Savings
and Return on Investment

A-17-12-53000  We found that in the first year of implementation, HHS did not fully meet

December 2012 the requirements for reporting actual and projected improper payments
recovered and avoided in the Medicare fee-for-service program and
reporting HHS’s return on investment related to its use of such
technologies. HHS did not report some of the amounts required and had
inconsistencies in its data; in addition, its methodology for calculating
other reported amounts included some invalid assumptions that may have
affected the accuracy of those amounts.

Recommendations—HHS should require contractors to track recoveries
that result from Fraud Prevention System leads; coordinate with law
enforcement to enhance reporting of investigative and prosecutorial
outcomes in cases predicated on referrals from the system; revise the
methodology used to calculate projected savings with respect to improper
payments avoided; revise the methodology used to calculate costs avoided
from edits and payment suspensions, including verifying that the
information in the Department’s records is consistent with that maintained
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by the benefit integrity contractors; and include all costs associated with
the system, including reporting costs, indirect costs, and projected costs, in
its return on investment calculation.

Other Part A- and Part B-Related Oversight

Electronic Health Records—Incentive Payment Program

The following review is an early assessment of CMS's oversight of the Medicare electronic
health record (EHR) incentive program, for which CMS estimates it will pay $6.6 billion in
incentive payments between 2011 and 2016. To qualify for Medicare EHR incentive
payments, professionals and hospitals must possess certified EHR technology and
meaningfully use that certified EHR technology in accordance with requirements defined by
CMS. Professionals and hospitals self-report data to demonstrate that they meet program
requirements.

\/ Other Oversight  Early Assessment Finds That CMS Faces Obstacles in Overseeing the Medicare
Electronic Health Record Incentive Program

OEI-05-11-00250  CMS does not verify the accuracy of professionals’ and hospitals’ self-
November 2012 reported information prior to payment because data necessary for

verifications are not readily available. CMS also does not direct high-risk
professionals and hospitals to submit supporting documentation for
prepayment review. CMS’s ability to safeguard incentive payments after
they have been made is also limited. CMS’s planned postpayment audits
may not conclusively verify the accuracy of professionals’ and hospitals’
self-reported information because supporting documentation may not be
available.

Recommendations—CMS should obtain and review supporting
documentation from selected professionals and hospitals before payment
to verify the accuracy of their self-reported information and issue guidance
with specific examples of documentation that professionals and hospitals
should maintain to support their compliance. The report also includes
recommendations for the Office of the National Coordinator for Health
Information Technology that define EHR technology certification
requirements in Federal regulations.

Information Security—Compliance With Statutory Requirements

Federal law requires that each Medicare contractor have its information security program
evaluated annually by an independent entity. These evaluations must address the eight
major requirements enumerated in the Federal Information Security Management Act of
2002 (FISMA). The FISMA also requires evaluations of the information security controls for
a subset of systems. OIG must submit to Congress annual reports on the results of these
evaluations, including assessments of their scope and sufficiency. This report fulfills that
responsibility for fiscal year (FY) 2010.
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\/ Other Oversight Review of Medicare Contractor Information Security Program Evaluations
for Fiscal Year 2010

A-18-12-30100  We found that evaluations of the contractor information security programs
January 2013 were adequate in scope and were sufficient. Assessments for one of the

two enterprise data centers tested were adequate in scope and were
sufficient. However, at the other enterprise data center, we could not
determine whether the scope and sufficiency of the review were adequate
because of issues with the working papers, such as lack of evidence that all
testing procedures had been completed and that all identified weaknesses
were adequately supported.

Recommendation—CMS should ensure that its enterprise data center
technical assessments are adequately supported.

Hospital Quality of Care—Conditions Present on Admission

The report below provides national estimates for the extent to which hospital coding staff
misreported indicators that identified conditions as present on admission (POA). Hospitals
do not receive increased Medicare reimbursement for certain conditions (referred to as
“hospital-acquired conditions”) when they develop during the hospital stay and are not
present at the time of admission. CMS officials have expressed continued interest in the
accuracy of POA indicators because they provide an opportunity for monitoring hospital
quality of care and are critical to CMS's efforts to link payment to quality; the coding must be
accurate to serve these purposes.

\/ Other Oversight Assessment of Hospital Reporting of Present on Admission Indicators on
Medicare Claims

OEI-06-09-00310  We found that hospital coders incorrectly reported 3 percent of the 5,491
November 2012 PQA indicators reviewed, resulting in the presence of at least one incorrect
indicator on 18 percent of claims.

We did not make formal recommendations; however, encouraging hospitals
to assess POA reporting practices related to developing conditions and
exemption codes and to retrain staff as needed could improve accuracy.

Medicare Part C and Part D

Part C Risk Adjustment Data Validation

CMS categorizes patient diagnoses, which are submitted by Medicare Advantage (MA)
organizations, into groups of clinically related diseases called Hierarchical Condition
Categories and uses the categories and demographic characteristics to calculate a risk score
for each beneficiary. CMS then uses the risk scores to adjust the monthly capitated
payments to MA organizations for the next payment period. The two examples below
demonstrate the impact of unsupported diagnosis data on risk ratings and adjustments to
capitated payments.
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Recommendations—We recommend that the two MA organizations refund to the Federal
Government the overpayments identified for the sampled beneficiaries; work with CMS to
determine the correct contract-level adjustment for the estimated overpayments;
implement written policies and procedures for obtaining, processing, and submitting valid
risk adjustment data; and improve current practices to ensure compliance with Federal
requirements.

\/Improper Part C  Risk Adjustment Data Validation of Payments Made to PacifiCare of
Payments California for Calendar Year 2007 (Contract Number H0543)

A-09-09-00045  On the basis of our sample results, we estimated that PacifiCare was

November 2012 gverpaid approximately $423.7 million in calendar year (CY) 2007. The
risk scores for 45 of 100 selected beneficiaries were invalid because the
diagnoses PacifiCare provided were not supported. (Refund to the Federal
Government $224,388 in overpayments identified for the sampled
beneficiaries.)

\/Improper Part C  Risk Adjustment Data Validation of Payments Made to Excellus Health Plan,
Payments Inc., for Calendar Year 2007 (Contract Number H3351)

A-02-09-01014  On the basis of our sample results, we estimated that Excellus was overpaid
October 2012 approximately $41.6 million in CY 2007. The risk scores of 45 of
98 selected beneficiaries were invalid because the diagnoses Excellus
submitted were not supported. (Refund to the Federal Government
$157,777 in overpayments identified for the sampled beneficiaries.)

Parts C and Part D Benefit Integrity Activities

This report focuses on the one Medicare Drug Integrity Contractor (MEDIC) responsible for
detecting and preventing fraud, waste, and abuse in Medicare Parts C and D nationwide.
The report provides an update on MEDIC identification of potential Part D fraud and abuse
and is the first review of MEDIC antifraud (benefit integrity) activities for Part C.

\/Fraud and Abuse  Benefit Integrity Contractors—MEDIC Benefit Integrity Activities in Medicare
Parts Cand D

OEI-03-11-00310  Qur review of the MEDIC that has responsibility for both Medicare Part C
January 2013 and Part D revealed that its Part C investigations and case referrals
represented only a small percentage of its benefit integrity activities. We
identified several problems hindering the MEDIC's ability to identify and
investigate fraud and abuse in Part C and Part D. The two programs
involved $190 billion in expenditures in 2011 and 33 million beneficiaries
in 2012.

Recommendations—CMS should amend its regulations to require Part C
and Part D plan sponsors to refer potential fraud and abuse incidents to the
MEDIC and authorize the MEDIC to directly obtain information from
entities such as pharmacies, physicians, and pharmacy benefit managers.
We also recommend the following administrative improvements: provide
the MEDIC with centralized Part C data, clarify policy and instruct the
MEDIC about the circumstances under which the MEDIC may share specific
information with other entities, explore methods to develop and
implement a mechanism to recover payments from Part C and Part D plan
sponsors when law enforcement agencies do not accept for further action
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cases involving inappropriate services, and enhance the MEDIC's monthly
workload reporting requirements.

Part D Pharmacy and Therapeutics Committees—Conflicts of Interest

Part D Sponsors’ Pharmacy and Therapeutics (P&T) committees make prescription drug
coverage decisions on the basis of scientific evidence and standards of practice. Such
decisions affect beneficiaries' access to specific prescription drugs and the cost of drugs to
beneficiaries and the Federal Government. To comply with the law, sponsors' P&T
committees must prevent conflicts of interest from influencing members to give preference
to certain drugs. In addition, sponsors' P&T committees must comply with Federal law and
regulations requiring that at least one physician and at least one pharmacist on each
committee be independent and free of conflict relative to the sponsor and pharmaceutical
manufacturers.

\/Ethics Medicare Gaps in Oversight of Conflicts of Interest in Medicare Prescription
Drug Decisions

OEI-05-10-00450  Sponsors' P&T committees have limited oversight of their members'
March 2013 conflicts of interest, thereby compromising sponsors' ability to prevent
Podcast  financial interests from influencing decisions about drug coverage. The

majority of sponsors' P&T committees have limited definitions of conflicts
of interest, which could hinder them from identifying conflicts. Also, many
sponsors' P&T committees allow their members to determine and manage
their own conflicts. Additionally, CMS does not adequately oversee
sponsors' compliance with the requirement that at least two members on
each P&T committee be independent and free of conflict relative to the
sponsor and pharmaceutical manufacturers.

Recommendations—CMS should define pharmacy benefit managers as
entities that could benefit from drug coverage decisions, direct sponsors to
ensure that safeguards exist to mitigate improprieties related to
employment by the entity managing the P&T committee, and ensure that
an objective process is used to determine and manage conflicts. CMS
should also oversee sponsors' compliance with the requirement that at
least two co