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EXECUTIVE SUMMARY

The Health Insuraze Portability and Accountability Act of 1996 (HIPAA) established a national
Health Care Fraud and Abuse Control Program (HCFAC or the Program) under the joint
direction of the Attorney General and the Secretary of the Department of Hehlttuenan
Services (HHS) acting through the Inspector General, designed to coordiederal, state and
local law enforcement activities with respect to health care fraud and abutseeigihteenth

year of operation, the Program’s continued success confirms the soundness of aatiwkabor
approach to identify and prosecute the most egregious instances of health care frauento pre
future fraud and abuse, and to protect program beneficiaries.

Monetary Results

During Fiscal Year (FY) 234, the Federal governmewbn or negotiatedver £.3billion in
health care fraud judgments and settlenfeatsd it attained additional administrative
impositions in health care fraud cases and proceedigsa result of these efforts, as well as
those of preceding years, in FX014,approximately 8.3 billion returned to the Federal
government or paid to private persor@t this $3.3 billion, the Medicare Trust Funtieceived
transfers of approximatelyy1.9 billion during this period, and over $52dlion in Federal
Medicaid money was similarly transferred separately to the Treasury as afé¢sate

efforts. The HCFAC account has returned over $2ill®n to the Medicare Trust Funds since
the inception of the Program in 1997.

Enforcement Actions

In FY 2014, the Depément of Justice (DOJ)pened 924ew criminal health care fraud
investigations. Federal prosecutbisd criminal charges id96 cases involving 805 defendants.
A total of 734defendants were convicted health care fraudgelated crimes during the yea

Also in FY 2014, DOJ opened 782w civil health caréraud investigationandhad 957civil
health care fraud matters pending at the end of the fiscal yre&Y 2014, the FBI investigative
efforts resulted in over 605 operational disruptions of criminal fraud organizatidribex
dismantlement of the criminal hierarchy of more than 142 health care fraudatrenterprises.

In FY 2014 HHS’ Office of Inspector General (HHSIG) investigations resulted in 867
criminal actionsagainst individuals or entities that engaged in crimes related to Medicare and
Medicaid and 529 civil actions, which include false claims and urgasehment lawsuits filed

in Federal district court, civil monetary penalties (CMP) settlements, and adntivistra
recoveries related to provider sdisclosure matters. HHSIG also excluded,017 individuals

! Hereafter, referred to as the Secretary.

2 The amount reported as won or negotiated only reflects the Federal recovetiesrafude does not reflect state
Medicaid monies recovered as part of any global Fe®tedé settlements.

% Also known as the Medicare Hospital Insurance (Part A) Trust Fund and thee@eptal Medical Insurance (Part
B) Trust Fund.



and entitiesrom participation in Medicare, Medicaid, and otheddral health care programs
Among these were exclusions based on criminal ction for crimes related to Medicare and
Medicaid (,310 or to other health care progrard82),for patient abuse or negledi89), and
as a result of licensure revocations (1)744HSOIG also issued numerous audits and
evaluations with recommendations that, when implemented, would correct program
vulnerabilities and save program funds.

Sequestrationimpact

Due to sequestration of mandatory funding in 2Qhdre were fewer resources for DGBI,

HHS, and HHSOIG to fight fraud and abuses againstdicare, Medicaid, and other health care
progams. A totabf $31.5million was sequestered from the HCFAC program in FY 2@#da
combined total of $62.1 million ithe past two years



INTRODUCTION

The Annual Report of the Attorney General déinel Secretary detailing expenditures and
revenuesinder the Health Care Fraud and Abuse Control Program for Fiscal Year 2014 is
provided as required by Section 1817(k)(5) of the Social Security Act.

Statutory Background

The Social Security Act Sectidrl28C(a), as established by the Health Insurance Portability and
Accountability Act of 1996 (P.L. 104-191, HIPAA or the Act), created the Health [@atel

and Abuse Control Program, a far-reaching program to combat fraud and abuse in health car
including both public and private health plans.

As was the case before HIPAAnaunts paid to Medicare in restitution or for compensatory
damages must be deposited inkhedicareTrust Fung. The Act requires that an amount
equaling recoveries from healthreanvestigations +ncluding criminal fines, forfeitures, civil
settlements and judgments, and administrative penalésobe deposited in the Trust Funds.

The Act appropriates monies from the Mediddoespital Insurancé&rust Fund to an expenditur
account, called the Health Care Fraud and Abuse Control Account (the Account), in amaunts tha
the Secretary and Attorney General jointly certify as necessary to finanéeadtactivities.

The maximum amounts available for certification are spekifighe Act. Certain of these sums
are to be used only for activities of tHeIS-OIG, with respect tohe Medicare and Medicaid
programs. In FY 2006, the Tax Relief and Health Care RRHCA) (P.L 109-432, 8303)
amended the Act so that funds allottemhi the Account artavailable until expendet

TRHCA also allowed for yearly increases to the Account based on the change in thmerons
price index for all urban consumers (all itefdsjted States city averagé}PFU) over the
previous fiscal year fofiscal years for 2007 through 2010n FY 2010, thePatient Protection
and Affordable Care Act, as amended by the Health Care and Education Recaméiliatio
collectively referred to as the Affordable Care Aetl( 111-148ACA) extended permanently
the yearly increases to the Account based upon the change in the consumer price aiblex for
urban consumersy CPHU.

In FY 2014 the Secretary and the Attorney General certif@éBsLmillion in mandatory
funding to the Account after accounting for sequester reductions of $21.6 million tcathe tot
appropriation. Additionally, Congress appropriated $28dl6on in discretionary fundingA
detailed breakdown of the allocation of these funds is set forth later in this re@FACH
appropriations generally supplement the direct appropriations of HHS and DO tlevated
to health care fraud enforcement and funded approximidtelgfourthsof HHS-OIG’s

* The CPHU adjustment in TRHCA did not apply to the Medicare Integrity PrograrPM8ection 6402 of the
ACA indexed Medicare Integrity Program funding to inflation startmgY 2010.
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appropriated budget in FY 2014Separately, the FBI receivedl2¥.3million from HIPAA—
afteraccounting for $9.9 million in mandatosgquester reductiorswhich is discussed in the
Appendix.)

Under the joint direction of the Attorney General and the Secretary, the Pregaats are:

(1) to coordinatdederal, state and local law enforcement efforts relating to health care fraud
and abuse with respect to health plans;

(2)  to conduct investigations, audits, inspections, and evaluations relating to the delivery of
and payment for health care in the United States;

3) to facilitate enforcemd of all applicable remedies for such fraadp
(4) to provide education amglidance regarding complying with current health care law

The Act requires the Attorney General and the Secretary to submit a joint egparalto the
Congresghatidentifies both:

(1) the amounts appropriated to the Trust Funds for the previous fiscal year under various
categories and the source of such amounts; and

(2) the amounts appropriated from the Trust Funds for such year for use by the Attorney
General and the Seetary and the justification for the expenditure of such amounts.

This annual report fulfills the above statutory requirements.

Additionally, this report fulfills the requirement in the annual discretionary MCF
appropriation (Public Law 113-76 “Consolidated Appropriations Act, 20bét this report
“include measures of the operational efficiency and impact on fraud, waste,usedrathe
Medicare, Medicaid, and CHIP programs for the funds provided by this appropriation.”



MONETARY RESULTS

As required by the Act, HHS and DOJ must detail in this Annual Report the amountgetdkpos
to the Medicare Trust Fusdand the source of such deposits. In FY 2@pgroximately

$3.3 billion was deposited with the Department of the Treasury and CafSfdrred to other
Federal agencies administering health care programs, or paid to private persanthduiscal

year. The following chart provides a breakdown of the transfers/deposits:

Total Transfers/Deposits by Recipient FY 204

Department of the Treasury
Deposits to the Medicare Trust Funds, as required by HIPAA

Gifts and Bequests
Amount Equal to Criminal Fines
Civil Monetary Penalties
Asset Forfeiture
Penalties and Multiple Dargas
Subtotal

Centers for Medicare& Medicaid Services
HHS-OIG Audit Disallowances- Recovered Medicare
Restitution/Compensatory Damages
Subtotal*

Total of Amounts Transferred to the Medicare Trust Funds

Amount
$7,117
344,378,820
23,559,109
24,675,735
807,446,537
1,200,067,319

102,159,881
608,811,471
710,971,352

$1,911,038,671

Restitution/Compensatory Damages to Federal Agencies

TRICARE $23,393,642
Department of Veterans Affairs 52,352,227
HHS-OIG Cost of Audits, Investigations and Compliance Monitoring 11,194
Office of Personnel Management 48,823,213
Other Agencies 13,902,582
Centers for Medicare and Medicaid Services
Federal Share of Medicaid 522,788,332
HHS-OIG Audit Disallowances- Recovered Medicaid 358,696,627
Subtotal 1,031,151,487%
Relators Payments** 369,178,807
GRAND TOTAL *** $3,311,368,964

*Restitution, compensatory damages, and recovered audit disallowaclods ireturns to both the Medicare
Hospital Insurance (Part A) Trust Fund and the Supplemental Mddsurance (Part B) Trust Fund.
*These are funds awarded to private persons who file suits on behalffeddleealgovernment under thgui tam

(whistleblower)provisions of the False Claims Act, 31 U.S§GR730(b).

*** State tinds are also collected on behalf of state Medicaid proghstheFederakhare of Medicaid funds

transferred to CMS are represented here.
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The above transfers include certain collections, or amounts equal to certaiticcw|eequired
by HIPAA to be deposited directly into the Medicare Trust Funds. These amounts include:

1)

(2)

3)

(4)

()

Gifts and bequests made unconditionally to the Trust Funds, for the benefit of the Account
or any activity financed through the Account;

Criminal fines recovered in cases involvingedéral heldh care offense, including
collections under section 24(a) of Title 18, United States Code (relating th baad
fraud);

Civil monetary penalties in cases involvingealeral health care offense;

Amounts resulting from the forfeiture of propeby reason of &deral health care
offense, including collections under section 982(a)(7) of Title 18, United States @dde; a

Penalties and damages obtained and otherwise creditable to miscellaneous fabeipts o
general fund of the Treasury obtained under sections 3729 through 3733 of Title 31,
United States Code (known as the False Claims Act, or FCA), in cases invoaing cl
related to the provision of health care items and services (other than funds awarded to a
relator, for restitution ootherwise authorized by law).



Expenditures

In the eighteenth year of operatjghe Secretary and the Attorney General certified
$278.1million in mandatory funding as necessary for the Progedi®r;, accounting for
mandatory sequester reductions of $2million as required by lawAdditionally, Congress
appropriated $293.6 million in discretionary funding. The chart bgioas the allocation by

recipient:

FY 2014 ALLOCATION OF HCFAC APPROPRIATION

,155

Organization Mandaf[or)g Discretiqnary Funds Tota!
Allocation Allocation Sequester Allocation
Department of Health and Human
Services
Office of Inspector General $199,330,986 $28,122,000 ($14,351,831) $213,101
Office of the General Counsel 13,000,000 0 13,000,000
Administration for Community Living 6,590,974 0 6,590,974
Food and Drug Administration 2,288,504 0 2,288,504
Centers for Medicare & Medicaid Servic| 13,500,000 237,344,000 250,844,000
Unallocated Funding 2,744,960 0 (2,744,960) 0
Subtotal 237,455,424 265,466,000 (17,096,791) 485,824,633
Department of Justice
United States Attorneys 31,400,000 9,332,010 0 40,732,010
Civil Division 17,934,067 8,213,107 0 26,147,174
Criminal Division 2,418,072 6,152,883 0 8,570,955
Civil Rights Division 2,376,000 4,424,000 0 6,800,000
Nursing Home and Elder Justice Initiativ 1,000,000 0 0 1,000,000
Justice Management Division 200,000 0 0 200,000
Department of JusticeOther 6,908,482 0 (4,481,037) 2,427,445
Subtotal 62,236,621 28,122,000 (4,481,037) 85,877,584
TOTAL ’ $299,692,045 $293,588,000 ($21,577,8R8) $571,702

217

°As of FY 2007, mandatoryfundsare available until expended. Discretionary funds are available for two years.
® In addition, HHSOIG obligated $11.2 million ifunds received ageimbursement for the costs of conducting
investigations and audits and for monitoring complianceslas authorized by section 1128C(b) of the Social

Security Act, 42 U.S.CG8 1320a7c(b).

"Amounts only represent those that are provided by statute, and do not inbledmandatory sources or
discretionary appropriated sources provided through Departments’ annual &ijmogr
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PROGRAM ACCOMPLISHMENTS

Overall Recoveries

During this fiscal year, thEederalgovernment won or negotiated@oximately$3.3billion in
judgments and settlements, and it attained additional administrative impositions irchealth
fraud cases and proceedings. The Medicare Trust Faoeiwed transfers of approximately
$1.9billion during this period as a nds of these efforts, as well as those of precegiays and
another $523nillion in Federal Medicaid moneyas transferred to the Treasury separately as a
result of these effort§.

In addition to these enforcement actions, numerous audits, evaluations and other cdordinate
efforts yielded recoveries of overpaid funds, and prompted changedeiraf health care
programs that reduce vulnerability to fraud.

The returnoninvestment (ROI) fothe HCFAC progranover the last three years (2012-2D4
$7.70 returned for every $1.00 expend@&tiis is & higher than the average ROI for the life of
the HCFAC program since 1997 and the third highestd®®@tall Since the annual ROI can
vary from year to year depending on the number anddfpases that are settled or adjudicated
during that year, DOJ and HHSe a thregear rolling average ROI for results contained in the
report. Additional information on how the ROI is calculated can be found in the Appendix.

Departmental Collaboration

Health Care Fraud Prevention & Enforcement Action Team (HEAT)

The Attorney General and the Secretary maintain regular consultation aebmthasd staff

levels to accomplish the goals of the HCFAC Program. On May 20, 2009, AttorneyalGener
Holder and Secretary Selius announced the Health Care Fraud Prevention & Enforcement
Action Team (HEAT)a new effort with increased tools and resouraed,a sustained focus by
senior level leadership to enhance collaboration between the Departments ohhtaltman
Servres and JusticaNith the creation of the new HEAT effort, DOJ and HH&dpged a
Cabinetlevel commitment to prevent and prosecute health care fraud. HEAT, which is jethtly
by the Deputy Attorney General and HHS Deputy Secretary, is comprisedlevébpaw
enforcement agents, prosecutors, attorneys, auditors, evaluators, arstiadtiierm DOJ and

HHS and their operating divisions, and is dedicated to joint efforts across government to both
prevent fraud and enforce current anti-fraud laws around the codriteyMedicard-raudStrike
Force teamarea key component of HEAT.

® Note that some of the judgments, settlements, and administrative abtibnsaurred in FY 24 will result in
transfers in future years, just as some of the transfers in E¥&26 attributable to actions from prior yea
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The mission of HEAT is:

« To marshal significant resources across government to prevent waste, frauddn
abuse in the Medicare and Medicaid programs&nd crack down on éfraud perpetrators
who are abusing the system and costing us all billions of dollars.

« To reduce skyrocketing health care costs and improve the quality of cal®y ridding
the system of perpetrators who are preying on Medicare and Medicaid beresficiar

« To highlight best practices by providers and publicsector employeesvho are
dedicated to ending waste, fraamd abuse in Medicare.

e To build upon existing partnerships between DOJ and HHSsuch asour Medicare
Fraud Strike Force Teams to reduce frau@nd recover taxpayer dollars.

Since its creation in May 2009, HEAT has focused on key areas for coordination and
improvement. HEAT members are working to identify new enforcement initiativearaas for
increased oversight and preventtorincrease efficiency in areas such as pharmaceutical and
device investigations. DOJ and HHS have expanded data sharing and improved information
sharing procedures in order to get critical data and information into the handsesiftasement

to track patterns of frad and abuse and increase efficiency in investigating and prosecuting
complex health care fraud cases. The departments established gomersenent health care
fraud data intelligence sharing workgroup to share fraud trends, new initiadieas, anduccess
stories to improve awareness across the government of issues relatinghtcdreairaud.

Both departments also have developathingprogramgo prevent honest mistakes and help stop
potential fraud before it happens. This includes CMS compliance training for proéss,

OIG’'s HEAT Provider Compliance Trainingitiative, on-going meetings at U.S. Attorneys
Offices (USAOs) with the public and private sector, and increased efforts by HHS to educate
specific groups- including elderly andmmigrant communities- to help protect themin

addition, BDJconducts, with the support of HHSMeedicare Fraud Strike Force training

program designed to teach the Strike Force concept and case model to prosecutors, law
enforcement agentand administtive support teams.

Healthcare Fraud Prevention Partnership (HFPP)

The Healthcare Fraud Prevention Partnership (HFPP) is the groundbreaking puéle/pr
partnership between the government and private sector insurance payers. The puingose of
partnership is to exchange data and information between the partners to help improvéieapabil
to fight fraud, waste and abuse in the health care industry. Current partnerstinel&dderal
Governmen{HHS-OIG, DOJ, FBlandCMS), states, private plans and associations. $ce
inception, the number of participants has increased to 37 public, private and state partner
organizations. The Partnership has compls&atralstudies associated with fraud, waste or
abuse that have yielded successful redolt participating partnersStudies have examined

“False Store Fronts” or “phantom providérsntity revocation/termination lists and top billing
pharmacies. Additional studies are underway and the Partnbeshgstablished Brusted Third
Party (TTP)which conducts HFPP data exchanges, research, data consolidation and aggregation,

9



reporting, and analysis. The TTP will not share the source of the data (i.e., witnar pa
submitted what data) during an exchange in order to keep the identity ofdlsodece
confidential HFPP is continuing to expand with new partners.

The Partnership is a demonstrated example of effective departmental collaboeatreen HHS
and DOJ, working together to create a strong partnership with the statesvatelgayes to
detect fraud, waste, and abuse. In FY 2014, the Partnership hosted its faumtiiddiExecutive
Board meeting.The meeting focused on developing a strategy to ensure the productivity
of the Partnership and highlighted achievements and progmnesstise last meeting including
data exchanges, information sharing, and partnership growth.

Medicare Fraud Strike Force

Thefirst Medicare Fraud Strike Force (Strike Force) was launched in March 2007 astpart of
South Florida Initiative, a joint investigative and prosecutorial effort agsiedicare fraud and
abusan South Florida. The Strike Force is comprised of interagegaysmade up of
investigators and prosecutors that focus on the worse offenders engaged in fratngimetbie
intensityregions. The Strike Force ussedvanced data analysis techniquesiémtify aberrant
billing levels in health care frautiot spot$ — cities with high levels of billing fraud andtarget
suspicious Bling patterns as well asmerging schemes and soles that migrate from one
community to another. Based on the success of these efforts and increased appfopdizig
for the HCFAC program from Congress and the Administration, DOJ and HHS expariked St
Forceoperations to #otal ofnineareas- Miami, A_; Los Angeles, @; Detroit, Ml; Houston,

TX; Brooklyn, NY; Southern Louisianalampa, E; Chicago, IL; and Dallas, X.

Each MedicaréraudStrike Force tearhringsthe investigativend analyticafesources of the
FBI andHHS-OIG andthe prosegtorial resources of the Criminal DivisigrFraud Section and
the USAO40 analyze data obtained from CMS and bring cases in federal district Strike
Force accomplishments from cases prosecuted mredareasduring FY 2014 include

e 165 indictments, informations and complaints involving charges filed against
353defendants who allegedly collectively billed the Medicare program appraijmat
$830million;

« 304 guilty pleas negotiated and 88y trials litigated, with guilty verdicts against
41 defendants; and

« Imprisonment for 248efendants sentenced during the fiscal year, averaging more than
50 months of incarceration.

In the seven and a half years since its inception, Strike Force prosecutors fiseithamor
963cases charging more tha,097defendants who collectively billed the Medicare program

° The accomplishments figures presented in the bullets include all reptitedf@ce cases handled by DOJ
Criminal Division attorneys and AUSAs in the respective USAOs during@@v 2
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more than $6.5illion; 1,443defendants pleaded guilty ah€l1 others were convicted in jury
trials; andl,197 defendants were sentenced to imprisonment favenage term of
approximately47 months™

Medicare paymentrends demonséte thepositive imm@ma of Strike Foce enforcement and
preventiorefforts. For exaple, Medcare payments for homeeHth care incresedfrom 2006
until 2010. In 2009, CMS changed Medie’s Home Health Agenc(HHA) outlier mverage
policy following fedea enforcement amns initiated by tie HEAT Strike ForcecaseU.S. v.
Zambrana in Miami andHHS-OIG repots regarding home kdth outlier paymentsAs refleded
on the clart below, since 2010, Med#re ppyments for home hih care ndionally deaeased by
morethan $300 million per carter (or more than $1 billion annually). n Miami, payments for
HHAs decreased by $100 million perajter since the &k in 2009; in Dalla and Ml en,
Texas, payment®f HHAs are down by $3nillion per quarter; while in Detroit, payments for
HHAs decreased by $25 million per gder since peek in 2009. This may suggst that thehome
hedth fraud convigions not oty eliminated some of the “baattors” but also dedrred other
fraudsters from exploiting the outlier coverage policy. We haeae similar patems of
decrease Medicare paymenter DME and community menitéedth services (CMHC)
following corcentraiedlaw enforcement initiatives and alministative fraud pevention effots.

Medicare Payments for CMHC, DME, and HHA Services,
Calendar Years 2006-2014
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9 These statistics are for the period of May 7, 200@ugh Sptember 30, 2014,
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Examples of successful cases initiated or concluded in districts whéwe [Sirce prosecution
teams were operational during FY 2044 well as other successful cases are provided below.
Summaries of additional successful prosecutions and settlements follow, cddanizaud type.

Miami (Southern District of Florida)

In November 2013, the owners of Trust Care Health Services, Inc. and several other hom
health care companies were sentenced for their roles in a health care lfiemé sdth

losses of approximately $50 million. According to court documents, the owners of these
facilities paid kickbacks to patient recruiters in return for referringeptgifor home

health and therapy services that were not medically necessary endove

provided. Payments were also made teamspirators in doctors’ offices and clinics in
exchange for fraudulent home health and therapy prescriptions and medical tert#fjca
which were used to fraudulently bill the Medicare program for homiéhhesre services
between 2007 and 2013. The defendants were each sentenced to prison terms ranging
from 60 to 120 months, and were collectively ordered to pay more than $25 million in
restitution.

In December 2013, the owner of Anna Nursing Services Corp. was sentenced to
235 months in prison for her role in a health care fraud scheme with losses of
approximately $7 million. According to evidence presented at trial, the ownetexpera
this facility from 2010 to 2013 for the purpose of billing the Medidarogram for, among
other things, expensive physical therapy and home health care services ¢haeiher
medically necessary nor provided. After trial, she was found guilty of congparac
commit health care fraud, conspiracy to pay health cakb&aks, conspiracy to commit
money laundering, in addition to other related charges. Other participants dcheinges
were also sentenced in December 2013 to prison terms ranging from 46 months to
50 months in prison.

In March 2014, the owner of a health care clinic was sentenced to 108 months in prison
for her role in multiple health care fraud schemes with estimated losses of nmore tha

$20 million. The clinic, Merfi Corp., employed physicians, physician assistamdsother
medical professionals who dispensed fraudulent prescriptions for, among other things,
home health care services. Through this company, the owner and her co-conspirators
provided home health prescriptions and medical certifications to the owners and operators
of home health caregancies and to patient recruiters in return for kickbacks and bribes.
This documentation was used to fraudulently bill the Medicare program for physical
therapy and other home health care services.

In May 2014, the director of the outpatient facility at Hollywood Pavilion, LLC, which
purportedly provided mental health services to Medicare beneficimasssentenced to
six years in prison and was ordered to pay $39 million in joint and several restitution.
According to court documentdd directorand ler caconspirators arranged for illegal
bribes and kickbacks to be paid to “patient brokers” in return for referring Medicare
beneficiaries to Hollywood PavilionThe director and her emonspirators then caused the
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submission of fraudulent claims through Hollywood Pavilion and billed the Medicare
program millions of dollars for services that were medically unnecessdrfpaservices
provided to patients who were not eligible for treatment. In an attempt to ctimeeal
fraud,the directorand her cazonspirators caused false, inaccurate, and misleading
information to be included in patient files and related documents for Medicare
beneficiaries who were purportedly receiving mental health treatment atdotly

Pavilion. The directowas convicted on charges of conspiracy to commit health care and
wire fraud, wire fraud, and conspiracy to pay and receive kickbacks in connection with a
feder& health care benefit program.

In May 2014, two defendantsere indicted for their roles in a complex Medicareifra

and money laundering scheme in the Southern District of Flofida.alleged schemes
center on a corrupt relationship with a co-conspirator, the former owner and operator of
Pharmovisa, Inc. and PharmovisaMD, |Jrecdefunct pharmacy am@ME provider in

Miami, Florida. According to the indictment, this co-conspirator paid kickbadketo
defendants through shell companies under their control in order to gain accessito patie
information. The information was later used to submit more than $23 million in
fraudulent claims to the Medicare Part D program. Thisatspirator previously pleaded
guilty to conspiracy to commit health care fraud and conspiracy to pay anerbeaith

care kickbacks and was sentenced to 168 months in prison.

In May 2013 and July 2014, an administrator and an owner were convicted for their roles
in a $74 million home health fraud scheme. Two home health agencies, LTC Home Care
Professionals, Inc. (LTC) and Professional Home Care Solutions, Inc., purported to
provide homéhealth care and physical therapy services to Medicare beneficiaries. These
two defendants and their co-conspirators paid kickbacks and bribes to patientregcruite
who provided patients to LTC and Professional Home Care, as well as prescriptioss, pl
of care (POCs) and certifications for medically unnecessary therapy and horhe healt
services for Medicare beneficiaries. The defendants and theanapirators used these
prescriptions, POCs and medical certifications to fraudulently bill the Medmwagram

for home health care services. From approximately January 2006 to June 2012, LTC and
Professional Home Care submitted approximately $74 million in claims for home health
services that were not medically necessary and/or not provided, and Medicare paid
approximately $45 million on those claims.

Los Angeles (Central District of California)

In October 2013, three of four defendants pled guilty to conspiracy to commit health car
fraud. These charges stemmed from a $49 million fraud in which teed#mts were
providing medically unnecessary, nemergency ambulance transportation services to
Medicare beneficiaries, primarily to dialysis patients. These three detevdene later
sentenced to prison terms ranging from 30 to 108 months. The fourth defendant, a
manager at the ambulance company, went to trial in September 2014; he pled guilty
midway through trial.
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« In October 2013, five defendants were sentenced for their role in an extensive &l mill
DME fraud conspiracy. Each of the defendaateivedsentences ranging from 12 to
87 months in prison.

e In March2014, an owner of a DME compawmgasconvictedafter a jurytrial for his role
in a $1.5 million Medicare fraud conspirachle was found guilty of one count of
conspiracy to commit hedlicare fraud, six counts of health care fraud, and six counts of
aggravated identity theft. The evidence at trial established that the defendant@nd his
conspirator operated a company called Orthomed Appliance, Inc., and stole timalpers
identifying information of Medicare beneficiaries and doctors. The defendant used that
stolen information to submit more than $1.5 million in fraudutéaitns to Medicare. In
July 2014, he was sentenced to 121 months in prison.

e In July 2014, the owner and operator of Lutemi Medical SupdM& supply company,
was convicted at trial for conspiracy, health care fraud, and money laundering in
connection with an $8.3 million, teyear Medicare fraud scheme. The evidence at trial
showed that the defendant submitted fraudulent prescriptions for DME, primarily power
wheelchairs and related accessories, by using $énestpatient recruiters dmarketer$
to find Medicare eligible beneficiaries. The marketers then took the bemefscto
doctors who prescribed medically unnecessary prescriptions, and the defendant and her
co-conspirators paid illegal kickbacks to the marketers and the doctors. In total, the
defendant submitted claims to Medicare for more than 1p0@@&r wheelchas.

e In August 2014, the owner of aedlical clinic management company pled guilty to
conspiracy for his role in a $3 million health care fraud scheme that involved twoainedi
clinics. The defendant and his co-conspirators hired physician's assistagits to si
prescriptions for medically unnecessary power wheelchairs, which the defanddmns
co-conspirators then sold to multiple DME supply companies.

Detroit (Eastern District of Michigan)

o TheDetroit Strike Forcebtained significant podtial sentences against members of a
$15 million home health care fraud conspiracy in 2014. In March 204 4lefendanthe
part owner of a fraudulent home health care company who hid his ownership and
laundered the proceeds of the fraud through shell corporatemesyed a sentence of
120 monthsn prison In June 2014anotherdefendanta patient recruiter with a lengthy
criminal history who promised patients cash and access to narcotic pressript
exchange for agreeing to sign up for fraudulent home health care semoerged a
sentencef 86 months in prisorhis case wasdicted in January 2010 and resulte@in
total of 20 convictions through guilty pleas and at trial.

e In April 2014, the owner and operator of TGW Medical, Inc. and Caldwell Thompson
Manor, Inc.(CTM), was sentenced 83 years and 4 months of incarceration and was
ordered to pay $5 million in joint and several restitution. The two businesses purportedly
provided psychotherapy servidesMedicare beneficiaries. The owner and operator of
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P&C Adult Day Center, LLC, which also purportedly provided psychotherapy services
wassentenced to 3 years and 4 months of incarceration and was ordered to pay $599,438
in joint and several restitution. According to the indictment, the owner of TGW and CTM
andher caconspirators signed patient charts and progress notes for individual and group
psychotherapy sessions purportedly performed at TGW, Caldwell Thompson, and P&C
that were not medically necessary and were not perfori@kd.used her own provider
number as well as the provider number of another social worker at TGW to cause the three
clinics to bill Medicare approximately $20 million for psychotherapy visiise owner of

CTM and TGWpleaded guilty to conspiracy to comrhgalth cardraud and, in addition

to her sentencing, was excluded from participating in adgral health care programs for

20 yearsThe owner of P&C previously pleaded guilty to conspiracy to corhedtth

carefraud and health care fraud.

Twenty individuals were charged between 2011 and 2014 for their roles in a $13.8 million
scheme to defraud Medicare by submitting fraudulent claims for home health care
services.Fourteen of the defendants pled guilty, and three others were found guilty after
trial in April and May 2014. Three remain fugitives. Accoglto trial evidence, in

exchange for kickbacks, Medicare beneficiariesgigaed forms and visit sheets that

were later falsified to indicate they received home health services they hadeuevesa.

The scheme employed individuals who held themselves out to be “doctors,” but who were
not, in fact, licensed in the state of Michigan to perform any medical servioes. T
unlicensed “doctors” met and purported to examine non-homebound Medicare
beneficiaries for home health care services, signed false pagesavthey could be billed
through four home health agencies and provided the patients with narcotic prescriptions.
The defendant&eresentenced tterms ofimprisonment ranging from 18 to 72 months.

In July 2014, the last defendants in a $67 million pharmacy health care fraud, drug
diversion and kickback conspiracy were convicted at ffiaikty-nine defendants were
charged in the investigation; all were convicted, except for one who is a fugitive. The
defendants, including owners, pharmacists, recruiters and doctors, were ope&rating o
helping to operate a chain of fraudulent pharmacies that illegally billecchtedand

Medicaid for expensive drugs that were never dispensed and dispensed narcotic drugs to
patient recruiters who sold them on the street for profit. More than 250,000 dosage units
of oxycodone and four million dosage units of hydrocodone were diverted to the scheme
between 2006 and 2011.

In SeptembeR014,anoncologist pled guilty to 16 felony counts, including health care
fraud, money laundering and kickbacks, in connection with a health care fraud scheme
involving fraudulent claims for medically unnecessary cancer treatméhésdefendant

billed Medicare over $225 million during the scheme, as well as tens of milliongonore
private insurance companies. In his guilty ptba,defendanadmitted to prescribing and
administering aggressive chemotherapy, cancer treatments, intravencasdrotier

infusion therapies to patients who did not need them in order to increase his billings to the
Medicare program and other insurance companies.
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Houston (Southern District of Texas)

e In October 2013, the owner of an ambulance company was convicted by a federal jury of
conspiracy to commit health care fraud and a substantive changalbfcare fraud.
According to court documents and trial evidence, the defendant submitted tolthmng)
approximately $2.4 million to Medicare for ambulance services that wereafgdi
unnecessary, and in some cases, never provided. On June 13, 20&fenbard was
sentenced to 97 months in prison.

e In March 2014, a federal jury convicted seven individuals associated with a meittal hea
clinic, including the ownephysicians, administrator, physician’s assistant, clinical
director, and patient recruigerAccording to court documents and trial evidence, the
defendants submitted claims to Medicare totaling approximately $97 million for
psychiatric partial hospitalization program services that were medicaigcessary, and
in some cases, never provided. The sentencings are scheduled for January 2015.

e In April 2014, the owner of a home health care company and the owner of a
comprehensive health care clinic both pleaded guilty to one count of conspiracy to commit
health cardraud stemming from an $8.1 ivn Medicare home health care fraud
scheme. The owner of the home health company paid kickbacks to the health care clinic
owner in addition to using her home health care company’s Medicare provider number to
submit claims to Medicare for home health szs that were medically unnecessary, and
in some cases, never provided. Sentencing is scheduled for September 2015.

e In April 2014, the director of nursinigr a home health agency pleaded guilty to an over-
$4.5 million scheme to defraud Medicarlong with the owner of the agencshe also
pleaded guilty to conspiring to structure over $1.8 million in bank withdrawdis.
director of nursing pleaded to billing Medicare for home health services ¢natnet
provided and not medically necessary, as well as to conspiring with the owner tarstruct
cash withdrawals. Together, these two defendants used the withdrawals tegady il
health careickbacks to recruiters who referred patients to them and to doctors for
authorizing home health care.

e In June 2014, the owner of a home health company was sentenced to 151 months in prison
and ordered to pay $3 million in restitution. Her sentence was the result of an October
2013 conviction in connection with a $3 million Medicare fraud scheme. According to
courtdocuments and trial evidence, the defendant used her company’s Medicare provider
number to submit claims to Medicare for home health services/dratmedically
unnecessary, and in some cases, never provided.

Brooklyn (Eastern District of New York)

e In November 2013, the mastermind of a $77 million frackdeme was sentenced to
15 years in prison. From 2005 to 2010, the defendant owned and operated a clinic in
Brooklyn that billed Medicare under three corporate names: Bay Medical Cag8/BC,
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Wellcare Medical PLLC and SZS Medical Care PLLC (collectively, Bay Medicald}lini
The defendant and her employees at the Bay Medical Clinic paid cash kickbacks to
Medicare beneficiaries and used the beneficiaries’ names to bill Medicare thraor
$77 millionin services that were medically unnecessary or never provided. The
defendants billed Medicare for a wide variety of fraudulent medical services and
procedures, including physician office visits, physical therapy and diagressc t

In April 2014, the tiice managers dVRI Medical Service, PC, was sentenced to 12
months in jailand, along with the office managerS@drang Medical, PC, wasdered to

pay $5.9 million in joint and several restitution. URI and Sarang purportedly provided
physical therapyelectric stimulation treatment, and other medical services to Medicare
beneficiaries. According to the indictment, from approximately March 2007 through May
2012,the office managers and their-conspirators artificially increased demand for
medical serices by providing Medicare beneficiaries with free goods and services, such
as massages, facials, lunches, qift cards, and recreational classethehhaybmitted

false claims to Medicare for medical services, such as office visits, physcapy,

lesion destruction, and electrical stimulation treatment, which were medically
unnecessary, not provided, and otherwise did not qualify for reimbursement. Once the
beneficiaries arrived at the clinics, they were required to give their Medicanbers to

staff and to see a doctor, regardless of medical need, in order to receive,therfree
medical inducements. The office managers acted as patient recruiters and wkne paid
referring beneficiaries to the cliniddoth pleaded guilty to conspicg to commithealth
carefraud and both were excluded from participating in audefal health care programs
the URI office manager was excludied 18yearsandthe Sarang office manager was
excluded for 1Qears

In May 2014, two individualsvere indicted andharged with health care fraud,

conspiracy to commit health care fraud, and illegal use of individually iddxidifreealth
information. Since 2008, the defendaallegedlyengaged in a long-running scheme to

submit false claims fADME to a governmengponsored organization for managed care in

New York. The scheme involved the defendants using information for approved, in-

network equipment providers to obtain approvals that were then used to secure payments
on behalf of sham companies that the defendants set up. Companies believed to have been
involved in the scheme submitted fraudulent claims to the managed care organization in
amounts over $13 million since 2008; the organization paid out over $4 million in
reimbursement of those claims.

In May 2014, two defendants were indicted and charged with conspiracy to commit health
care fraugdmaking false statements relating to a health care miisification of records

in a federal investigation and money laundering. Between approximately October 2009
and August 2012, the defendants owned and operated a series of medical clinics that were
used to submit more than $14.3 millionNtedicareclaims,of which $5.3 million was

paid. Theandictment alleges that theajority of the claims were fraudulent basa they

were for services such as vitamin infusions, physical and occupational therdpy, a
diagnostic tests that were medically unnecessary, not provided, or otherwise not
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reimbursable. The defendants also alleg&iindered the proceeds of the frawdhl
scheme and falsified documents, which they then provided to Medicare auditors and FBI
in order to conceal the fraudulent scheme.

Southern LouisianéMiddle and Easterlistricts of Louisiana)

In May 2014, the two-year prosecution of a $258.5 mmlllollar Medicare fraud scheme,
involving seventeen defendants, concluded when the medical director, on the eve of trial,
pleaded guilty to conspiracy to commit health care fraud and when one owner and one
patient recruiter, following a wedkng jury trid, were found guilty of conspiring to

commit health care fraud, committing health care fraud, and conspiring to payeaive re
kickbacks. The fraud scheme, which spanned seven years, involved billing Medicare
$258.5 million dollars for psychotherapy services that were either not provided or
medically unnecessary at three partial hospitalization programs loc&atbim Rouge,
Louisiana and Houston, Texds.the end, 17 individuals were charged, and all 17
individuals were convicted. To date, one owner has been sentenced to 102 months
imprisonment and the medical director has been sentenced to 86 months’ imprisonment.

Tampa (Middle District of Florida

In October 2013, two defendants pleaded guilty to conspiracy to commit money
laundering of over $1.8 million. All of the money they planned to launder came from a
rehabilitation therapy services fraud scheme. Using shell companies siiguasmabo
Investment Group, Inc. and IRE Diagnostic Center, Inc., the defendants deard/e
disbursed substantipfoceeds stemming from fraudulent rehabilitation therapy services
claims that had been submitted to Medicare through Renew Therapy Center daf Port S
Lucie, LLC. They were sentenced in July 2014 to 24 months in prison each, and ordered
to pay restitutiorof over $1.8 million.

In December 2013, a key operator of a rehabilitation therapy services clinic who had
submitted over $10.5 million in fraudulent reimbursement claims to Medicare pleaded
guilty to conspiracy to commit health care fraud. Over $dlfon in fraudulent claims

were submitted to Medicare through Renew Therapy Center of Port St. Lutherapy
services that had not been legitimately prescribed or provided. The defendaat helpe
operate the clinic and paid kickbacks to patient brokers and others to obtain and use
Medicare beneficiary identifying information in the company’s frauduleminsla In July

2014, he was sentenced to 48 months in prison and ordered to pay restitution, jointly and
severally, of over $6.2 million.

In January and February 2014, the leader and organizer of a $28 million health care fraud
scheme and a disbarred attorney who played a central role in the scheme each pleaded
guilty to conspiracy to commit health care fraud. The leader of the fraud sethgomn

pleaded guilty to making a false statement relating to health care matters. The fraud
involved numerous comprehensive outpatient rehabilitation facilities and outpatient
physical therapy clinics as well as other entities that were used to submit oveill$23
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in fraudulent claims to Medicare. All of the claims sought reimbursement for therap
services that were not legitimately prescribed and not provided. The frauduilerst cla
resulted in payments of over $14 million by Medicare. The disbarred attorsey wa
sentenced in August 2014 to 70 months in prison and ordered to pay restitution, jointly
and severally, of $14.4 million. A third defendant, who was a straw owner of one of the
clinics used in the fraud scheme and had previously pleaded guilty to ecydpir

commit health care fraud, was sentenced in March 2014 to 30 months in prison.

e In May 2014, the former president and owner of a rehabilitation therapy services clini
was charged witlsonspiracy to commit health care fraud and conspiracy to commit
money laundering of health care fraud proceeds. The defendant pled guilty on October
27,2014. The defendant allowed over $2.5 million in fraudulent claims to be submitted
through her clinic to Medicare seeking payment for rehabilitation therapigesthat
were not legitimately prescribed and not provided. Medicare paid approximately
$1 million in reimbursement on the claim$he defendarddmitted payindickbacks in
exchange for Medicare beneficiary identifying information and falsified caédecaods
that were used to submit and support the fraudulent billing.

Dallas (Northern District of Texas)

e In October 2013, &deraljury in Texasconvicted two defendants of conspiracy to
commit health care fraud and fourteen substantive counts of healtfranza for falsely
billing for physician care plan oversight. A third defendant, a doctor and medicabdirec
of the companypled guilty. The trial defendants owned and operated “A Medical
physician house call company that provided doctor visikdedicare beneficiaries in their
home. During the trial the government proved that all billing for care plan ghtvsas
fraudulent, and that the patient visits and home certifications were frauduieell.aBhe
court found that the total intended loss amount was over $11 million. That figure included
the intended loss billed by A Medical, as well as all of the home health billing that
stemmed from the fraudulent certifications. TJin#ge sentenced the owners of the
company to 262 months and 135 months in prisbine medical director received a
57 month prisorsentence. All defendamigere ordered to pay, jointly and severally, over
$9 million in restitution to CMS.

o InJanuary 2014, a Texas jury convicted two defendants of conspiracy to commit health
care fraud and seven counts of substantive health care fraud. The defendants owned and
operated ®ME company called “His Grace Medical Supplies and More” (HGMS). Over
ninety percent of the claims submitted by HGMS were for adult incontinenceesippli
HGMS purchased a list of Medicaid beneficiaries that it used to file fraudtléems with
Medicaid. Many of the patients did not need or receive the adult incontinence supplies
billed to Medicaid by HGMS. In response to a Medicaid audit, HGMS fadsrfiedical
paperwork by forging patient and doctor signatures to make it appear as if théspatie
received the medical supplies and that a doctor had diagnosed the patient as being
incontinent. HGMS billed Medicaid in excess of $2.3 million for adult incontinence
supplies.
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In January 2014, two defendants were sentenced to 72 months each for their roles in a
conspiracy to commit Medicare fraud. The defendants were foreign medical schoo
graduates who were unlicensed to practice medicine in the Unéts SBoth defendants
acted as physicians in a house call practice where no meaningful medical treatment was
provided to patients. More than $2.7 million was fraudulently billed to Medioatbe

house visitand diagnostic testing that was never performed

In May 2014, after a seven-day trial, a jury in the Northern District of Texas fiovmnd
defendants guilty of conspiracy to commit health care fraud for their roles in dlis mi
Medicare fraud schemeOne defendant was a doctor who certifieddrads of Medicare
beneficiaries for home health care that was medically unnecessary and often never
provided. Thesecond defendamias the Director of Nursing at PTM Healthcare Services,
Inc., a defunct home health care agency in Irving, Texas. The echeaived the
manipulation of patient medical records, which are essential to submit ancerierels

for home health services rendered to Medicare beneficiaries in need of skilled nurs
care. The jury also convictedis defendantor health care fnad and making false
statements related to health care matters.

In June 2014, two defendants were sentenced for their roles in fraudulently operating
hyperbaric oxygen therapy companies in North Texas. Both defendants admittbdyhat
defrauded Medicarby billing for multiple sessions in one day when in actuality only one
“dive” was performed. The defendants were senten66 tnonths each and ordered to
pay restitution in the amount of $1.5 million.

In August2014,a Dallas, Texas DME salesman wastenced to 36 months in prison and
ordered to pay $1.3 million in restitution. The defendant pled guilty to one count of false
statements relating to health care matters in connection with his practice ofrsyipply
therapeutic shoes and shoe inserts to individuals with dialg¢ea®utinely forged

physician signatures, provided patients withtbfshelf shoe inserts instead of the

custom inserts billed, failed to obtain current and proper measurements, and in pne case
billed for therapeutic shoes astoe inserts on behalf of a double amputee. Between
2010 and 2013he defendantaused claims totaling more than $890,000 to be submitted
to Medicare and $440,000 to be submitted to Texas Mediekadmitted that he
accurately and truthfully completeall of the requirements for less than 10 percent of
these claims.

Chicago (Northern District of Illinois)

In October2013, defendant a pharmacist in Chicago was convicted in connection with a
$1.7 million fraud schemeThe evidence at trial reveal¢hat defendant submitted to two
private insurance companies over 600 false claims for the drug Procrit, usingspatient
names, dates of birth, and insurance information without their authorizaiifter the
defendant was initially indicted in this @sn health care fraud charges, he created false
documents—including forged prescriptions, forged patient receipts, and falsegmic
make the false claims look legitimatin total, defendant was convicted after a jury trial
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of six counts of health care fraud, three counts of aggravated identity theft, and one count
of obstruction of justice.

In DecembeR013, a grand jury returned an indictment charging the CEO of Mobile
Doctors, a company that arranged for thousands of physician home visits in lllinois,
Michigan, Indiana, Arizona, and Texas, and one of the Mobile Doctors physicians with
health care fraudAccording to the indictment, the charges stemmed from a Medicare
fraud scheme regarding the billing of patient visits at inflated levels basbeé QEO’s

beliefs about what would avoid audits, rather than on what physicians actually did during
the visits, as well as the false certification of patients for home healibeseprovided by
home health agencieg:rom 2007 through August 2013, whtie CEO was first charged

by complaint, Medicare paid Mobile Doctors more than $30 million for physician home
visits, millions of which were the result of the fraud scheme, according to themedic

In February 2014a physician was arrested and clearpy complaint with drug and health
care fraud chargedn addition, agents executed a seizure warrant for approximately
$126,000 on his bank account. On August 27, 2thiddefendant was charged by
information with participating in a health care fraagheme, in violation of 18.8.C. §

1347, and with acquiring Schedule Il controlled substances by fraud and
misrepresentation, in violation of 213C. §843(a)(2). Approximately one week later,

the defendanpled guilty at arraignmentAs a part of tk plea agreemertteadmitted to
engaging in a scheme to defraud Medicare out of at least approximately $500,000, which
spanned several years, from November 2011 through February 2014. Furthbemore,
admitted tcknowingly prescriing controlled substances to patients who he had never
seen or examined, and who he knew had never been examined by a licensed medical
professional.

In May 2014, a grand jury sitting in the Northern District of lllinois charged an owner and
three former employees of a nalosed lllinois hospice company, Passages Hospice,
LLC, as well as the company itself, on federal health care fraud charges foingngaan
extensive scheme to obtain higher Medicare and Medicaid payments by fraudulently
elevating the level of hospice cdog patients.In many instances, the level of hospice

care allegedly exceeded what was medically necessary or actually providedinmébr
some patients who did not have terminal illnesses or who were enrolled far lomggretha
required life expectacy of six months or lessThe defendants are charged with
fraudulently obtaining millions of dollars as a result of the scheme.
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Highlights of Successful Criminal and Civil Investigations

In addition to the Medicare Fra®&trike Force matters sumneed above, our respective
Departments successfully purswzohminal and civil investigations in a wide range of other areas

Medical DeviceCompanies

In October 2013medical device manufacturBoston Scientific and its Guidant
subsidiaries agreed to pay $30 milliorsttdtle civilFCA allegations that fronr2002to
2005, Guidant knowingly sold defective heart devices to health care facilities that i
implanted the devices into Medicare patienfthe settlement resolves allegations that two
linesof Guidant'simplantable defibrillatorgontained a defect that resulted in “arcing,”
which causedhe device to short circuitThe government alleged that although Guidant
took corrective action to fix the defects, the company continued to sell itswegaiock
of the old, defective versions of the deviessltook steps to hide the problem from
patients, doctors and tiA. In February 2010, Guidant pleaded guilty to criminal
charges of misleading the FDA and failing to submit a labeling change #XA relating
to the defective devices.

In December 2013, medical device manufacturer Abbott Laboratories, Inc. appsed t
$5.5million to resolve civilFCA allegations that the company caused health care
providers to submit false claims to Medic&we surgical procedures involving the
company’s carotid and peripheral vascular stents and biliary stents. The government
allegedthat Abbott knowingly paid prominent physicians unlawful kickbacks with the
expectation that these key physicians would gedor the hospitals with which they
were affiliated to purchase Abbott’s vascular products for use in treating &edic
beneficiaries.

In Decembef013,medical device manufactur&enzyme Corp. agreed to pay
$22.3million to resolve civilFCA allegatiors relating to its marketing of an unapproved
version of Seprafilm, a thin film used to prevent adhesions after surgkesettlement
resolves allegationthat Genzyme sales representatives taught doctors and other staff to
dissolveSeprafilm sheetm saline to create &lurry” for use in laparoscopic or “key

hole” surgeries by inserting a catheter filled with the mixture into the batlggunrting it

into the abdominal cavity. Seprafilm is FEgpproved for use in open abdominal surgery,
but not for minimally invasive surgeries, such as laparoscopic or keyhole surgery. As a
result of this conduct, Genzynalegedlycaused hospitals and other purchasers of
Seprafilm to submit false and fraudulent claims to federal health care programses of
Seprdilm that were not reimbursable.

In January 2014, CareFusion Corp. agreed to pay $40.1 million toceettlECA

allegations that it pd kickbacks and promoted its products for uses thaEb¥ had not
approved. Theettlement resolves allegationatiCareFusion paid kickbacksttee
physician cechair of the Safe Practices Committee at the National Quality Forum;a non
profit organization that reviews, endorses, and recommends standardized health care
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performance measures and practieesl that CagFusion knowingly promoted the sale of
ChloraPrep for usewat theFDA had not approved, some of which were not medically
accepted indications, and made unsubstantiated representations about the apprapriate use
of ChloraPrep.

In May 2014, medical device manufacturer Medtronic, Inc. agreed to pay $9.98 million to
resolvecivil FCA allegations that the company paid kickbacks to induce physicians to use
certain of the company’s cardiac rhythm management devices, including pacearaker
defibrillators. The governmentllegedthat Medtronic: (1paidimplanting physicians to
speak at events intended to increthgeflow of referral busines§?) gave physicians

tickets to sporting events; and (Bvelopednarketing/business development plans for
physiciars at no cost.

In August 2014medical device manufactur8mith & Nephewagreed to pay $8.3 million
to settle civil FCA allegations that the compaiylated the Trade Agreements Act by
selling medical devices to the government that had been manufactiMiethysia, when
they were required to be manufactured in the United States.

In August 2014, medical device manufacturer Omni Surgical L.P. (d/b/a Spine 360) and

an Indiana spinal surgeon agreed to pay a combined $2.6 million tccaettleCA

allegatons that Spine 360 paid illegal kickbacks to the physician to induce him to use the
company’s products. The government alleged that payments made by Spine 360 to an
entity controlled by the physician pursuant to a series of intellectual pr@uggemets

were actuallyshams, and that the payments were intended to compensate the physician for
using Spine 360 products in his surgeries.

Pharmaceutical Companies

In November 2013yharmaceutical compadphnson & Johnson (J&J) andrtain
subsidiaries agreed to pay over $2.2 billiomesolve criminal and civil allegations
relating to the prescription drugs Risperdal, Invega, and Natrétarcriminal

information, theUnited States alleged thddnssen Pharmaceuticals, Inc., a J&J
subsidiarymarketedhe antipsychotic drug Risperdal off-label to control behavioral
disturbances in nosehizophrenic dementia patients at a time when the drug was
approved onlyo treat schizophrenialanssen pleadeplilty to misbranding Risperdal in
violation of theFDCA and paiccriminal fines and forfeiture totaling $4Q@illion. In
addition, J&J andts subsidiarieagreed to pay $1.72 billion to resolve civil FCA
allegations that they(1) promoted Risperdal and Invega off-label to control behaviors in
dementia patients, children, and the mentally impaired; made false statementsicgnce
the drugs’ safety and efficacyn@paid kickbacks to physicians; (@ad kickbacks to
longterm care pharmacy Omnicaepromote Risperdal and other J&J drugs in nursing
homes ad to switch patients to J&J’s drugs; and (3) promoted Natrecdalodi-for

serial, scheduled outpatient infusions of patients with congestive heart.failure
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e In February 2014, pharmaceutical company Endo Health Solutions Inc. and its sybsidia
Endo Pharmaceuticals Inc. (Endo) agreed to pay $192.7 million to resolve criminal and
civil liability arising from Endo’s marketing of the prescription drug Lidodéomuses
not approved by the FDADuring the relevant time periotlidoderm was approved only
for the relief of pain associated with pd&rpetic neuralgia (PHN), a complication of
shingles. However, the government charged that Endo introduced into interstate
commerce Lidoderm that was misbranded because it's labeling lacked adequatasdirect
for use in the treatment of non-PHN related pain, including low back pain, diabetic
neuropathy, and carpal tunnel syndrome. These uses were intended by Endo but never
approved by the FDA. The resolution included a deferred prosecution agreement and
forfeiture totaling $20.8 million and civil FCA settlements totaling $171.9 million.

e In March 2014, Israeli pharmaceutical company, Teva Pharmaceuticals USAjieed a
to pay $27.6 million to settleivil FCA allegations that it and a subsidiary paid kickbacks
to a Chicago psychiatrist. The United States alleged that the company, which
manufactures the anpisychotic drug clozapine, paid the psychiatrist kickbacks in the
form of consulting and speaking fees in exchange for his agreement to presciipeeloz
to several thousand patients over an ejgtar period. The United States also filed a civil
suit against the psychiatrist which remains pending.

e In April 2014, pharmaceutical company Astellas Pharma, US, Inc. agreed to pay
$7.3million to resolve civilFCA allegations relating tostpromotion of the prescription
drug Mycamine to treat pediatric patients, even though that use was not a medically
accepted indication and, therefore, not covered by goverrireatih carg@rograms.

e In September 2014, pharoeutical company Shire Pharmaceuticals LLC agreed to pay
$56.5 million to resolveivil FCA allegations relating to its promotion of Adderall XR,
Vyvanse and Daytrana (which are approved for the treatment of attention deficit
hyperactivity disorder), and Pentasa and Lialda (which are approved for theetneat
mild to moderate active ulcerative colitis). The settlement resolves allegationsitkat Sh
(1) promoted Adderall XR for certain uses without clinical data to support such claims a
overstated thdrug'sefficacy, (2) made false and misleading statements about the efficacy
and “abuseability” of Vyvanse to physicians atdte Medicaid formulary committees
(3) improperly marketed Daytrana, administered through a patch, as lesaldéulan
traditional, pill-based medications; and (4) promoted Lialda and Pentasa fabeffuses
not approved by the FDA and not covered by fedsgalth cargprogramsincludingthe
prevention of colorectal cancer.

Hospitals

e InJanuary 2014, St. Joseph Healtlst8gn, Inc,. of London, Kentuckyagreed to pay
$16.5million to resolvecivil FCA allegations that it submitted false claimdederal
health cargprogramdor medically unnecessary cardiac procedures, including stents,
pacemakers, and catheterizatiofifie settlement also resolved allegationéofi-
KickbackStatute(AKS) and Stark Law violations arising out of contractual relationships
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between the hospital and the owners of Cumberland Cliveghysicianspractice group
alleged to have performed thanecessary services.

In March 2014, Halifax Hospital Medical Center, which operates a hospital and euntpati
clinics in the Daytona Beach, Florida area, agreed to pay $85 million to resol\FeCA
allegations that Halifax entered into certain prdakib contracts with oncologists and
neurosurgeons in violation of the Stark Law. The government alleged that between 2004
and 2010 Halifax entered into employment contracts with neurosurgeons that greatly
exceeded fair market value and varied with the volume and value of the referralsror oth
business generateurther,Halifax allegedlyentered into employment contracts with
oncologists that included “operating margin” bonuses based on the volume or value of the
referrals or other business generatedhgyphysicians. The government alleged that
because of the prohibited relationship between Halifax and these physiteéadsims

that Halifax submitted for their referrals were false. This settlement followestrigtd
courtruling granting the Unéd States’ partial summary judgment motion and finding that
the Medical Center’s contracts with the medical oncologists violated the Starldkaw

part of the settlement, Halifax entered into an enhanced CIAHHSB-OIG that includes
requiring Halifax toretain an independent compliance expert to provide annual reviews of
the effectiveness of its compliance program and to Hegaindependentaview

organization to review Halifax’s contracts with physicians and other heaéilpoariders.

In March2014, Memorial Hospital, an Ohio nonprofit corporation that operates an acute
care hospital in Fremont, Ohio, agreed to pay $8.5 million to setild&-CA allegations

that it engaged in improper financial relationships with referring physicianslation of

the AKS and Stark Law. The settlement involved ded€losed allegations that financial
relationships that Memorial had with two physiciarejoint venture between Memorial
and a pain management physician and an arrangement under which atmapbghist
purchased intraocular lenses and then resold them to Memorial at inflated prajated
statutory requirements.

In May 2014, Ashland Hospital Corporation d/b/a King's Daughters Medical Center
(KDMC), a Kentucky corporation based in Ashland, Kentucky, agreed to pay
$40.9million to resolve civil FCA allegations that it billed for medically unnecessary
coronary stents and diagnostic catheterizations performed on Medicare and &edicai
patients. The settlement also resolves allegations that Kib&ed the Stark Law by
paying certain cardiologists salaries tbateeded fair market valule. addition to
payment of the settlement amount, KDMC agreed to enter into a comprehegsiae 5-
CIA with HHS-OIG that includes enhanced provisions to adkdpadient care issues and
KDMC's relationships with referral sources.

In July 2014, Community Health Systems, Inc., based in Franklin, Tennessee, and its
affiliated hospitals (collectively, CHS) agreed to pay a total payment a2 §88ion to
resolve degations that: (1) CHS knowingly admitted patients who presented to CHS
hospital emergency departments as inpatients when they should have beendreated a
outpatients or provided observation care; (2) a CHS hospital, Laredo Medical Center,
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presented fake claims to Medicare for certain inpatient procedures that should have
performed on an outpatient basis; and (3) CHS improperly billed Medicare for service
referred to LaredMedical Center by a physician who was offered a medical directorship
at the hopital in violation of the Stark {&

In August 2014, Arizona non-profit corporati@arondelet Health Netwoyki/b/a
Carondelet St. Mary’s Hospital and Carondelet St. Joseph’s Hospital, agreed to pay
$35million to resolve civil FCA allegations that the hospitals billed fedeealth care
programs for inpatient rehabilitation facility services when an inpatientgetas not
appropriate.

Physicians

In November 2013, a cardiologist was sentencaiitanda-half years in prison and
ordered to pay L million in restitution after pleading guilty to charges of attempt and
conspiracy to commit health care fraud and false or fraudulent claims. Accarding t
published reports, the physician-owner of two companies spent more than $6 million in
advertising on Spanislanguage media to entice patients to visit his clinics.Né&w

Jersey and New Yor#linics, Cardio Med Services LLC (CardMed) and
Comprehensivélealth care& Medical Services LLC (Comprehensive), purported to
provide cardiology, internal mezine, and other medical services to Medicare and
Medicaid beneficiaries. During the visits, the physiaiamer ordered and performed
essentially the same diagnostic tests for nearly all the patients he treaedlessgof

their symptoms. He also itmgcted his non-physician employees to order and perform
diagnostic tests for patients of other doctors working at his companies, even thoagh he h
not examined those patients and the other physicians had not ordered the unnecessary
tests. He admitted &t he falsified patient charts and falsely diagnosed a majority of his
patients with coronary artery disease and debilitating and inoperable angisafyo |
prescribing and administering unnecessary treatment, therefore sgfaem to serious
risk of injury or death.

In January 2014he physiciar’ group Hematology and Oncology Center PLLC of
Somerset, Kentucky, its oncologist owner, @aaffice manageagreed to pay $2 million

to resolvecivil FCA allegations that thegurchased non-FDA appred chemotherapy

drugs at steep discounts from a foreign distributor known as Quality Specialty Broduct
and submitted or caused the submission of false claims to Medicare for those dreigs. T
practice grou@nd office manager pleadgdilty to misdemeansrunder thé&DCA and
agreed to a voluntary exclusion from the Medicare program for six years.

In March 2014 a licensed psychiatrist formerly employed by the Department of Veterans
Affairs was sentenced to a yeamda-half in jail and was ordered to pay $1.2 million in
restitution. According to court documents, the psychidtiited Medicare approximately

$4 million for home treatment of beneficiaries. However, many of those visits never
occurred. On a number of occasidmssubmitted claims to Mi#icare for home medical
visits at locations within New York City, even though he was physically Id¢at€hina
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at the time of these purported home visits. Additionally, he submitted claims to kedica
for 55 home medical visits to beneficiaries who were hospitalized on the date of the
purported visits. In addition to the sentencithg, psychiatristvas excluded from
participating in anyederal health care programs for 15 years.

In April 2014,adoctor of osteopathic medicine who owned the dermaidbgractices
AGS, Inc. and Central West Virginia Dermatology Associates, Was sentenced to
eightyears and thremonths of incarceration and was ordered to pay $265,330 in
resttution and a $2.6 million fine. Between May 1998 and June 2004, the ddetgedly
submitted false claims to Medicare and Medicaid and, as a result, he reachesireesettl
with the United States in August 2005 that included his voluntary exclusion from all
federal health care programs for 10 yeascording to the governemt, after his

voluntary exclusiorthe doctorarranged an elaborate scheme to hide his involvement with
his dermatology clinics and continue billing and receiving payment from Medicdre a
Medicaid, which included sham sales of the clinigle later liedin Federal bankruptcy
court, lied to a Federal investigator, stole the identity of another physician, dnetteus

an IRS investigation. The docteas convicted by a jury on charges of health care fraud,
bankruptcy fraud, identity theft, and the filio§false tax returns.

In April 2014,Hope Cancer Institute, Kanshased practiceggnd its oncologist owner
agreed to pay $2.95 million to settlieil FCA allegations thatheysubmitted false claims
to federal health canerogramdor the administratio of the cancer drugs Rituxan,
Avastin, and Taxotere aigher dosagethanwere actually provided to the beneficiaries.
As part ofthe settlement, the doctor agreed to ayear exclusion fronall federal health
care programs.

In June 2014, a North Carolina physician pled guilty to criminal health care fraudkand ta
evasion and agreed to pay $6.2 million to seiilé FCA allegationghat hesubmited
claimsto federal health cargrogramdgor medically unnecessary tests and procedures and
for service never provided. The government alleged timaiphysician and his medical
practice submiéd claimgor echocardiograms, allergy tests, hemorrhoidectomies,
Enhanced External Counterpulsation (EECP) therapy and other tests and probtedlures t
were neveprovided or, if provided, were not medically necessary.

Pharmacies

In November 2013, Caremark L.L.C., a pharmacy benefit maii@gdd) operated by
CVS Caremark Corporation, agreed to pay $dilBon to settle civil FCA allegations that
it wrongfully awided repayment fgorescription drug costs that Medicaid incurred for
beneficiaries who also were covered by private health insurance plans for velnematk
administered prescription benefitfhe governmenalleged that Caremark used a
computer claimgrocessing platform called “Quantum Leap” to deny claims for
reimbursement submitted by Medicaid, which is the payer of last resort when the
beneficiary is also covered by private insurance.
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In February2014, longterm care pharmacy provid®@mnicare, ihc. agreed to pay
$4.2million to resolvecivil FCA allegations that it knowingly caused false claims for the
drug Aranesp to be submitted tderal health care programs. Hettlement resolves
allegationghat Omnicare solicited and received kickbacks from the drug manufacturer
Amgen Inc. in return for implementing “therapeutic interchange” programsnaeistg
switch beneficiaries from a competitor drug to Aranesp. Amgen previously paid $24.9
million to resolve allegations relating to payment®tanicare and other pharmacies.

In March2014, Sears Holdings Corporation and Kmart Corporation (collectively, Kmart)
agreed to pay $3.3 million to settle allegations that Kmart offered and paid retramera

in the form of gift cards and coupons to benefieanffederal health care programs to
induce the beneficiaries to transfer or fill their prescriptions at Kmartnpdicies. The
government alleged that, as a result of this conduct, Kmart violat&Cthdy submitting
improper claims for payment to Medie, TRICARE, the Veterans Affairs program, and
Medicaid. Sears wholly owns Kmart, which operates retail stores containinggaesm
throughout the United States.

In June 2014, longerm care pharmacy provid®mnicare Inc. agreed to pay $124 million
to resolvecivil FCA allegations that ibfferedimproper financial incentives to skilled
nursing facilities tselect Omnicare to supply drugs to elderly Medicare and Medicaid
beneficiaries The government alleged that Omnicare entanezibelow-cost comacts to
supply prescription medication and other pharmaceutical drugs to skilled nursiig$ac
and their resident patienits orderto induce the facilities to select Omnicare as their
pharmacy provider.

In September 2014 VS Caremarlkagreed to pa$6 million to settle civil FCA

allegations that ifailed to reimburse Medicaid for prescription drug costs paid on behalf
of Medicaid beneficiaries who also were eligible for drug benefits undentalk
administered private health plans. The settlement resolved allegation¥h&taemark
improperly dedu@d certain cgpayments and deductible amoufrtsm payments that
Medicaid wasentitled to receivecausingMedicaid to incur prescription drug costs that
should have been paid for by the Caremathinistered private health plans.

Prescription Drug Fraud

In October 2013, the manager and registered agéviiamhi-Dade County based

Greenwall Pharmacy Discount, Inc. (Greenwall Pharmacy) was sentericedyars
andthreemonths of incarceration.he defendardéind his co-conspirators paid recruiters to
refer Medicare beneficiaries to Greenwall Pharmacy, where their Medicare sundrer
used to file false claims for various health care benefits, primarilynptsno drugs. The
manager also purckad false invoices from a pharmaceutical wholesaler. Medicare Part
D plan sponsors paid Greenwall Pharmacy approximately $6.8 million in reimbursement
for the false claimslIn addition to his term in prison, the defendant was ordered to pay
$6.8 millionin restitution after pleading guilty to conspiracy to commit health care fraud.
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In October 2013, National Respiratory Services, LLC (NRS), a Louidwlted mail

order pharmacy, was ordered to pay restitution in the amount of $2 million for FDA
violations and health care fraudéh July 2006, Medicare drastically reduced the
reimbursement rate for compounded drugs to discourage companies from using those
particular codes. On July 1, 2007, Medicare began denying all claims for inhalation
compounded drugs, deeming them “medically unnecessary.” According to the indjctment
NRS allegedly marketed directly to doctors who specialized in treatingatsgir

illnesses, and solicited business from these doctors to supply their patients iiingthe

that thedoctors prescribed to treat asthma, emphysema, and other respiratorysilinesse
Between July 2006 and June 2008, NRS compounded drugs and then falsely represented
that the drugs were FDApproved when, in fact, these drugs were not FDA approved,
were of \arious potencies, were naiterile, and therefore were adulterated and

misbranded. NRS was ordered to pay $2 million in restitution, joint and several, after
pleading guilty to health care fraud charges. NRS’spiesident and two pharmacists

were all gntenced in connection with this case.

In December 2013, a Kansasliologictechnician was sentenced to serve 39 years in
prison and ordered to pay $22,680 in restitution after pleading guilty to charges of
tampering with a consumer product and fraudulently obtaining controlled substances.
According to court documents, while employed at Hays Medical Center in Kendane
2010,the defendanbecame aware that he was infected with Hepatitis C. Notwithstanding
that knowledge, he injected himself wityringes of the anesthetic fentanyl, which were
intended for patients who were undergoing medical procedures. He added saline to the
same syringg which were then administered unknowingly by nurses to the patients.
Consequently, instead of receiving firescribed dose of fentanyl, the patients received
saline that was tainted with the Hepatitis C virus. dékendantepeated this patn of
behavior at other hospitals where he worked, which investigators determined,ataused
least 45 patients to become infected with Hepatitis C. Some of these patienisrequl

very serious health complications, including one death in which Hepgativss a

contributing factor.

In December 2013, a Philadelphia doctor was sentenced to 30 years in prison, ordered to
forfeit $200,000 and fined $50,086r operating a pill mill out of his clinicThe defendant
was the physician owner of Family Medical Societglivision of Women’s Medical

Society, Inc. (Women’s Medical Society). According to the indictment, theighg and

his caconspirators allegedly ran a “pill mill” out of Women'’s Medical Society. His
customergpurchased prescriptions for controlled prescription drugs without any laggtim
medical purposeThe United States chargdthtthe defendantised s practice to

distribute over 500,000 pills containing oxycodone, 400,000 pills containing alprazolam,
and over 19,000 ounces of cough syrup containing codeine. Many of the illegal
prescriptions and some office visits were paid for by Pennsylvania MeédMadicare

Part D, and other insurers.

In February 2014, a resident of Allegheny County, Pennsylvania, was sentereselrah f
court to six months imprisonment, six months of home confinement, three years of
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supervised release, and forfeiture of $56,000, on his conviction of unlawfully selling drug
samples. The defendant met his supplier in various grocery store parkingeatisriaght

to receive garbage bags filled with the samples. The samples had the lot nurdbers a
expiration dates removed frotime pill packaging making it impossible to know if the

drugs had expired or had been recalled. Over the time period charged, the defendant
collected a total of $181,108.

e In August 2014, the leader of a $20 million ddigersion scheme was sentencee@itght
years in prison and ordered to pay more than $9 million in restitution. The sentence
followed a February 2014 jury verdict against three defendants charged witippértg
in a conspiracy to defraud Medicare and M€&di through the issuance of thousands of
fraudulent prescriptions of anti-psychotic drugs out of a sham medical clinienu&eé,
California. The drugs would be filled at pharmacies by recruited benediand then
returned to the clinic, where the drugs would be diverted to the black market, sold back to
pharmacies, made to look like new bottles, anklilted again in a repeating cycle. In
November 2011, a total of 18 defendants were indicted in connection with the scheme, of
which 16 have been convicted to date.

Medical Clinics

e In October 2013, the operator of several medical clinics in and around Houston, Texas,
was sentenced &ix years of incarceration and ordered to pay $4.3 million in restitution,
joint and several, after pleading guilty to conspiracy to committiheate fraud. The
defendant had been excluded from patrticipation in all Federal health care @ agrame
basis of an earlier health care fraud conviction in California. To conceal his imaive
with the clinics, the operator registered the clinrcthie names of other individuals,
known as “straw owners,” including the mother of his child and employees at the.clinics
According to court documents, he allegedly paid individuals to recruit Medicare
beneficiaries, including some residing in homelémstsrs, to visit the clinics to receive
medically unnecessary diagnostic tests. He partnered with another indiwoacted
as the “medical director” of the clinics, though he did not see or evaluate patibets. T
two conspirators then billed Medicare more than $15 million for the unnecessayy test
using the second individual's Medicare provider numbke cedefendantvas sentenced
to fouryears andour months in prison and ordered to pay $6.9 million in restitution.

e In February 2014, two pisicians who owned chain of addiction treatment clinics and a
clinical laboratory agreed to pay $1%m#lion to resolve civil FCA allegations relating to
fraudulent urine testingThe government alleged that the [&semierTox2.0 LLC)
submitted false claims tfederal health canerogramdor medically unnecessary
quantitative urine drug tests referred to it by the treatment ¢Aaidixxion Recovery of
Kentucky, LLC (d/b/&SelfRefind)). PremierTox allegedly misidentified the class of drug
that was teted for and, as a result, obtained greater reimbursement than it was entitled to
receive As part of the settlement, the laboratory entered into aybee-CIA with HHS
OIG that obligates PremierTox to undertake substantial internal compliance sefodn
commit to thirdparty reviews of claims submitted fiederal health care programs
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In March 2014 Valley Heart Consultan@nd two of its physicians agreed to pay

$3.9million to settle civil FCA allegations that they ledl Medicare for nuclear stress

teststhat were substandard and, in many cases, unnecessary. The government also allege
that thenuclear medicine used in the tests was injected by personodaeked the

requisite license.

In April 2014, CRC Health Corp. (CRC), a national substanceeahnd mental health
treatment provider, agreed to pay $Sillion to settle civil FCA allegations that it
submitted false claims for substandard treatment of adult and adolescentiiVpdiEmnts
suffering from alcohol and drug addiction. The governnadlieged that CRC billed for
substance abuse therapy services at New Life Lodge, its facility in BurngsEeenthat
were not provided or were provided by therapists who were not properly licensed by the
state of Tennessee. The government also alleged that CRC failed to make a licensed
psychiatrist available to patients at New Life Lodge, failed to maintain requateshp
staffing ratios, and exceeded the statensed bed capacity at the facility. In addition, the
government alleged that CRC double-billed Medicaid for prescription substance abuse
medications given to New Life Lodge residents.

In May 2014, Massachusetisssed Calloway Laboratories, Inc. (Calloway Ladageedo
pay $4.7million to settle civil FCA allegations that it submittidse claimsn connection
with unnecessary urine drug testing.

Dental Practices

In October 2013, &onnecticut resident was sentencedightyears anebne month in

jail and ordered to pay $5.2 million in restitution after pleading guilty togefseof lealth
care fraud and tax evasion. Had beerexcluded byHHS-OIG from participating in
Federal health care programs (including Medicaid) partnered with a derftestidulently
open three dental practices in Connecticut. In the applications to eerelttities as
Medicaid providers, this defendant failed to disclose that he had an ownership interest
the dental practices, that he was the subject of prior disciplinary and crintinakaor

that he was excluded from the Medicaid program. He céeatdss involvement in the
dental practices by having other licensed dentists, including his business peirter
nominal heads of the clinics.

Medical Equipment and Supplies

In October 2013, a Los Angelasea church pastor was sentenced to 87 months in prison
for conspiring to defraud Medicare. The defendant owned and operated the DME
company Bonfee, Inc. His daughter owned and operated the DME company Ibon, Inc.
According to the indictment, two other conspirators acted as marketers who solicited
and obtained Medicare beneficiaries’ information by offering them meyligatiecessary
medical equipment. The information was used by a physician and others to create
fraudulent prescriptions and medical documents. The two DME owners then used the
information to submit or cause the submission of more than $11 million in false claims to
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Medicare for power wheelchairs and other medical equipment that had not been provided
or were medically unnecessary. Four of the conspirators previglesiged guilf and

were sentenced to a combined 14 years and nine months of incarceration and were ordered
to pay joint and several restitution of $6.3 millidie fifth was convicted at trial and is

awaiting sentencing.

In November 2013, the Richmond, Texas owsfert DME company was sentenced to

four years in prison and ordered to pay nearly $1.5 million in restitution following his
conviction for conspiracy to commit health care fraud and health care fraud aiding and
abetting. Spectrum Foundation, Inc. (Spectrum) was a Texas business that pyrported|
provided Medicare and Medicaid beneficiaries with orthotics and other DME. Acgordin
to the indictment, Spectrum’s owner and his co-conspirators used Spectrum to submit
claims for DME that were medically unnecessaryvere not provided at all and claims

for DME that were intentionally miscoded. Spectrum then submitted claims todviedic

in excess of $3.4 million for these and other items, including 157 unpaid claims on behalf
of deceased beneficiaries. The ownepawned and operated an ambulance
transportation company and submitted or caused the submission of claims to Medicare for
ambulance services that had not been providddronstances when the beneficiaries had
been transported in a standard minivan.

In February 2014, a Houstohexasdefendant was sentenced to 87 months in federal
prison for his role in a multate health care fraud scheme involving unnecessary
motorized wheelchairs. The defendant was ordered to pay restitution in the amount of
$1.6 hllion to the Medicare and Medicaid programs and a fine of $12,500. According to
the indictment, from May 2002 to June 2003, the defendant conspired with others to
defraud Medicare and Medicaid through the mass marketing of motorized wheselakai
pat of the scheme, the defendant and his@aspirators recruited Medicare and Medicaid
beneficiaries and would secure the beneficiaries protected health informdugon. T
defendant and his cmenspirators created false medical necessity certificates, drafted
prescriptions from doctors who had never examined those beneficiaries, and then billed
Medicare for motorized wheelchairs. He then delivered less expensive scodters to t
beneficiaries instead, and in other instances, did not deliver anything even though
Medicare had paid for a motorized wheelchair.

In April 2014, the owner and managing employee of Midvalley Medical Supplalsbo
workedas an office manageinder a different name at the Vermont Clinic in Los
Angeles was sentenced tx years andour months of incarceratioandordered to pay
$9.6 million in joint and several restitution. According to the indictmtéetmanaging
employee, along with a physician’s assistrihe Vermont Clinicand otherstecruited
and transported Medicare béogries to the Vermont Clinic, often with the promise of
free, medically unnecessary DMEome of these beneficiaries lived hundreds of miles
away. The beneficiaries were often prescribed Davilt underwenmnedically
unnecessary tests, including nerve conduction tests and ultrasdinasianaging
employee thenised the patient informatiabtained from beneficiaries at the Vermont
Clinic to bill for medicallyunnecessary DME prescriptions through her DME company,
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Midvalley. In addition to her sentengnthe managing employee was excluded from
participating in anyederal health care programs for 30 years. The physician’s assistant
pleaded guilty to charges of health care fraud and conspiracy to commit healftace

and is awaiting sentencing.

e InJune 2014, following their convictions at trial, two Los Angeles Bid& supply
owners and a San Francisco based “recruiter” were sentenced to 144 months, 51 months,
and oneyear ancbne day, respectively, for their roles in a $3.2 million health care fraud
and kickback conspiracy. A San Francisco physician and another recruiter, both of whom
pled guilty and testified at trial, were sentenced to 24 months in prisdhraegears’
probation, respectively. The lead defendants were also ordered to forfeit $1,577,426 and
pay restitution of the same amount to CMS. The investigation showed that from
approximately December 2006 and continuing through July 2011, the owners submitted
over 400 false and fraudulent power wheelchair claims to Medicare in the aames
beneficiaries identified by recruiters using fraudulent prescriptions and ahesttords
prepared by the physician. After the recruiters identified beneficianeghysician
conducted sham examinations to obtain background information for theecttedicare
paperwork and gave the information and bogus prescriptions to the owners. The owners
paid the physician a $100 kickback for each power wheelchair prescription.

Skilled Nursing Facilities

o In October 2013, the Ensign Group, LLC agreed %% million to resolve claims that
between 199@nd2011,six of its skilled nursing facilities submitted false claims to the
government for physical, occupational, and speech therapy services that were not
medically necessary to treat the conditions of Medicare benefictanesre notprovided.
The Government also alleged that the Ensign facilities had a corporate culture that
improperly incentivized therapists and others to increase the amount of theveioe@
to patierts to meet allegedly plannéargets for Medicare revenue that were set without
regard to patients’ individual therapy needs and could be achieved only by upcoding
and/or providing unnecessasgrvices.

e In December 2013 and January 20tvh former executivesf HealthEssentials
Solutions, Inc., a now-defunct providermimary medical care to patientslong-term
carefacilities, agreed tgay a combined $1 million teesolvecivil FCA allegations that
between 1999 and 20@dey causediealthEssentialt bill for services that we inflated
or not medically necessary and pressured employees to conduct special medical
assessments on patients without regard to whether the patients required #megses
solely to increase the amount that HealthEssentials could bill for the visits
HealthEssentials and another executive previously pleaded guilty to crecharges
arising out of their role in the company’s billing scheme.

« InJune 2014, Foundation Health Services, its affiliated nursing facilities, @k gislent
and Chief Executive Officer agreed to magombined750,000 to resolveivil FCA
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Home

allegations that they submitted false claims for payment to Medicare and Medicaid f
materially substandard and/or worthless skilled nursing facility services.

Health Care

In December 2013, five Miami, Florida based patiestruiters were sentenced to a

combined 20 years and 4 months in prison and ordered to pay a combined $30.6 million in
restitution.Caring Nurse Home Health, Corp. and Good Quality Home Health, Inc., were
Florida-based businesses that purportedly provided home health care and physical therapy
services to eligible Medicare beneficiaries. According to the indictment, theacoes’
presidents and co-conspirators allegedly paid kickbacks to individuals to recruit
beneficiaries as patients. The companies then billed Medicare for home heatttsser
including diabetic injections, skilled nursing visits, and physical therapy, whiah o
medically necessary and/or had not been provided. The defendants tjsatisen

recruiters and beneficiaries to doctors to obtain prescriptions for home healtesénat

were not medically necessary. The two companies submitted about $52.5 million in
claims to Medicare for home health services purportedly provided to about 1,300
beneficiaries. The presidents of the two companies were previously senteaced t

combined 13 years anidreemonths in prison and ordered to pay $35 million in

resttution.

In January 2014, nine individuals were sentenced to a combined 26 years and 11 months
of incarceration and ordered to pay a combined $29.9 million in restitution, joint and
several, for their connections adMedicare fraud scheme&he owners of five home health
companieslocated in Oak Park, Michigan, and later Troy, Mielmgreated fictitious

therapy files, appearing to document physical and occupational therapy seravieled

to Medicare beneficiaries when, in fact, no such services were provided. Agdardin

court documents, the owners hired patient recruiters, who offered cash and the promise of
prescriptions drugs to Medicare beneficiaries in return for their Medidangification
numbers. Physical therapists and physical therapist assistants at thaiesrapad the
Medicare information to create false physitherapy files using blank, psegned forms

to make it appear as if physical therapy services had been rendered. The fathewer
used to bill Medicare nearly $20 million for services that had not been rendered and wer
medically unnecessary.

In April 2014, Amedisys Inc. and its affiliates L ouisianabased fomprofit company that

is one of the nation’s largest providers of home health services, agreed to pay $150 million
to resolvecivil FCA allegations that they submitted false hdmealth cardillings to the
Medicare program. The settlement resdladiegations that between 2008 and 2010

certain Amedisys offices improperly billed Medicare for ineligible pasiemd services.
Amedisys allegedly billed Medicare for nursing and therapy services thatmesfically
unnecessary or provided to patients who were not homebound, and otherwise
misrepresented patients’ conditions to increase its Medicare payments. rAalbjitithe
settlement resolvkcertain allegations that Amedisys’ financial redaship with a private
oncology practice- whereby Amedisys employees provided patient care coordination
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services to the oncology practice at belmarket prices- violated the Anti-Kckback
Statuteand Stark LawAs part ofthe settlement, Amedisys agrdecenter into a
comprehensivéive-year CIA with HHSOIG.

In June 2014, four defendants involved in a home health care fraud seleeene
sentenced to a combined 13 years sexkenmonths in prison and were ordered to pay
more than $5.5 million in joint and several restitutibhe defendants wegedoctor of
osteopathic medicine and medical director for the home health agencies Jackson Ho
Healthcare, Inc. (JHH) and Prestige Health Services, Inc. (RiHSjlirector of JHHa
registered nurse, PHS’s ditec of nursing, and director of the home health agencies
Houston Compassionate Care, Inc. (HCC) and Texas Comprehensive Healthcare
Resources, Inc. (TCHR); ardocal hospitalvorker. According to the indictmenhe

local hospital workeaccessed hospithles without authorization and obtained personal
health information of hospital patients, which he then provided to the director of JHH in
return for payment. Employees of TCHR then used the stolen information to contact
beneficiaries and solicit them for home health care services, including fetisihg that

the beneficiaries’ physicians referred them for a home health evaluation whect, thé
physicians never made a referral, did not establish a plan of care, and weaeeuiiaiv

the beneficiaries were being contacted by a home health agency. JHH, PHSGind HC
billed Medicare more than $12 million for home health services allegedly provided to
beneficiaries who had been solicited. The services did not qualify for paymenteecaus
the patients (a) were not under the care of a physician who had established the plan of
care, (b) were not confined to the home, and (c) were not in need of skilled nursing care.

Counseling

In December 2013, a licensed professional counselor in Oklahoma was sentenced to 21
months in prison and ordered to pay $147,184 in restitution for presenting false claims
against the Medicaid Program for services not provided. The defendant pled guilty to
presenting false claims to the Oklahoma Health Care Authority

In April 2014, two women who defrauded North Carolina Medicaid using stolen
therapistsidentities were sentenced in Charlotte, North Carolina. One defendant was
sentenced to 111 months in prison and her co-conspirator was sentenced to 102 months,
and they were both ordered to pay a combined $10.1 million in restitution, jointly and
severally From 2008 to 2012, both defendants operated a series of afterschool and
summer child care programs. They recruited juvenile Medicaid beneficiadeébean

families topatrticipate in the programs by promising that the programs would be free for
Medicaid recipients. Thereafter, the defendants and others stole the Medicaid
identification numbers of the children and used those numbers to submit false claims for
mental helth services that were never provided. The two also stole the identities of
licensed and approved clinicians in order to submit the claims. One defendaigavas
excluded from participating in any federal health care program for 28 y€hiswas a

joint investigation bytheHHS-OIG, the IRS and the North Carolina Medicaid
Investigations Division.
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In May 2014, a licensed professional counselor in Oklahoma was sentenced to three years
of probation, ordered to complete 104 hours of community seraitdordered to pay

$98,003in restitution for submitting false and fraudulent claims against the Medicaid
Program for services not provided. From November 2009 through April 2011, the
defendant claimed Medicaid reimbursement for behavioral counseling sciatice
Medicaid-eligible children, whictwasnever actually provided.

Managed Care Organizations

In August 2014, the City of New Yoikgreed to pa$2 million to resolvecivil FCA
allegations that the New York City Human Resources Administration {HB&ésed
various managed care organizations to provide health care coverage to individuals that
were ineligible to receive Medicaid benefits through New York State’s Mieldicagram.
As part of the settlement, HRA accepted responsibility for failing to yimesliew and
close certain Medicaid cases after being provided information that thoseclagigst may
have moved outside of New York City, and it admitted that its inaction caused one or
more MCGsto receive payments to insure individuals who were ineligible for benefits
through New York State’s Medicaid program. HRA also agreed as part of leensett

to establish a process to investigate and close Medicaid cases whenever it&arns th
Medicaid beneficiary no longer resides within its coverage area.

Chiropractic Services

In May 2014, theowner of Sylmar Physician Medical Group, Inc., a chiropractic clinic
located in a strip mall in San Fernando Valley, Califgmias sentenced fove years and
threemonths in jail, was ordered to pay $1 million in restitution, and had more than
$300,000 in assets seized. According to court documents, the loMarkiMedicare for
chiropractic manipulations purportedly provided to beneficiaries when, in fact, the
treatments were either merely massages and not reimbursable by Medicare or arere nev
actually provided. In an effort to conceal his fraud ftdrS-OIG investigatorsthe
ownerfalsely reported to the Los Angeles Police Department that he had been carjacked
and that the requested patient files hadhtstelen. The owndyilled Medicare more than
$1.7 million for purported chiropractic treatments between 2005 and 2012, for which he
was paid more than $1 million.

Physical Therapy

In December 2013, three individuals doing business in Houston, TX locations as the
Lymphedema & Wound Care Institute Inc. agreed pay $4.3 million to siitl&ECA
allegations that they submitted false claims for physical therapy treatments groyide
unqualified therapists. The government alleged that ffanuary2006 through
SeptembeR012, the defendants billed the Medicare program for providing manual
lymphatic drainage therapy using massage therapists as opposed to physipsthas
required under Medicare rules and regulations. As part of the settlement, one of the
individuals agreed to a lykarexclusion from all federal health programs.
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e In January 2014, contract therapy providers RehabCare Group, Inc. and RehabCare Group
East, Inc. (collectively, RehabCare); Rehab Systems of Missouri (RS¥Mjnanagement
company Health Systems, Inc. (HSI) agreed to pay $30 million to resuivECA
allegations that, between March 2006 and December 2011, RehabCare arranged with
RSM to obtain RSM'’s contracts to provide therapyeefral health care program
beneficiariesesiding in 60 nursing homes controlled by RSM’s majority owner and
managed by HSI. In exchange for this stream of referrals, RehabCare allegddRSM
an upfront payment of as much as $600,000, plus a percentage of the revenue generated by
each referra

e In March 2014, the cowners of Flores Home Health Care Inc. were sentenced to a
combined 12 years in prison and ordered to pay $8.4 million in joint and several
restitution for their involvement in the fraud schef®m approximately October 2009
through June 2012, the co-ownerglog Miami home health care ageruiled Medicare
andwerepaid approximately $8 million for physical therapy and home health services that
were not medically necessary and/or had not been provided.

e In April 2014, phystal therapy clinics Alliance Rehabilitation, LLC and Active Physical
Therapy Services, LLC agreed to pay $nillion to settle civil FCA allegations that they
submitted claims falsely representing that the physical therapy servicedbleitgvere
either rendered or directly supervised by the physical therapist identified ofaims. In
fact, the physical therapist identified on the claiatiegedly had no involvement in the
services rendered.

Hospice Care

e In November 2013, Hospice of the Coméartnc.(HOTCI) agreed to pay $3 million to
resolvecivil FCA allegations that it provideldospice service® patients who were not
terminally ill and notligible for the Medicare hospice benefg&pecifically, HOTCI
allegedly directed its staff to adnaill referred patients without regard to whether they
were eligible for the Medicare hospice benefit, falsified medical recordalte mappear
that certain patients were eligible, employed field nurses without hospice training
established procedures limit physicians’ roles in assessing patients’ terminal status and
delayed discharging patients when they became ineligible for the benefit.

e In March 2014, CLP Healthcare Services, the parent company of Hospice Compfassus,
Bretwood, Tennesseagreedo pay $3.9 million to settle civil FCA allegations that it
submitted false claims for patients treated at its hospice facilities. The goverfieged a
that Hospice Compassus was submitting false claims for hospice care éotpatno
were not eligible for such care.

e In May2014, the operator élome Care Hospice, Inc. (HCH), afprofit hospice
provider that purportedly provided hospice services for patients at nursing homes,
hospitals, and private residenciesthe Philadelphia, Pennsylvania area, was sentenced to
14 years ane@ightmonths in prison and ordered to pay $16.2 million in restitution, joint
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and several. According to the indictment, the operator and his co-conspirators billed
Medicare more than $14 million for alleged services provitledCH, even though (1)
some patients were ineligible and inappropriate for hospice car€2ysaime services

were billed at a higher reimbursement level, but still not provided to the patiertsder

to increase HCH'’s patient census, the operaitinorized payments to certgihysicians

and other health care professioradsan incentive to ref@atients to HCH antb certify

that they were appropriate for hospice care, even though they were not eligiblso He al
paid physicians and other hdatiare professionals to serve as HCH medical directors,
hospice physicians, and advisors when, in reality, the contracts for these posit®ts wer
maskpayments for patient referral$he operatodirected employees to maintain
ineligible patientavho were not terminally ill on hospice care, in some instafocesore
than oneyear, and he authorized the fabrication of supporting documentation for patient
files to substantiatapproximately $12.8 million in fraudulent claims billed to Medicare.
The opeatorwas found guilty by a jury on charges of conspiracy to commit health care
fraud, health care fraud, money laundering, and mail fraud. Ten other defendants have
been sentenced to a combireghtyears in prisonn connection with this scheme.

Identity Theft

In December 2013, an undocumented alien residing in Wisconsin was sentesiged to
months in prison and ordered to pay $231,920 in restitution after pleading guilty to a
charge of theft ofovernment fundsthe defendanfalsely used the identiing

information of another person to obtain federally funded health care benefits and Social
Security disability benefits. From 2004 to 2009, she received health care items and
services, including a liver transplant, for which Medicaid and Meelicaliectively paid a
total of $165,463. From 2005 through 2011, she used the same false identity to
fraudulently qualify for about $66,457 in Social Security disability benefits, which she
converted to her own use knowing she was not entitled to them.

Ambulance Transportation Fraud

In November 2013, Filyn Corporation, thener and operatr of Californiabased.ynch
Ambulance paid more than $3 million to resolve civil FCA allegations fhah
approximately 2001 through 2007, Filyn regularly billed Medicaré TRICARE for
non-emergency, basic life support transports oebeiaries who were not “bedonfined”
at the time of transport or whose transports were otherwise not medicallgargces

In November 2013acific Ambulance, Inc. (Pacific) and Bowé&sempanies, Inc.
(Bowers) both California ambulance companies, agreed to pay $8 million to redalve
FCA allegations thatd&tween 2004 and 201theyentered into numerous belavest
contracts with skilled nursing facilities. The Governmadlggedthat the contracts
constituted prohibited “swapping” arrangements, wherein Pacific and Bowermsdoffer
prices to the skilled nursing facilities that were below their total costs of prgvidin
ambulance transport services in return for referrals of future Medicareebsisin
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In January 2014, a husband and wife team who owned and optibeiidarfreesboro
Ambulance Service (MAS) in Tennessere sentenced to a combink2lyears and one
month of incarceration after being convicted by a jury on charges of cacygduledicare
fraud, making false statements related to health care matters, wire fraudg e eyl
identity theft. The defendants’ ambulance company transported Medicare and Medicaid
patients to and from dialysis treatments who were not qualifieet®ve ambulance
transportation. According to evidence presented at trial, for more than a,déeade
couple submitted and caused Ao submit about $1.2 million in false claims to
Medicare and Medicaid. The claims falsely represented that beneficiaries were on
stretchers when, in fact, they were actually transported in the front sbatarhbulance

or in a seat in the back of the ambulance and that patients were transported individually
when, in fact, two patients were transported simultaneousigerambulance. To conceal
the fraud, the husband and wife and theicoaospirators allegedly omitted facts and/or
provided vague descriptions on records that were used to falsely bill Medicare.

addition to their prison sentencdsey were also orded to pay $457,730 in restitution.

In May 2014, the presidemind vice presiderdf Alpha Ambulance, Inc.,reambulance
transportation company located in Los Angeles, Califomée sentenced to a combined
15 years and 3 months in jail and were ordered to pay $1.6 million in joint and several
restitution. According to the indictmenhe defendants, along with their co-conspirators,
provided ambulance transportation services to Medicare beneficiaries, knbatinigetir
medical condition did not necétsge the transportation services. Thecomspirators
instructed Alpha employees to document a reason justifying ambulance transportat
services on run sheets even if a justification did not exist. Between June 2008 and July
2012, Alpha submitted apmximately $49 million in claims to Medicare for purported
ambulance transportation and related services.

In July 2014, the owner and operator of Penn Choice Ambulance Inamhbalance
transportation comparyased irPhiladelphia, Pennsylvaniaas satenced teightyears

in prison and ordered to pay $1.8 million in joint and several restitution. According to
court recordsthe owner and her econspirators transported by ambulance Medicare
beneficiaries who could walk or be safely transported bgratieans, falsely representing
to Medicare that these patients required transportation by ambulance. The misfatsia
targeted and recruited patients who attended dialysis treatment, whictcadlyy@quired
threetimes per week, thereby allowingri®eChoice to bill extensively for these patients.
To induce Medicare beneficiaries to be transported by Penn Choice even though such
ambulance transport was not medically necesslaeydefendants palmeneficiaries
kickbacks of between $100 and $500 a month. Penn Choice billed Medicare
approximately $3.6 million for these false clajmich resulted in a more than
$1.5million loss to Medicare Three other defendants were sentenced to a combined nine
years in prison in connection with this scheme.

In August 2014, former Texas EMS officials were sentenced for their roles intl te
fraud conspiracy involving unnecessary ambulance services following their comvict
after a jury trial in 2013. The former owners and operators of North East Texags EMS
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and, a supervisor employed by North East Texas EMS, carried out a scheme to defraud
Medicare and Medicaid through the submission of false and fraudulent claims for
nonemergency, scheduledpetitive ambulance services which did not meet Medicare
program coverage criteria. The owners were sentenced to imprisonment of 27 months, and
12 months and one day. Both were ordered to pay more than $787,000 in restitution. The
supervisor was sentenced to a five year term of probation with a condition requining hi

to serve weekends in jail for the first year. He was also ordered to pay more than $93,000
in restitution. The case was investigatedHS-OIG, Texas Office of the Attorney

Generd— Medicaid Fraud Control Unit, and the United States Department of Labor —
Employee Bnefits Security Administration.

Other Medicare/Medicaid Matters

In February2014, Diagnostic Imaging Group and its subsidiary, Doshi Diagnostic
Imaging Service, P.C., agreed to pay $1Billion to resolvecivil FCA allegations that
the defendants billed federal health care programs for diagnostic testgteatot
performed and/or not medically necessary and paid kickbacks to physiciankamgxc
for referrals.

Between February and April 2014, three defendants involved in a healtfrauzat

scheme wersentenced to a combined 14 years of incarceration and were ordered to pay
more than $2.1 million in restitution, joint and severbthe defendants wethe owner

and Chief Executive Officer of New Centurgidit Day Program Services, ; the

Medicare provider and director at New Century; and an employéevaCentury.

According to evidence presented at trial, the defendants and thesnspirators lured
mentally disabled residents of local adult foster care homes, as well as peoiplg seek
narcotic drugs, to New Century with the promise that they could see a doctor who would
prescribe them the narcotics they wanted if they signed up for New Century’s
psychotherapy program. New Century used the signatures and Medicaretidgorof

these individuals to claim that it was providing them psychotherapy when, in faag it w
not. Between March 2010 and April 2012, New Century billed Medicare approximately
$3.2 million for psychotherapy services. In addition to the sentencing, the three
defendantsvere all excluded from participating in afgderal health care programs for a
combined 48/ears.

In March2014, three defendants involved in a health care fraud scheme were sentenced to
a combined 17 years astk months in jail and ordered to pay a combined $3.5 million in
joint and several restitution. One defendant owned and operated Helping Hands Youth
and Family Services, &outh Carolina business that purportedly provided rehabilitative
behavioal health service® Medicaid beneficiariesHer brother and his wifalso

worked in various management roles at Helping Hands. According to court records,
Helping Hands management directed employees to fabricate and sign progres$srnote
mentoring services allegedly performed by otHelping Handsemployees or former
employees when, in fact, these services were not provided. Between January 2009 and
October 2010, Medicaidaid more than $8.9 million to Helping Hanfis services
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purportedly rendered. In addition to the sentencing, tlee tthiefendants were excluded
from participating in any Federal health care programs for a combined 60 yb&<ase
was worked jointly with the IRS and South Carolina Medicaid Fraud Control Unit.

In May 2014, a licensed dietitian who owned and operated Hope Nutritional Services,
LLC (HNS), of Brunswick, Georgia, was sentenced to 16 years in prison and ordered to
pay $4.3 million in restitution, joint and several. HNS purportedly provided nutrition
services and counseling almost exclusively for children, most of whom weresdniroll

the Government-funded Head Starbgram A co-conspirator whavas a licensed
dieticianandowned and operated Quality Nutrition Services (QNS), pleaded guityeto
count of conspiracy and was ordered to pay $159,2jk8nhand several restitution
According toevidence presented at trial and at sentendéingh 2005 through 2011he

owner of HNS misappropriated the identities of thousands of children who were enrolled
in Head Start programs located throughoutState of Georgia.Once she obtained the
identities of these children, she fabricated patient files, falsified presoggrom

doctors, and submitted $4 million worth of bogus claims to Medicaid for nutritional
services that were not provideds the ceconspirator, the owner of QN&llowed the
submission of false and fraudulent claims under her provider number at QNS and
transferred payment the owner of HNSvhen Medicaid reimbursed her company. Both
defendants were excluded from participating in federal health care programs for a
combined 50 yearsThis case was worked jointly with the FBI, Georgia Medicaid Fraud
Control Unit, and the Georgia Department of Community Health.

In August2014, pharmaceutical distributor McKesson Corp. agreed to pay $18 million to
resolvecivil FCA allegations relating to its shipping of vaccine provided undeontract
with Centers for Disease Control and Prevention’s Vaccines for Children Rrogra
Specifically, McKesson allegedfgiled to set temperature momis included in the boxes

at the ranges specified in the contract.

In September 2014, a Glendale, California man, was sentensedeiamonths in prison
followed bysevenmonths electronic home monitoring for his role in an expansive
phantom providefraud scheme, after pleading guilty to conspiracy to commit health care
fraud in the District of North Dakota. According to court documents, the defendant
caused over $3 million in losses to the Medicare program over a period of approximately
three years invhich he supervised and managed a scheme that involved the creation of
phantom medical providers across the United States. Conspirators hired foreigrs student
who travelled to the United States on temporary J1 summer work/travel visas. Those
students were employed to open up bank accounts and commercial mail boxes on behalf
of phantom medical provider§Sometime after the students left the United States,
members of the conspiracy used the fake providers to submit over $13 million in
fraudulent claims td/edicare. Medicare proceeds were laundered through check cashing
businesses to disguise the recipients’ identitidse defendant’s case is set for a

sertencing hearing on February 2015.
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DEPARTMENT OF HEALTH AND HUMAN SERVICES

Office of Inspector General

A certain portion of the funds appropriated under HIPAA are, by law, set aside fardviednd
Medicaid activities oHHS-OIG. In FY 2014 the Secretary and the Attorney General jointly
allotted #99million to HHS-OIG. Additionally, Congress appropriated $28lion in
discretionary funding foHHS-OIG HCFAC activities. Of these amounts, over $iiflion was
sequestered in F2014 and thus unavailable HHS-OIG to fight fraud and abuse in Medicare
and Medicaid.

In FY 2014,HHS-OIG investigations resulted in 8@riminal actions against individuals or
entities that engaged in crimes related to Medicare and Medicai828miil actions, which
include false claims and unjustwichment lawsuits filed in Federal district court, civil moneta
penalties (CMP) settlements, and administrative recoveries related to pseifdksclosure
matters. In addition, diring FY 2014,HHS-OIG excluded a total of 4,017 individuals and
entities the details of which are below.

In FY 2014,HHS-OIG continued to staff and support Medicare Strike Force operations worked in
conjunction with DOJ Criminal Division’s Fraud Section, local USAOs, the FBI, aaté Shd

local law enforcement agenciedHS-OIG has assigned agents to Strike Fornddiami, New

York City, Houston, Tampa, Detroit, Los Angel&suthern LouisianaDallas, and Chicago.
HHS-OIG has supported Strike Force operations by providing investigative, analytic, amsldore
resources. These Strike Forces have effectively investigated andupedsedividuals and

entities that do not provide legitimate health care services, but exist swléte fpurpose of
defrauding Medicare and other Government health care programs. The continueticfuppor
Medicare Strike Force operations is a top piydior HHS-OIG.

Program Savings

Investigations, audits, and evaluatidrequentlyreveal vulnerabilities or incentives for
questionable or fraudulent practices in agency programs or administrativespsocés required

by the Inspector General A¢iHS-OIG makes recommendations to agency managers to address
these vulnerabilities. In turn, agency managers recommend legislative fsapasaer

corrective actions that, when enacted or implemented, close loopholes and reduce improper
payments or conduct. The savings from these joint efforts toward program impnts &are be
substantial. For FY 2014, potential savings from legislative and administrdiwesaibat were
supported byHHS-OIG recommendations were estimated by third parties, sutieas t
Congressional Budget Office or actuaries witHidS, to be $15.Billion — $14.4billion in

Medicare savings andlL$3 billion in savings to the Federal share of Medicaid.

Additional information about savings achieved through such policy and protedarges may
be found in theHHS-OIG fall Semiannual Report to Congress,lme athttp://oig.hhs.gov
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Exclusions

One important mechanism for safeguarding the care provided to program bersfisithrough
exclusionof providers and suppliers who have engaged in the abuse or neglect of patients or fraud
from participation in Medicare, Medicaid, and otheddral health care programs. During

FY 2014 ,HHS-OIG excluded a total 04,017 individuals and entities. Amotigese were

exclusions based on criminal convictions for crimes related to Medicare and Md@li84i) or

to other health care programs (&3dr patient abuse or negledi89); or as a result of licensure
revocations (1,744). This list of conduct is not meant to be exhaustive, but identifies the most
prevalent causes underlyiftHS-OIG’s exclusions of individuals or entities in FY 201kh.

addition to those mentioned in the Program Accomplishments section above, exclusimlacti
HHS-OIG included:

« California— A physician was excluded frohederal health care programs for a minimum
period of 35 years on the basis of her conviction on counts of wire fraud, mail fraud, tax
evasion, and witness tamperinghe physiciarwas sentenced to 14 years afdrceration
and her license to practice as a medical doctor was suspended indefinitedyMmsdilbal
Board of California. According to court documents, she concocted a product that she
labeled, described, and promoted under several different nameandher employees
falsely claimed that the product could cure or treat many human diseases andreyndit
including cancer, and falsely represented that the product was made of herbs from around
the world and that the product was manufactured accordithg toeeds of each patient.

She caused the product to be shipped to customers throughout the United States, and
customers traveled to her facility to receive treatment. Depending on thetpdrpor

product strengththe physiciarcharged between $750 and $4,270 for about a week’s
supply. In realityher product did not have the represented cancer cure rate, was not made
of herbs from around the world, and was not manufacturdetbip a laboratory for each
patient. She was also suspended indefinitely fpanticipation in the California Medctal
program.

e Pennsylvania -A physician was excluded for a minimum period of 20 years on the basis
of his conviction for conspiracy to distribute controlled substances and distribution of
controlled substances. According to court documents, from about January 2005 to about
September 201@he physiciarsold controlled substances and prescriptions for controlled
substances to cagtaying customers outside the usual course of professional practice and
with no legitmate medical purposéde purchased the controlled substances from
pharmaceutical supply companies and had the drugs shipped to his office, where he
packaged the drugs into small boxes for resale to his custoktefalsified “medical”
records to make it appear as if his customers received medical exams and treatment. Th
physician was sentenced to seyears of incarceration, and the Pennsylvania State Board
of Medicine suspended his license to practice medicine for at least 10 pelaitonally,
he was indefinitely precluded from participating in the Pennsylvania Medicaydaono

o Texas— A specialist in neurological surgery was excluded based on the revocation of his
medical license to practice in the State of Tekasso long as his license rans
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revoked. The Texas Medical Board revoked his license after finding that his treatfnent o
several patients represented a pattern ahaib follow appropriate preoperative

planning standardsnd faiing to recognize and respond to complications during surgery
and postoperativelyOne patiensuffered complications from surgery performedhmsy
specialisthat resulted in excessive blood loss and quadriparesis. Another paffered
acomplication of retroperitoneal hemorrhage that was not asleldebythe specialist A

third patient suffered excessive blood loss during surgery and had bone removed
unnecessarily, which resulted in injury to the vertebral artery. Those isduesalseries

of events that included a stroke, which ultimately resulted in the patient’s déwah.
specialist also failed to manage severe-jopstrative complications suffered by a fourth
patient,including an esophageal injury and a retained sponge, which was evident during
an earlypostoperative xray.

Oregon -An anesthesiologist was excluded for a minimum period of 50 years based on
his conviction of 11 counts of first-degree sexual abuse and one count défirse rape
From about September 2007 to about July 28&&ngaged in sexual contact and sexual
intercourse with patients who were incapacitated and under the influence of acestheti
the time The anesthesiologist was sentenced to 23 yearbanchonths of
incarcerationand his medical licenses wgrermanently surrendered and revoked in the
Staes of Oregon and California, respectively.

New York— A physicianwas excluded for a minimum period of 50 years based on his
conviction for conspiracy to commit health care fraud and health care fraud. From about
March 2005 to about July 2010, the picien participated in a scheme in which cash
kickbacks were paid to Medicare beneficiaries to induce them to receive medically
unnecessarghysician services, physical therapy, and diagnostic testihg.physician

was sentenced to 12 years aestenmonths of incarceration and was ordered to pay
approximately $50 million in restitution, joint and several. In additionlj¢esses to

practice medicinén New York and New Jersey were both revoked, and the New York
State Office of the Medicaid Inspector General excludedfrom participation in

Medicaid.

Civil Monetary Penalties

HHS-OIG has the authority to impose civil monetary penalties (CMPs) against providers and
suppliers who knowingly submit false claims to the Federal government, whopzd€iti
unlawful patient referral or kickback schemes, who fail to appropriately arerefer patients at
hospital emergency rooms, or who engage in other activities prescribed in $tHiS©IG
continues to pursue its affirmative enforcement actions uhdse authorities. Examples
include:

New York— Henry Schein, Inc., a medical and dental equipment supplier, agreed to pay
more than $1.1 million to resolve allegations undeiGhvid Monetary Penalties Law
(CMPL) provisions applicable to kickbackslHS-OIG alleged that Henry Schein, Inc.,
awarded customers, who were members of its Medical Privileges Progrars,fpoint
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every item purchased electronically through the company and allowed customers
redeem those points for an array of items, including travel, hotel stays, iFadards,
toasters, toys, and medical office products and supplies. How8fQOIG alleged that
this type of remuneration was improper and did not qualify as a “discount” or “rebate”
under the antkickback statute.

e Louisiana— Humana, Inc., agreed to pay $1.8 million for allegedly violating the CMPL.
HHS-OIG contended that Humana improperly submitted prescription drug event claims to
the Medicare Part D program that included sales tax from Louisiana pharmaspts d
the fact that Medicare Part D drugs were not taxable under Louisiana law asTyf July
2006. This case represents the first CMPL settlement with a Medicare Part D plan

« North Carolina — Carolinas Medical Center (Carolinas) agreed to pay $50,000¢e reso
its liability under EMTALA. HHS-OIG alleged that Carolinas failed to provide an
appropriate medical screening examination or stabilizing treatment to a patient who
arrived at its emergency department with complaints of homicidal ideation and acute
depession. The patient also stated that he feared harming himself and his wiiatdral t
had visual hallucinations. The patient had visited Carolinas approxiniatelyeeks
earlier with similar complaints, at which time Carolinas learned the patierstdeads to
firearms. Following a cursory examination, the patient was dischargedtfeom
emergency department with a prescription for a mild-depiressant, and, shortly after
discharge, the patient killed his wife, two of his four children, and himself.

o Texas- Medicus Laboratories, LLC agreed to pay $5 million for allegedly violating the
CMPL. HHS-OIG contended that Medicus submitted claims to Medicare that it knew or
should have known were false by: (1) using Modifier 59 to bill for multiple ohigs
particular drug test when applicable rules only permitted for a single uvetibdled per
patient encounter; and (2) billing for certain urinalysis codes when the testsnfprv
screening purposes only and was not medically reasonable and necéssaldition to
payment of the settlement amount, Medicus agreed to enterfin&ygear CIA with
HHS-OIG. This settlement was the result of a cooperative effort betitE&ROIG’s
Office of Audit Services and its Office of Counsel to the Inspector Generaltasf@
crosscomponent initiative focusing on the urine drug testing industry.

e Texas- CVS Pharmacy, Inc. agreed to pay more than $1.2 mithioallegedly violating
the CMPL. HHS-OIG contended that CVS Pharmacy knowingly presented or caused to
be presented false or fraudulent claims by billing both Medicare Part B andaviegiart
D plan sponsors for immunosuppressant drugs provided to the same beneficiary on the
same date of service.

Audits and Evaluations
The focus oHHS-OIG’s audts and evaluations is determined throagthlynamic process and
adjustments are madetiHS-OIG’s work plan throughout the year to meet priorities and to

anticipate and respond to emerging issues with the resources aviélldBI@IG assesses
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relative risls in Medicare and Medicaid (as well as the hundreds of other programs for which
HHS-OIG has oversight authority) to identify the areas most in need of attention and,
accordingly, to set priorities for the sequence and proportion of resources to athlloc
assessing this relative ridkHS-OIG considers a number of factors, including:

« mandatory requirements feiHS-OIG reviews, as set forih laws, regulations, or other
directives;

e requests made or concerns raised by Congress, HHS managemenQfbicth of
Management and Budget (OMB);

« top management and performance challenges facing HHS,;

« work to be performed in collaboration with partner organizations;

e management’s actions to implement our recommendations from previous reviews; and

e timeliness

As a consequence of this work planning proc$t$S-OIG identified questionable or improper
conduct in Medicare and Medicaid, and recomneelwbrrective actions that, when implemented,
will return misspent funds and prevent future wasteful or improggmpnts AmongHHS-

OIG’s audit and evaluation findings in FY 20{#rethe following

Full Vials of Herceptin

HHS-OIG found that most payments that Medicare contractors made to providers ¥oalfutf
Herceptin, a drug used to treat breast can@drhhs spread to other parts of the body, were
incorrect and included overpayments of about $24.2 million. On nearly all of the incareect li
items, the providers reported the units of service for the entire content of one or af{s)eeach
containing 440 mg of Herceptin, rather than reporting the units of service for the awctoafiya
administered.

Medicare Administrative Contractors (MACS)

Through statements of work, CMS assigns functions to MACs and outlines performance
standards for those functions. Performance standards include timeliness regtsrfemappeals,
clean audits of financial management, and an effective strategy for medical ré¥i¢®©1G
found that MACs did not meet all quality control standards, or had not resolved atl unme
standards, and that CMS did not require action on all unmet standards.

Medicare Advantage Organizations (MAOS)

CMS requires that MA organizations have effective procedures to compile and tafistits
regarding utilization, health status, operasibcosts, and other matters. Although CMS regularly
reviews data that MAOs submit pursuant to Medicare Part C reporting mequi its followup
and uses of the data are limited.

Medicare Part D Sponsors

More than half of Part D sponsors did not voluntarily report data on potential fraud and abuse
and, further, 28 percent of sponsors did not report performing any corrective actiesyonse

to incidents of potential fraud and abuse between 2010 and 2012.
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Beneficiaries Not Lawfully Present in the United States

HHS-OIG identified $91.6 million in improper payments on behalf of unlawfully present
beneficiaries in Part A and Part B during CYs 2009 through 2011. For the same period, HHS-
OIG estimated $29 million in unallowable gross drug costsetralb of unlawfully present
beneficiaries in Part D.

Incarcerated Beneficiaries

HHS-OIG identified nearly $33.6 million in improper payments made on behalf of inaseder
beneficiaries in Part A and Part B during CYs 2009 through 2011. In additt$CHG
estimated that CMS accepted PDE records with gross drug costs totaling emald#lit1.7
million for incarcerated beneficiaries in Part D for CYs 2006 through 2010.

Medicare Lump Sum Payments

Expanding the window of time covered by Medicare’s lump sum payments for inpatent ca
would result in cost savingstHS-OIG reviewed outpatient services that the admitting hospitals
provided during the 11 days prior to the existing window and found that in 2011 Medicare and its
beneficiaries paid an estated $263 million for such services.

Adverse Events

An estimated 22 percent of Medicare beneficiaries experienced adverse eventskdigithg s
nursing facility (SNF) stays;neadditional 11 percent experienced temporary harm events during
SNF stays. Pysician reviewers determined that 59 percent of the adverse events and temporary
harm events were clearly or likely preventable

Hospitalization of Nursing Home Residents

In FY 2011, nursing homes transferred one-quarter of their Medicare residents talséspi
inpatient admissions and Medicare spent $14.3 billion on these hospitalizafgimsatds of
hospitalizations by individual nursing homes could signal quality problems within those.home

Inappropriate Use of HIV Drugs

HHS-OIG found that almost 1,600 Medicare Part D beneficiaries had questionabldioniliza
patterns for HIV drugs in 2012Medicare paid $32 million for HIV drugs for these beneficiaries.
These bendéfiaries had no indication of HIV in their medical histgrieeceived an excessive
dose or supply of HIV drugs, received HIV drugs from a high number of pharmacies or
prescribers, or received contraindicated drii¢gese patterns may indicate that a beneficiary is
receiving inappropriate drugs and diverting themillegal sale, that a pharmacy is billing for
drugs that beneficiary never received, or that a beneficiary’s identificatimiber wastolen.

Coupons as Improper Inducement to Purchase Drugs

Pharmaceutical manufactures may not use copayment coupons to induce the purchgse of dru
paid for by &deral health care programs, including Medicare Pal#BS-OIG found that
manufacturers’ current safeguards may not prevent all copayment coupons from betifog use
drugs paid for by Part D, and that Part D plans and other entities cannot identify cogipon us
within pharmacy claims.
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Ambulatory Surgical Services Payment Differential in Medicare

HHS-OIG found that Medicare and beneficiaries could save $12 billion during CYs 2012 through
2017 if CMS reduces hogpl outpatient department payment rates for ambulatory surgical center
(ASC)-approved procedures to the same level as ASC payment rates. In additionyé/ieumliba
generate savings of as much as $15 billion for CYs 2012 through 2017 if CMS reducedsrdutpat
department payment rates for ASC-approved procedures to ASC payment levelsdduprs
performed on beneficiaries with low-risk and mgk clinical needs.

Drug Dispensing and Supplying FBaymenRates

HHS-OIG found that Medicare Part B would have saved more than $100 million in 2011 if
dispensing fees farertaininhalation drugs and supplying fees éartainimmunosuppressive
drugs had been aligned with the rates that Part D or State Medicaid programs paid

Improper Payments for E&M Seras

HHS-OIG found that Medicare inappropriately paid $6.7 billion for claims for E/M services i
2010 that were incorrectly coded and/or lacking documentation, representing 21 percent
Medicare payments for E/M services that year. E/M services are &hpermore likely to be
paid for in error than other Part B services and most improper payments resultrfnsmne
coding and from insufficient documentation.

PostAcute Care Transfers

Medicare inappropriately paid hospital inpatient claims subjeats fwostacute care transfer
policy, resulting in overpayments totaling approximately $19.5 million ovenfears. Medicare
overpaid the hospitals because the Common Working File edits related to postactrencéers
were not working properly.

Electronic Health Record (EHR) Fraud Vulnerabilities

Although EHR technology may make it easier to commit fraud, CMS and its cordgrhata not
adjusted their practices for identifying and investigating fraud in EHRshédtmmbre only about
one quarter of hospitals had policies on the use of the copy-paste feature in EHR tgchnolog
which, if used improperly, could pose a fraud vulnerability.

Inefficient Residential Habilitation Payments

HHS-OIG found that pyment rates for residential habilitation\sees provided at Stat@perated
residences did not meet the Federal requirement that payment for servicessientovith
efficiency and economy.df StateFY 2010, Federal Medicaid payments exceeded actual costs
for providing these services by approximately $320 million (57 percent more thahcastisy.
Further, the payment rate for supervised residential habilitation servistegtetperated
residences was more than double the average rate for privately operated essitkenaffered

the same services

High Payments to Dentists

HHS-OIG identified 23 general dentists asiat orthodontists in New York with questionable
billing and who represented extreme outliddedicaid paid the providers $13.2 million for
pediatric dental services in 2012.
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Unsupported Medicaid Matching Funds

The Maryland Medicaid program obtained Federal Medicaid funds for FYs 2009 through 2011
that were not supported by net expenditures. The State agency obtained $12.9 billiorain Feder
Medicaid funds, but CMS awarded the State agency only $12.8 billion for Medicaid expenditure
Maryland inappropriately withdrew the difference of $115.3 million.

Incorrect Application of the Medicaid Federal Matching Assistance Percentage

The Massachusetts Medicaid ageday not alwaysise the correct Federal medical assistance
percentages (FMAPs) when processing claim adjustments. As a result, ¢haeg8taty received
approximately $106 million (Federal share) more than it was entitled to. Tieea§tncy used
incorrect FMAPs becauseprocessed adjusted claims as current expenditures for both public and
private providers.

Impermissible Health Care Related Tax

Pennsylvania’s Gross Receipts Tax on Medicaid managed care organizgheaedo be a
healthcarerelated tax that isnpermissible for Medicaid funding. Through this tax,
Pennsylvania collected ®lbillion from its Medicaid managed care organizations tvere
years and used that money to pay some of its share of capitation payments.

Other HHS-OIG Fraud and Abuse Revention Activities

HCFAC funding also suppatl HHS-OIG’s continuedenhancement of data analysis and mining
capabilities for detecting health care fraugtluding tools that allow for complex data

analysis. ThedHS-OIG continues to use data mining, predictive analytics, trend evaluation, and
modeling approaches to better analyze and target the oversight of HHS prograahsis teams

use neatime data to examine Medicare claims for known fraud patterns, identify sedfeaid
trends, and to calcaie ratios of allowed services as compared with national averages, as well as
other assessment¥Vhen united with the expertise ldHS-OIG agents, auditors, and evaluators,

as well as our HEAT partnedldHS-OIG’s data analysis fosters a highly effectiambination of
technologies and traditional skills to the fight against fraud, waste, and abuse.

Industry Outreach and Guidance

Advisory Opinions

Central to the HIPAA guidance initiatives is an advisory opinion process through panities
may obtain binding legal guidance as to whether their existing or proposdddaalbusiness
transactions run afoul of thnti-Kickback Statutethe CMP laws, or the exclusion provisions.
During FY 2014, theHHS-OIG, in consultation with DOJ, issued 15 advisory opinions. A total
of 314 advisory opinions have been issued during theed8 of the HCFAC program.

Corporate Integrity Agreements

Many health care providers elect to settle their cases before litigation. tAd fhae settlements,
providers often agree to enter into Corporate Integrity Agreements (CIAHME-OIG to avoid
exclusions from Medicare, Medicaid, and othetdral health care programs. Under a CIA, a
provider commits to establishing a program and taking other specified steps tfatimer
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compliance with Medicare and Medicaid rules. The compliance programs myeedesn part,
to prevent future fraudHHS-OIG monitors providers’ compliance with these agreemdnt$S-
OIG may impose penalties on entities that fail to comply wighréguirements of their ClAs, as
shown in the examples below:

Tennessee CSHM, LLC, formerly known as FORBA Holdings and Church Street Health
Management (CSHM), agreed to be excludedif@ryears based upon its alleged material
breaches of its CIA. CSHM manages and operates the national chain of SmallC&mikds
Centers, which provides services primarily to children on Medicaid. CSHM'’s cagporat
predecessor entered into the CIA in 2010 as part of the resolutidfiGA aase involving
allegationshat the company provided dental services to children on Medicaid that were
medically unnecessary or failed to meet professionally recognized standasds.of

This exclusion marked the culmination of a series of alleged failures by C8Hilsacorporte
predecessors to comply with its CIA. Since the 2010 settleidet®,0O1G hadrepeatedly cited
CSHM and taken actions to address alleged violations of the CIA, including imposingistipula
penalties and forcing the divestiture of one of CSHM'’s clinl@sspite these actions, CSHM
remained in material breach of its CIA, adHS-OIG issued Notices of Intent to Exclude to the
company in December 2013 and January 2014. Specifielll$; OIG found that CSHM had,
among other things, failed to report serious qualftgare reportable events, take corrective
action, or make appropriate notifications of those events to the State dental boaisred log
the CIA. Although CSHM representedhitdS-OIG that it would cure the material breaches,
HHS-OIG deternmed through meetings with CSHM and its Board of Directors and review of its
written submissions that CSHM had failed to cure the material breachesoardged with the
exclusion.

Florida -HHS-OIG imposed stipulated penalties totaling $15,000 agkixettech, Inc., based

upon the device manufacturer’s failure to comply with certain requirementsCiAits

Specifically, Exactech failed to: (1) timely screen new “Covered Persons” teeghey were

not excluded or otherwise ineligible to particepat thefederal health care programs; (2)

distribute revised policies and procedures to “Covered Persons” whose job fundatatte

those policies and procedures; and (3) provide copies of Exactech’s Code of Conduct-and Anti
Kickback Statute policieand procedures to parties entering into new or renewed agreements with
Exactech.

Florida —-HHS-OIG imposed stipulated penalties totaling $5,000 against American Sleep
Medicine, Inc. (ASM) based upon its failure to satisfy certain reportingresgents under its
CIA. Specifically, ASM failed to timely notiffAHS-OIG of two incidents involving probable
violations of the AntiKickback Statute that had been reported to ASM’s internal compliance
hotline.
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Centers for Medicare & Medicaid Services

In FY 2014, CMS was allocated $13.5 million by HHS, and appropriated $237.3 million in
discretionary funds by Congress to support its comprehensive program integityystoa
Medicare, Medicaid and the Children’s Health Insurance Program (CHIP). hggh @inds,
CMS is working to ensure that public funds are not diverted from their intended purpose: to make
accurate payments to legitimate entities for allowable services or activitiebalhdfesligible
beneficiaries of federal health care programs. G488 performs many program integrity
activities that are beyond the scope of this report because they are not fundgdyitbe
HCFAC Account or discretionary HCFAC funding. Medicare F@eService error rate
measurement and activities, Recovery ihadtivities and prior authorization initiativese
discussed in separate reports, and CMS will submit a combined Medicare and d/ledegaity
Program report to Congress later this year.

CMS’ approach is guided by four major principles that suppe strategic goal of improving
program integrity:

Prevention

Detection

Transparency and Accountability
Recovery

PR

1. Prevention

Moratoria

Building on strong anti-fraud efforts already underway in the home health provider and
ambulance supplier arenas, Skh July 2013 announced the first use of its temporary moratoria
authority granted by the Affordable Care Adthe moratoria stops the enroliment of new home
health and ambulance enrollments in Medicare, Medicaid and the Children’s Healtdmie
Progam (CHIP) in fraud “hot spot” areas of the country with demonstrated oversupplyashcer
types of providers. In January 2014, CMS extended the original enrollment moratohieskr
locations and expanded to include HHAs in Broward county Florida, the Michigan counties of
Wayne, Macomb, Monroe, Oakland, and Washtenaw and the Texas counties of Dallas, Collin,
Denton, Ellis, Kaufman, Rockwall, Tarrant, Harris, Brazoria, Chambers, Fort Bahskstn,
Liberty, Montgomery, and Waller. CMS also expandednioeatorum onground ambulance
suppliers in the Philadelphia area at the same time. All of these moratoria actierextgeded

an additional six months with the latest notice effective July 2014. The focus oéffmteis to
prevent and deter fraudiaste, and abuse in problematic services and areas across the country
while ensuring beneficiary access to care.

Under the moratoria, existing providers and suppliers can continue to deliver and leitvices,

but no new provider and supplier applications will be approved in these areas, allowing CMS and
its law enforcement partners to remove bad actors from the program whkenglpoovider

entry or reentry into these already ovsupplied marketsCMS is required to revaluate the

need for such moratoria every six months.
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One Program Integrity

In FY 2014, CMS continued making improvements and changes to One Program Integrity (One
P1), CMS’ centralized portal that provides CMS contractors and law enforcentbra single

access point to Medicare data as well as analytic tools to review the data. CMS rmooved f
integration contractor to a system support contractor while continuing to enhanxsting e

analytic tools. One Pl improves CMS’ ability to detect fraud, waste, and althsesowsistent,
reliable, and timely analytics.

One Pl users have access to the CMS Integrated Data Repository (IDR) toptfaranalytics.

The IDR contains a comprehensive and accurate set of Medicare provideicignand claims

data from Medicare Parts B, and D back to January 2006. The IDR includes claims data at
three distinct points in the claim lHgycle: at the time the claims are enumerated, the time claims
are adjudicated, and at the time the claims have payment data posted. This agcesseltm
perform prepayment analytics on historical data and develop models that can be applied in CMS’
predictive analytics system, the Fraud Prevention System. With claintebée/érom 2006,

ZPICs will also be able to improve their analytics fostgmayment detection of fraud, waste, and
abuse.

In order to streamline access for our law enforcement partners, CMSioreeiS TARS, a
healthcare fraud, waste, and abuse analytics tool to the One PI suite tools in 2013. The One P
team is also replagg onsite instructor led training with virtual instructor led training to reduce
training costs and provide better access to training for law enforcement

Compromised Number Checklist

Since January 2010, CMS has maintained a national database of comgndedseare
beneficiary and provider ID numbers called the Compromised Number Checklist.(TINE)
database is populated by monthly submissions from CMS program integrity canstraie
purpose of the CNC is to share compromised ID numbers and anjateg@orrective actions
that have been taken among CMS staff and contractors. CMS uses this national &d€edat
enhance efforts to detect and prevent fraud and abuse in Medicare.

The compromised numbers list is updated on an ongoingimeabais by the PSCs/ZPICs and
MEDIC.

The Command Center

CMS opened its state-of-the-art Command Center on July 31, 2012 to facilitate impnts/eme
health care fraud detection and investigation, drive innovation, and help reduce fraud and
improper payments in the Medicare and Medicaid programs. CMS is using the Commaard Cent
to collaborate in unprecedented ways with the private sector, law enforcement, atateour S
partners. The Command Center’s advanced technologies and collaborative enviaowent
multi-disciplinary teams of experts and decision makers to more efficiently catagtialicies
and case actions, reduce duplication of efforts, and streamline fraud investidat more
immediate administrative action. These collaborative activities enable CMS to takesactive
actions, such as revocations of Medicare billing privileges and payment suspensi@ns, m
quickly and efficiently.
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In FY 2014, the Command Center conducted$sions that included participants from CMS
and our partnes, ircluding theHHS-OIG and FBlthat are designed to lead to improvements in
the fraud prevention and detection process. Missions are facilitated collaboea8mns that
bring together experts from various disciplines to improve the processesutmpirevention in
Medicare and Medicaid. CMS is also working wiial, HHS-OIG andother Federal agencies in
the Command Center to pool resources to tackle cross-cutting issues surrounding fraud
prevention.

DME Initiatives

DME suppliers pose a high risk of fratalthe Medicare Program and CMS has undertaken an
aggressive strategy to address this risk. Through the DME Stop Gap Projetedimiti2009,
ZPICs/PSCs have increased site visits and interviews of DME suppliers, psoeaider

beneficiaries receivinPME products in high billing areas for DME supplies and produicts.

FY 2014, these additional funds supported DME investigations which included site visits to, and
interviews of, suppliers, doctors and patients that were identified as potesuispigious or high

risk.

Correct Coding Initiative

In FY 2014, CMS continued to work with states to fully and correctly implement the aiedic
NCCI methodologies in their Medicaid programs, to add new Medicare and MediC&itedits
to the quarterly Medicaid NCI edit files, and to update the technical guidance document for
states.

State Readiness

Today’s modern design of IT systems encompasses the use of current techtivddgiean
across the entire Medicaid Enterprise. These systems work in concert with drex andtmust
adhere to certain regulations and guidance including the Medicaid Informatibndlegy
Architecture (MITA) framework; and, the Seven Standards and Conditions. Adherireséo t
mandates will promote consistency of business and thpriocesses, and IT platforms as well
as standards across the Medicaid Enterprise.

The project includes independent technical assistance for IT and policy requsemauding
monitoring and oversight, in working with stagpecific system requiresnts, IT system builds,
and associated interfaces for all states and the territories. All fifty ateddbe territories
received technical assistance with moving through the Enterprise Life (BlcC) Gate Review
Process including any associated consults. States received assistancgeuitimaiagement,
implementation and operations. Technical artifacts required by statute wersedreatyl tracked
to assess state progress. Gap analyses were done on a regular basis @sterskwere studied
to identify opportunities for improvement.

2. Detection

Strengthened Program Integrity Activities in Medicare Advantage and Medteat D

In FY 2014, the National Benefit Integrity (NBI) MEDIC received on average appabaly 591
actionablecomplaintsper month; processed 39 requests for information from law enforcement
per month; and referred an average of 40 cases to law enforcement per RBINHEDIC
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referrals have resulted in restitution®¥3,680,679forfeitures of $,925,049; and $50,000 in

civil settlements. The NBI MEDIC was responsible for assistingithi8-OIG and DOJ, through
data analysis and investigative case development, in achieving 54 convictionss&5 anick 36
indictments. One particular pharmacy fraud case resulted in the arrest, erdicimd conviction

of a Pennsylvania physician, pharmacist and more than 50 other individuals—including office
staff, pseudo-patients, Medicare patients, and drug dealers in a larggpogsdrug conspiracy.

The physician was sententct 25 years in prison for distribution of a controlled substance
resulting in death from his pill mill operation. The pharmacist was sentenced to 72 wionths
imprisonment anthreeyears of probation. This case was predicated on information that the
physician was identified for prescribing a high volume of controlled substanegsebtribed
over 46,800 units of controlled substances, which equalee@éntof his total prescribed
medications. The investigation revealed the physician worked withtigrifigkers who recruited
large numbers of pseugmtients. With the help of his office staff, those “patients” were
transported to his medical office for cursory examinations. The patients paidcanvidit fee,
usually $150, by cash, check, or money order. The physician wrote prescriptionsrifoo the
obtain oxycodone-based drugs without a legitimate medical purpose and outside ticeurseal
of professional practice. The patients were driven to a particular phartod@ye their
prescriptions filled. The drugs were then turned over to the drug dealers so taeizatigns
could sell the narcotics to other drug dealers who resold the drugs on the street.

In FY 2014, the Outreach and Educati@&g) MEDIC facilitated the CMS Parts C & D Fraud
Wade and Abuse (FWA) training sessions which offer Medicare Advantage organgatid
Prescription Drug plans an opportunity to collaborate and discuss techniques on how to prevent
and detect fraud, waste, and abuse in the Medicare Advantage and PaytdingroThese FWA
training sessions are designed to educate Medicare Advantage organizatiorsenptiBreDrug
plan staff through enhanced collaboration, information sharing, data analytics and
communication. FWA training session stakeholders incliae gponsors, Pharmacy Benefit
Managers (PBMs), representatives from law enforcement ageAaesiding HHS-OIG, U.S.
DOJ, and other state and local law enforcement entifiegse FWA training sessions provide a
forum for stakeholders to learn about the most recent fraud schemes and fraudopr&esnt
practices to assist in developing effective fraud prevention programs.

The O&E MEDIC is also responsible for many other outreach activities in 2014arkchithe
CMS-Center for Program Integritgleaed its most comprehensive fraud fighting tools to date,

the Medicare Advantage and Part D Fraud Handbook: Practical Techniques and Approaches on
Detecting and Preventing Fraud, and an Online Training Module for Medicare Aglwanta
organizations (MAOs) and Part D sponsors. The handbook is a modular online reference
providing MAOs and Part D sponsors with industry best practices regarding psycesteods,

and resources to support fraud prevention, detection, corrective action, preliminangatioest

ard referral activities. The training is an online presentation covering éagiec of the Fraud
Handbook in an omemand webcast format.

Through rulemaking finalized in 2014, CMS will require that physicians and @igibl
professionals whuvrite prescriptons for covered Part D drugs must be enrolled in Medicare, or
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have a valid record of opting out of Medicare for their prescriptions to be covered urtder Pa
This requirement will help CMS ensure that Part D drugs are only prescritupahliyed
individuals. This provision is effectiv@ecemberl, 2015.

Marketing Surveillance Activities

CMS also strengthened program integrity in MA and Part D through marketing suneeil
activities and compliance actions based on surveillance activities. 20, CMS conducted
marketing surveillance activities, such as secret shopping and examinirgapewads for
unreported marketing events and content. These activities have improved plan sponigit overs
of marketing and lessened incidents of agent/broker misconduct.

Secret Shopping

Secret shopping provides undercover surveillance of fokedicare AdvantageMA ), Medicare
Advantage and Prescription DrudA -PD), andprescription drug providePOP) marketing

events. Plan sponsors report formal sales/marketing events to CMS from whrelctocosiand

CMS identify a sampling of events to secret shop. Shoppers use a CMS developed tool to
facilitate and electronically record their evaluations of marketing eventgl@me with CMS
requirements. The tbes designed to capture various compliance aspects of the representatives
or agents’ presentations, actions and provided materials. Additionally, ittsajkteral

information about the event, such as the number of people in attendance, the type ofivere

the event was held, and the language in which the agent presented the event.

For the 2014 Annual Enrollment Period (AEP), CMS completed 1,320 secret shopping &fents.
the events shopped, 1,133 (8pdscent) had no validated deficiencies amate considered
entirely compliant with Medicare regulations.

Of the 101 parent organizations shopped, 42 (or gdréent had no validated deficiencies noted.
These 42 parent organizations represented 211 shops or approximgtefgelof the total
completed shops. Niheone (nearlyseven percent) of the completed shops were presented in a
language other than English, including:

65 events presented in Spanish;

18 events presented in Cantonese or Mandarin;

four events presented in Korean;

two events presented in both English and Spanish;

one event presented in English, Spanish, and Mandarin/Cantonese; and,
one event presented in English, Spanish, and Tagalog.

Compliance Actions Based on Surveillance Activities
CMS issues the following types of letters to sponsors who have had deficietatied @ our
surveillance:

e Technical Assistance Letters (TAL) (not formal compliance notices);
e Notices of Non Compliance (NONC);
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e Warning Letters with a Request for Business Plan; and,
e Ad-hoc Corrective Ation Plans (CAPS).

To determine the appropriate action for deficiencies identified by séagpisg, CMS

developed an objective, data-driven, and performance-based model. This model not only
automated the review process, but also accounted for the seriousness of eachydificienc

develop proper compliance action for identified deficiencies. Within this model, CMS

categorized each deficiency and assigned a weighted value: administratisdogeqoint),

errors of omissiont{o points), undue benefary influence or harmfdur points), and marketing
misrepresentationsik points). To determine a plan sponsor’s overall performance score (OPS),
CMS added the total number of points for all shops for each plan sponsor and divided by the total
number of shops conducted for that plan sponsor.

The following three tables provide additional information on our process and findings. sthe fir
table shows how the OPS score is determined, while the second table is CMS’ toohtindete
what type of compliance action should be issued based on the OPS score. Finally, than€empli
Action table provides a break out of the types of compliance actions taken and how nesty of e
action were taken.

Total # of deficiency points for all shops
=OPS

Total number of shops conducted

OPS Ranges and Corresponding Compliance Actions

Overall Shpping Performance Compliance Action Taken

Score Range

0.01-1.49 Technical Assistance Letter

1.50 - 3.49 Notice of NonCompliance
3.50-6.99 Warning Letter with Business Pla
7.00+ Ad-hoc CAP

Compliance Actions Taken by Risk Level for SecreShopping

Action® High = Medium Low Total
Technical Assistance Letter| 105 72 13 108
Notice of NonCompliance 2 1 1 6
Warning Letter 2 0 0 0
Total Letters Issued 109 73 14 114
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The unreported marketing events initiative is an attempt to deterinpila® sponsors
appropriately reports and represented their sales events activity to CM$ arizhweekly print
publications in U.S. domestic markets nationwide, including advertisements ialsever
English languages are reviewed. CMS conducted reviews of 4,743 Medicare adeatssem
representing more than 16,000 total advertised events.

Of those advertisements reviewed, CMS identified 298 marketing events that wgrerted,
indicating a deficiency for each plan sponsor that had failed toisabmarketing eventBased
on the results, CMS issued 16 TALs aixINONCSs to plan sponsors related to unreported
marketing events. NONCs were issued to plan sponsors that incurred deficieaoffra¢
percentor higher.

Medicare Advantage EncowntData Processing System Contract

The Medicare Advantage (MA) Encounter Data Processing System (EDP8pistlgubeing
maintained and modified out of guidance published in the final FY 2009 inpatient prospective
payment system (IPPS) rule. In that rule, CMS revised regulations to theaif¢MS has the
authority to require MA organizations to submit encounter data for each item and service
provided to MA plan enrollees. Consistent with this authority, CMS is requiring MA
organizations to submit encounter data for dates of service January 3, 2012 and later. MA plans
are required to submit data for all institutional, professional and DME servimadqut to MA

plan enrollees on or after that date.

Over the past several years there has been dramatvthgn the Medicare Advantage program.
Today, oneourth of Medicare beneficiaries are enrolled in Medicare Advantage plan§ CM
pays Medicare Advantage organizations approximately $145 billion per year foréhweaded
to these 15 million benefiries.

To better ensure that CMS is a more prudent purchaser, in January 2012 agency launched an
initiative to collect encounter data from Medicare Advantage organizations.néberger data
detail each item and service provided to enrolleddeaficare Advantage organizations. These
records are comparable in format and detail to claims submitted to the MACSIprdiders.

The encounter data collected by EDPS will allow CMS to recalibrate the riskradpigpayment
model, so that MA paymesimore accurately reflect the demographics, patterns of care, and the
predicted costs of diseases for MA enrollees. Recalibrating the model on M sksgand
expenditures, rather than using the FFS experience, will result in paymerstisethadre accate

to MA organizations. CMS would also be able to evaluate coverage, profile and apaljze s
utilization, assess quality of care, with the goal of reducing fraud, waste aredaadolisnproving
Medicare programs and healthcare in general.

CMS will use encounter data to determine the risk adjustment factors used to adjust pagments, a
required under CMS regulations at 42 CFR 8422.304, to update risk adjustment models, to
calculate Medicare Disproportionate Share Hospital percentages, for Medicaragsopurpose

and to conduct quality review and improvement activities.
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Medicaid/CHIP Financial Management Project

Under this project, funding specialists, including accountants and financial anaiydtsd to
improve CMS'’s financial oversight of the Medicaid program and CHiREY 2014 through the
continued efforts of these speciaisCMSremoved an estimate@ & billion (with
approximately $27 million recovered and $1billi on resolved) of approximately $1ilion
identified in questionablMedicaid costs.

Furthermorean estimated 228 million in questionable reimbursement was actually averted due
to the funding specialists’ preventive work with states to promote proper stateaMedic
financing. The funding specialists’ activities inmed reviews of proposed Medicaid state plan
amendments that related to reimbursement; development of financial managemneai; rev
research regarding state Medicaid financing policy and practices; collabosdth states to
resolve the Medicaid and CHportions of the A-133 “Single State” audits; and identification of
sources of the non-Federal share of Medicaid program payments to ensure propigfioian
Medicaid program costs.

HHS-OIG Hotline Database

CMS and its contractor use tH1S-OIG Hotline database to perform program integrity
activities. Specifically, the contractor currently receives and processesnipaintsHHS-OIG
refers to CMS. CMS with the contractor resolves issues assigned throlgiH$H@IG hotline.

3. Transparency and Accountability

Healthcare Fraud Prevention Partnership

One of the Secretary’s key health care fraud prevention initiatives is togstblongoing
partnership with the private sector to fight fraud across the health ceemsizata collected and
shared a@ss payers can assist payers in evaluating trends, recognizing patteiste mowsgh
potential fraud, and potentially uncover schemes or bad actors they could not othemtifse ide
using only their own information. Such collaboration is the purposieedfiealthcare Fraud
Prevention Partnership (HFPP) which brings together both public and private)] tatdstate-
level individuals and organizations combatting health care fraud across all. payers

The legal authority for the Partnership is 42 U.S.C. § 1320a-7c. The delegated autbargy al
for the Partnership to consult with, and arrange for the collection of data from, aing sihaata
with representatives of health plans under the HCFAC program.

CMS added additional partners to the HFPP and is targeting further expansion of thelpprtner
to include additional willing public and private payers once the technical and legabeents of
the program are in plac&.he increase in members providing data will increase the resources
necessary for thigeusted third party contractor to process and store the increased number of
claims data from the new members.
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The studies currently underway and listed below are thecbrelucted since receiving approval
through Paperwork Reduction Att:

Study 2, Iteration 2: Non-Operational Providers:

The objective of this study is to create an aggregate list of non-operational pentites for
use in investigations. Possible impact includes stopping payments tpewtionabroviders
after confirmation and referring providers to law enforcement.

Study 5: Urine Drug Screens:

The objective of this study is to identify providers who may bengigualitative and quantitative
urine drug screens inappropriately. Payers will be asked to provide claimg ddlia by provider
for the qualitative and quantitative urine drug screens. Possible impact incadgfying cases
for medical review, pntial for edit development, overpayment collection, and referrals to law
enforcement.

Study 1, Iteration 2: Misused Codes and Fraud Schemes:

The objective of this study is to share information on misused codes and fraatesdo
improve overall awareness of fraud patterns and trends. Possible impact inatosdesmg
overpayments, referring providers to law enforcement, and closing vulnerabilities

Improper Payment Error Rate Measurement and Increased Accountability iceMesiid CHIP
Programs

The Improper Payments Information Act (IPIA) of 2002, amended by the Improper itayme
Elimination and Recovery Act of 2010 (IPERA), amended by the Improper Paymenisaiibn
and Recovery Improvement Act of 2012 (IPERIA) regsieach agency to periodically review
programs it administers, identify programs that may be susceptible to significaopenp
payments, estimate the amount of improper payments, submit those estimates ¢ss;anglr
report on actions the Agency is taking to reduce improper payments.

The Medicaid program and CHIP have been identified as at risk for significargger

payments. To comply with the IPIA, IPERA and IPERIA, CMS established®ayment Error

Rate Measurement program (PERM) to estintaggroper payment error rates in Medicaid and
CHIP. The error rates are based on reviews of théofeservice (FFS), managed care, and
eligibility components of Medicaid and CHIP in the fiscal year under review. ChSunes
Medicaid and CHIP error ragaising a 1&tate rotation so that each state is reviewed once every
three years. After several years of development, the PERM error rate wiahgulibdr the first

time in FY 2008.

CMS reported in the FY 2014 Agency Financial Report the nationaldgieloerror rate that is
based on measurements that were conducte¥$r2012, 2013, and 2014. The FY 2014 national
Medicaid error rate i6.7 percent, representind ®.5billion in estimated improper payments
compared to the FY 2013 improper payment rate of 5.8 percent or $14.4 billion in improper

1 Other studies conducted by the HFPP include Stu@e8oked and Terminated Providers and Stueigh Risk
Pharmacy.
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payments. The national component error rates are as folldedicaid FFS- 5.1 percent,
Medicaid managed care0.2percent, and Medicaid eligibility 3.1percent. The major cause of
error in feefor-servicewas state claims processing systems not being fully compliant with new
requirementsThese new requirements include: all referring or ordering providers must be
enrolled in Medicaid, states must screen providers under a risk-based scpeeoa@ss prior to
enrollment, and attending providers must include their National Provider Identifidr on a
electronically filed institutional claims. While these requirements will ultimatelypgthen
Medicaid’s integrity, they require systems changes that many states hdwkyrioplemented.

Section 601 of the Children’s Health Insurance Program Reauthorization Act of 20[FFRE)
prohibited HHS from calculating or publishing any national or stpesific error rates for CHIP
until six months after a new PERM final rule was effective. In addition, Section)2if3te
Medicare and Medicaid Extenders Act of 2010 exempted HHS from reporting a 2011 CHIP
improper payment rate. On August 11, 2010, as part of enhanced efforts to reducerimprope
payments in fedefr@rograms, HHS issued the final regulations that fully implemented
improvements to the PERM program. HHS commenced CHIP error rate reportin@Bil2Y
and, therefore, CMS reported the first baseline CHIP error rate in the FY 2014yAgeaccial
Reportas all three cycles of states have now been reviewed.

CMS reporedin the FY 2014 Agency Financial Report the national CHIP error rate that is based
on measurements that were conductdéMa 2012, 2013, and 2014. The FY 2014 national CHIP
error ratds 6.5 percent, representin@%® billion in estimated improper payments. The national
component error rates are as follows: CHIP F=3percent, CHIP managed cafe2 percent,

and CHIP eligibility-4.2 percent. The main sourad<serrorare beneficiaries foud to be

ineligible for CHIPand errors related to state claims processing systems

CMS is currently measuring cycles that will be reported¥Yis 2015 and 2016.

Error Rate Measurement and Increased Accountability in Medicare Advantage (Badt C)
Medicare Prescription Drug Benefit Program (Part D)

In compliance witHPIA, as amended byPERA and IPERIA CMS has implemented a
systematic plan regarding improper payments for Part C and D programbke MeHicare fee-
for-service, CMS makes prospective, monthly per-capita payments to Part C atigasiand
Part D plan sponsors. Each per-person payment is based on a bid amount, approved by CMS, that
reflects the plan's estimate of average costs to provide benefit coveragaleeeniCMS risk
adjuds these payments to take into account the cost associated with treating individual
beneficiaries based on health status. In addition, certain Part D prospectien{sagre
reconciled against actual costs, and-gBRring rules set in law are appliedftirther mitigate
plan risk.

The Part C payment error estimate reported for FY 2014 (based on calendar year G% 2@12)
percent, or $12.2 billion. The Part C payment error estimate has decreased froh20183
estimate of 9.5 percent or $11.8 billion. The Part C payment error is driven by erreks in ri
adjustment data (clinical diagnosis data) submitted by Part C plans to CM§ruerggurposes.
Specifically, the Part C payment error estimate reflects the extent to whiclogskaghat plans
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report to CMS are not supported by medical record documentation.

In an effort to improve the Part C error rate, CMS has implemented twapkejyfic corrective
actions described below: contract level auditd new regulatory provisions.

o ContractLevel Audits: HHS is proceeding with the RADV contraetel audits to recover
overpayments. RADV verifies, through medical record review, the accuracyatieenr
diagnoses submitted by MA organizations for risk adjusted payment. RADV audits are
HHS’s primarycorrective action to recoup improper payments. HHS expects that payment
recovery will have a sentinel effect on the quality of risk adjustment data sedbimytt
plans for payment. HHS expects to conduct RADV audits for approximately 30 MA
contracts annuall RADV audits of payment year 2011, which began in FY 2014, will be
the first HHS reviews to recoup funds based on extrapolated estimates.

« New Regulatory Provisions: In CMS-4159-F, “Policy and Technical Changes to the
Medicare Advantage and the Medic&mescription Drug Benefit Program” (79 FR 100),
HHS codified the Affordable Care Act requirement that MA organizations muisttrend
return overpayments that they identify. In CMS-161X3-“Hospital Outpatient
Prospective Payment and Ambulatory Surg@ahter Payment Systems and Quality
Reporting Programs; Physici#@wned Hospitals: Data Sources for Expansion Exception;
Physician Certification of Inpatient Hospital Services; Medicare Advar@@aganizations
and Part D Sponsors: CMS-Ildentified Overpayrmaegsociated with Submitted Payment
Data” (79 FR 66769), HHS also established a payment recovery and appeal mechanism to
be applied when HHS identifies erroneous payment data submitted by an MA
organization.

The Part D payment error estimate reportedr2014 (based on CY 2012) is 3.3 percent, or
$1.9 billion. The FY 2014 Part D error estimate represents the combined impact on Part D
payments of four sources of error: Payment error related to low income sstagicg] payment
error related to Medicaistatus; payment error related to prescription drug event data validation;
and payment error related to direct and indirect remuneration.

In an effort to improve the Part D error rate, CMS has implemented two k&fisperrective
actions descriliebelow: outreach to plan sponsors and new regulatory provisions.

e Outreach: Formal outreach to plan sponsors will continuenf@iid/incomplete
documentation.

« New Regulatory Provisions: HHS codified the ACA requirement that Part D sgonsor
must report and return overpayments that they identify. CMS also proposed a payment
recovery and appeal mechanism to be applied when CMS identifies erroneous payment
data submitted by a Part D sponsor.

Probable Fraud Measurement Pilot

There is no reliable estimate thie amount of fraud in the Medicare program. Documenting the
baseline amount of fraud in Medicare is of critical importance, as it allowsatdfto better
evaluate the success of ongoing fraud prevention activitiesollaboration with the HHS Offe
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of the Assistant Secretary for Planning and Evaluation (ASPE), CMS developedttiuelatogy
for the first nationally representative estimate of the extent of probahbtkifrahe Medicare fee-
for-service program in FY 2011. In FY 2012, CMS develapedneasurement tools for the
pilot, and collaborated with government partners, including ASPE, on the strategy for
implementation.CMS received OMB approval in May 2013.

This project will estimate probable fraud in the Home Health benefit to pildheesteasurement
approach and calculate a servapeecific estimate.This pilot is measuring “probable fraud”

rather than “fraud” because “fraud” is a legal determination that involves esitadplistent— a
determination that is made through the judicial syst@meview panel of experienced health care
analysts, clinicians, policy experts, and fraud investigators will reVilevollected data and
determine if there is sufficient evidence to warrant a referral to law enforceitat the
completion of this pilot, CMS will assess the value of expanding the measuremnoémert areas

of Medicare. CMS will begin collecting data on probable fraud and have an esthmbbable
fraud within HHAs in 2015.

4. Recovery

Suspension
CMS in FY 2014 continued its use of the new Affordable Care Act authority to suspend payments

to providers during an investigation of a credible allegation of fraud. CMS also hastguthor
suspend payment if reliable information of an overpayragists During FY 2014, therevere
507 payment suspensions that were active at some point duringctilgdar Of the 507
payment suspensions, 207 new payment suspensions were imposed during FYh2Zd ireans
that 300 were approved prior to FY 2014, but still active at some point during FY a4y,
during FY 2014, we terminated 191 payment suspensions.

Field Offices

CMS has designated program integrity field offices located in or near th& Eikes of Miami,
Los Angeles, and Brooklyn that provide a CMS presence in high risk fraud areasairitrg.c
All three field offices have staff that are designated CMS Strike Forceoh&is/ho coordinate
with law enforcement, facilitate data analysis, and expedite suspensionseditestield offices
also work with CMS central office and the ZPICs to conduct data analysis to priyaickereify
targets and to coordinate efforts among various contractors and agenciesify lm=l issues
and vulnerabilities with national or regional impact.

The field office staff pdgorms outreach and education to partners in their areas, including law
enforcement, Senior Medicare Patrol and state Medicaid agencies. The fieldtodiitesS
Attorneys,HHS-OIG and FBI agents, analysts and forensic accountants on Medicare policy and
coding clarification, as well as provide data and billing analysis faifspeases. These staff

also provides significant support during the prosecution of health care fraud caagh thr
testimony, depositions and victim impact statements.

The fieldoffices develop solutions to the most challenging program integrity issuesrin the
region. In Miami, for example, the field office has boots on the ground working to root out fraud
in home health by performing provider and beneficiary interviews. This haseresult05
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revocations from the Miami Field office for FX014. The Los Angeles staff is working with
county Emergency Medical Service licensing authorities, CMS contracibiteaal law
enforcement to address emerging schemes in ambulance psovide

Enrollment Special Study

This is a project designed to utilize and expand the existing programmatstrunétares to take
administrative actions under existing CMS authorities by conducting site vioifisaf
potentially high risk providers and suppliers. The information obtained during siteagofis is
used to determine if provider enrollment requirements are met and to calculai le\fedu
indicator.

Since inception in July 2009, this project has produced significant results; mrhmincreased
number of revocations, deactivations, and prepay edit savings. The project has alsd provide
valuable information which CMS has used to identify and implement programmaticesithag
have proven successful to deter and prevent Medicaud.fr

As of June 30, 2014, the Medicare Administrative Contractor covering Florida, (Fistt Coa
Service Operations) had conducted 6,254 site verifications to verify providers’ anegssippli
operational status, deactivated 16 practice locations, andedwollenied 219 provider€MS
saved $10,848,246 from prepayment medical record review

Administration for Community Living

The mission of the Senior Medicare Patrol (SMP) program is to empower and assishngl
beneficiaries, their families, and canegys to prevent, detect, and report health care fraud, errors,
and abuse through outreach, calimg), and education. In FY 201the Administration for
Community Living (ACL) was allocated $3.4 million in HCFAC funding by HHS to support
infrastructure, technical assistance, and other SMP program support. In additisrfuading,

ACL was allocated $3.fillion for capacitybuilding activities designed to enhance the
effectiveness of stat@ide SMP progams During FY 2010 and FY 2011, CMS had provided

this capacity funding to ACL for the SMP projects. In FY 2012 and FY 2013 HCFAC fyindin
was allocated directly to ACL. The base SMP project grant is funded from a separate
Congressional appropriation.

SMP Project Activities and Outcomes

ACL funds 54 SMP statewide projects (each state, Guam, Puerto Rico, US $iagitsl and

D.C.) with funds authorized in the Older American Act and the HCFAC Wedge. In additlom to t
projects’ base grants, funded from the Older American Act, the SMP prograsteé@&AC

funds to each grantee so that they can expand their program. Prior to FY 2013, the additional
funding was based largely on the known fraud prevalence within each state. However, in

FY 2013, the program moved to a formula-driven allocation taking into account the number of
Medicare beneficiaries living in each state and the ruralness of the state. Themaia fs

intended to provide a more equitable allocation of funds and reflects the realttyethat
prevalence of fraud is much broader than a few selected states.
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According to the most recent annual performance report litbi®OIG’'s Deputy Inspector
General for Evaluadn and Inspections, issued June 2014, a total of 5,406 active volunteers
served SMP projects during 2013. These volunteers performed an essential furtbion o
program, contributing 105,235 hours and conducting over 148,000 one-on-one counseling
sessions in efforts to educate beneficiaries about how to prevent and detect d/fealichwithin
local communities.

Outreach to Medicare befi@aries is a key elememif the SMP program. During 2013, SMP

projects held 10,545 community outreach education events reaching more than 1,048,000 people,
and were responsible for over 181,IM8&dia airings to increase beneficiary awareness about
issuegelated to Mediare fraud. In addition, over 501,4B8neficiaries were educated through

14,924 group educational sessions conducted by SMP programs in local communities.

SMP projects nationwide received 114,625 inquiries for information or assistance iftd2018
on behalf of beneficiarieg his included receipt of 1,6 8bmplex issues.e., beneficiary
complaints requiring further research, assistance, case development, eiedral. 'SMP

projects reported that 1,526mplex issues were reselyfor beneficiaries during 2013, while
698 complex issues with an estimatedldiovalue of over $976,40Qvere referred to law
enforcement, CMS integrity contractors, state Medicaid Fraud Control Undthearentities for
further action. During this periotfHS-OIG documented that $143,28R2health care
expenditures were avoided and nearly $9.1 million in Medicare, Medicaid and other savings
resulted from actions taken by the SMP program.

Since the program’s inception, the program has educated over 5.9 million benefioigreup

or one-on-one counseling sessions and has reached more than 29 million people through
community education outreach events. While SMPs make numerous referrals of pioéertitd
investigators, it is still difficult to mesure the outcome of these cases without a tracking
mechanism. Therefore, we havespecific measure of these outcomes, though we anticipate that
they would demonstrate an additional benefit of the SMP program’s ability to deteptevent

fraud and abuse in the Medicare program. In addition, the impact of the SMP progiaraiy pr
activities—education of beneficiaries to prevent health care frag@xtremelydifficult to

guantify in dollars and cents. AHHS-OIG indicated in the June 201dport:

We continue to emphasize thats not always possible to track referrals to Medicare
contractors or lavenforcement from beneficiaries who have learned to detect fraud, waste,
and abuse frorthe projects. Therefore, the projentay not be receiving full credit for
savings attributable to their work. In addition, the projects are unable to track ttentabs
savings derived from a sentinel effect wheréfaud and errors are reduced by Medicare
beneficiaries’ scrutiny of their bills.

ACL recognizs the importance of measuring the value of the SMP program impact to the fullest
degree possible. Toward that end, in 2012, ACL contracted for theest®/P program

evaluation thaassessdthe national design and implementation of the SMP program, th
adequacy of current SMP performance measures, and sougtermine the most appropriate
measures of SMP program value (benefits, resmldisimpact). The contract concluded in
December 2013 and ACL is reviewing the evaluation recommendations fen@piation in
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FY 2015. In addition, in FY 2013, the SMP program issuttitlee yearresearch grant designed
to measure the value of prevention activities. As the SMP program is focused omedarat
prevention, the true value of the program comes treneficiaries avoiding fral in the first
place. Thigyrant is intended help the program identify a way to measure that effect.

Despite the factors that have limited ACL’s ability to quantify the value of the Shijpgm in
preventing, identifying, and reporting health care fraidS-OIG has documented over
$121million in savings attributable to the program as a result of beneficiary compiairests
inception in 1997.

SMP Infrastructure and Program Support

SMP Resource Center

In FY 2014, the SMP Resource Center’s grant was up for competition and a neyetirgeant
was awarded. The SMP Resou@enter, established October 1, 2003, provides technical
assistance, support and training to the SMP projects, ensuring a fully consolidatedl nati
approach to reaching Medicare and Medicaid beneficiaries. The goal of thei€émigrovide
professional expertise and technical support, serve as an accessible amslveg@mtral source
of information, and maximize the effectiveness of the SMept®inhealth carentegrity
outreach and education. The Center has been instrumental in supporting ACLceftods t
national visibility for the SMP program.

SMP Data System

The SMP program issued a contract in FY 2014 for the development of date system
designed to support the evolving needs of the SMP program. The previous system, SMART
FACTS, has been in operation for seven years and is at the end of its functionalitgwl he
system will be operational in late FY 2015 and is expecteaktal least 10 years.

Integration Project Grants

The goal of the SMP program is to provide education to all Medicare benefickoiesver,
there are specific populations that are historically bardach. Three of these populatiens
Medicare beneficiaries under age 65; Lesbian, Gay, Bisexual and Transgen8&j (W &licare
beneficiaries; and American Indian/Alaska Native (AlI/AN) Medicare beneficianese
specifically identified as target populations. In FY 2013, ACL awarded fiveagta
organizationghat havenitiated seventeermonth projects seakg to increase awareness,
empowerment, and actions to previeealth cardraud amongst these generally underserved
populations. Tie goal of these grantsts develop new, efficient, and sustainadpgroaches for
ensuring high-quality and culturally competent service delivery and help edocsiemers to
prevent health care fraudlhis work continued in FY 2014.

Prevention Research Grant

As mentioned above in FY 2013, the SMP program issuecaybarresearch grant to identify a
way to measure the overall impact of the SMP prog&mecifically, he grantee will develop and
test an evaluation method to determine how to best measure the efteetSMP program’s
community education techniques logalth cardraud prevention. This work continued in FY 2014.
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Office of the General Counsel

In FY 2014 the Office of the General Counsel (OGC) was allocated approximatgiiffion in
HCFAC funding by HHS to supplement OGC'’s efforts to suppomnamm integrity activities.
Many of OGC'’s efforts in FY 204 werefocused heavily on program integrity review, in which
OGC reviews CMS’ programs and HCFAC activities in order to strengthen tj@nsapotential
fraud, waste, and abuse. OGC also contntgeactive litigation role in order to assist in the
recovery of program funds. During FY 2014, OGC was involved in a wide range of HCFAC
efforts that resulted in Government recoveries of over Biflién in judgments, settlements, or
other types of recoveries, savings, or receivables as described elsevthereciport.

The Affordable Care Act

The ACA significantly amended existing anti-fraud statutes. These provistaidished
fundamental expectations for compliance, disclosure, transparency, and quedity,aind are
matched by corresponding enforcement provisions. Some specific provisions of thb&CA
particularly support HCFAC priorities include amending Medicare and Medicaid
provider/supplier enrollment requirements, overpayment provisions to specifioalkei the
FCA, strengthening the anti-kickback statute, and creating a statutory disgbostocol for
violations of the physician self-referral prohibition known as the “Stark law."mgugly 2014 as
new ACA programsgontinued to bemplemented, OGC spent significant time and resources
working with the relevanEMS client component® ensure that program integrity issues were
reviewed and resolved, and assistedcttentin addressing program integrity and compliance
problems as they occurred.

HEAT

During FY 2014, OGC was involved in HEAT initiatives and worked closely with other HEAT
members to combat fraud, waste, and abuse in the Medicare and Medicaid prograonglmgpr
advice on the myriad legal issues presentetd@gdvernment works to initiate innovative anti-

fraud programs in various hotspots throughout the country. OGC continued to assist DOJ in
pursuing both criminal and civil cases involving individuals and entities seeking to ddfeaud t
Medicare and Medicaigrograms and to defend any Federal court challenges that are brought as a
result of HEAT initiatives.OGC'’s involvement in HEAT also included advising CMS on

provider and supplier revocations, payment suspensions, recoupments, and defending the
administative appeals that resulted.

FCA andQui TamActions

OGCsupporteddOJ inassessing qui taactions filed under the FCA by interpreting complex
Medicare and Medicaid rules and policies to assist DOJ in discerning whichtiathesgwere

program violations and should be pursued, and to help DOJ focus government resources on those
matters which were most likely to result in a recovery of money for the govetnwibken DOJ

filed or intervened in a FCA matter, OGC provided litigation support, including iateing and
preparing witnesses and responding to requests for documents and infor@&i»also

expended considerable resources in responding to requests for information andt@stimeesy

in declined qui tams that were litigated by relatdrsFY 2014, OGC patrticipated in FCA and

related matters that recovered overZbillion for the government. The types of FCA cases that
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OGCworked collaboratively with DOJ on included: drug pricing manipulaiitegal marketing
activity by pharmaceutical maragturers that resulted in Medicare and Medicaid paying for drugs
for indications not covereghhysician seHreferral violationsand provider upcoding cases.

Provider/Supplier Suspensions and Enrollment Revocations or Denials

Suspensions play a critical role in protecting against the abuse of program fundsad@&sd

CMS on whether to suspend payments to Medicare providers and suppliers and defended the
suspensions when challenged through the appeal pracéss 204, OGC attorneys were
involved in a myriad of suspension and recoupment actions, which involved fraudulent bylings
manydifferent segments of the health care industry, including DME suppliers, ambulanc
companies, physicians, infusion clinics, therapists, home health agenciemgmubtic testing
facilities. OGC also represented CMS when a provider or supplier appealeadlaoflenroliment

or revocation. In FY 20140GC represented CMS in appeals before the Departmental Appeals
Board (DAB) and oftemesolved these cases without formal legs. OGC also continued to
advise CMS on the interpretation of enroliment regulations and reviewed proposedeartrolim
rules and manual changes.

Medicare Prescription Drug Program (Part D) & Medicare Advantage (Partr@pliaace

During FY 2014, OGC continued to provide extensive advice to CMS on a variety of Part D and
MA -related contract compliance issues, including identifying enforcement optiaimsst

sponsors that are noncompliant or violate program rules, such as the Marketingh@slidaC
reviewed complianceelated correspondence that CMS issued to Part D sponsors and MA plans
in the form of warning letters, corrective action plan letters, intermediattisns CMP notices,

and nonrenewal or termination notices.

Civil Monetary Penalties

CMS has the responsibility for administering numerous CMP provisions enacted lng€3otag
combat fraud, waste, and abuse by enforcing program compliance and paymany.ifiegy

2014, OGC provided legal advice to CMS regarding the development and imposition of CMPs
and defended CMS in many administrative appeals and judicial litigation resuttmgifese

cases.

Petitions for Remission

OGC collaborated with Federal law enforcement, including the FBI, the YSIA® Secret
Service,U.S. Postal Service, and the U.S. Marshal’s Service in filing petitions fagsiem

directed to recover assets subject either to administrative forfeiture byaHasleenforcement or
civil judicial forfeiture by DOJEach petition set forth the background of the fraudulent scheme,
the history of Medicare’s payments, and how the fraudulently induced payments coutgttie tra
to the seized assets. During FY 2014, OGC petitioned these agencies to recover funds in both
criminal and civil litigation matterg which Medicare was a victim of fraud.

Regulatory Review and Programmatic Advice

In FY 2014, OGC advised CMS orvastvariety of regulatory and program issues, all to assist
CMS in strengthening its programs and activities against fraud and to prevemnomigéuy
disbursement of program funds in the first instance. Some highlights of OGC ittt
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providing counsel to the CMS “Innovation Center” regarding new payment and deliverysmodel
to improve the quality of care and reduce costs to the Medicare and Medicaid progranmmsy worki
with CMS to implement the agency’s second notice related to provider and sepptibment
moratoria, and providing counsel on a proposed rule updating survey procedures and alternative
sanctions available for HHAsdhare not meeting program participation requirements. Further,
OGC worked with several CMS components on a final rule issued in May 2014 that imptmente
certain ACA program integrity provisions. The final rule requires phassgcand practitioners

who wiite prescriptions for covered Part D drugs to be enrolled in Medicare, established ne
authority to revoke a prescriber’'s Medicare enrollment in certain situaiodanplemented

ACA requirements regarding reporting and returning of overpayments by Bad O plansin
addition, OGC routinely works with CMS to review legislative proposals regapdogyam

integrity matters.

Medicaid Integrity

Continuing recent trends, OGC saw continued increasing involvement in FYr2Bedicaid
integrity issues a€MS devoted more resources to financial reviews and oversight and as states
continued to present innovative proposals to reconfigureMedicaidprogramsFor example,
OGC assisted CMS withn advocacy group’s administrative complaint filed againsv'®hi
Medicaid fair hearing appeals process. OGC is giposing the Detroiwayne Mental Health
Authority’s challenge before the Departmental Appeals Board of thei@vig Cost

Allocation’s denial of the Authority’s request to use $4.8 million of unspent Medicaid funds to
reduce its pension obligatiof@GC also asisted CMS with the Indiana Medicaid Program’s
pilot project to recover Medicare overpayments through the offset okther& Financial
Participation (FFP) portion of Medicaid payment$o date, the pilot project has recovered over
$900,000.0GC anticipates providing similar support to CMS with a recently launched initiative
with the State of Ohio Medicaid Program.

Physician SelReferral

OGC provided valuable assistance to CMS and Dvigating the complexities of the Stark
physician selreferral law This consultation helps to build stronger cases and focus investigatory
efforts, leading to successful results for the government. In FY, ZD&E provided extensive
counsel to CMS ints ongoing implementation of the Medicare Physician-Beferral

Disclosure Protocol (SRDP)—created under the ACA to enable Medicare provideifs to s
disclose technical violations of the Stark law’s physician&d#rral prohibition. OGC advised
CMS regardingnumerous matters disclosed under this protocol, now numbering over 300.

Medicare Secondary Payer (MSP) Workload

OGC's efforts to recover conditional payments by Medicare that are thargnasponsibility of

other payers directly supports tHEFAC statutory goal of facilitating the enforcement of all
applicable legal remedies for program fraud and abuse. During FY 2014, OGCHhas bee
successful in establishing the right to recover over $6.5 million for Medicare undete M
program Further statutory changes implementing mandatory insurance reporting requirements to
the MSP law have strengthened and expanded OGC'’s efforts in this area — to the bireefit of
Medicare Trust Funds — including the authority for CMS to impostantial CMPs fdfailure

to report.
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Bankruptcy Litigation

OGC protects Medicare funds from waste in bankruptcy cases by assertige€Mpment

rights to collect overpayments, arguing to continue suspension or termination agaamst

debtors, seeking adequate aasges from the bankruptcy court that CMS interests in the debtor’s
estate will be protected, arguing for the assumption of the Medicare prowidenant as an
executory contract, and petitioning for administrative costs where appropmi&té 2014 OGC
asserted CMS’ interests in numerous bankruptcy and receivership actions invohsiwgpisy
hospitals, independent diagnostic test facilities, DME suppliers, nursing homes, sing home
chains, collecting or establishing the right to collect 0 @&0$000 in recoveries involving

bankrupt providers.

Denial of Claims and Payments

CMS and its contractors engaged in various activities and initiatives to deteceaadt@busive
and fraudulent billing practices. These measures included provider @licizey education, use

of claim sampling techniques, and a more rigorous scrutiny of claims withsedrezedical

review. In FY 202, OGC played a major role in advising CMS regarding the development and
implementation of these types of program intggmieasures and defended CMS in litigation
brought by providers and suppliers who challenged these efforts. OGC continuecessiaggr
defend CMS and its contractors in cases seeking damages for the allegedivdenigf of

claims, for being placed on payment suspension, and for not being granted extendedntepayme
plans.

In summary, OGC'’s work in support of CMfelvances the specific goals of tHEFAC program,
including program integrity, fraud prevention, and fraud response. Most CMS operatierss ha
fraud/abuse componerand OGC'’s work supporting all CMS substantive program areas directly
supportshe HCFAC program’sgoals of fraud and abuse prevention in those operafwogiam
areas.

Food and Drug Administration Pharmaceuical Fraud Program

In FY 2014, $3.4 millionn HCFAC funding was made available for tiA Phamacautica
Fraud Pogram(PFP). The PFRwas instituted t@rharcethe redth care fraud-réated
activities of FDA's Ofice d Criminal Investigations (OCI) and th®ffice of theGeneral
Counsel OGC)Food and Drug Division. OCWwith the support of OGC, investigscriminal
violations of the Federal Food, Drug, and Cosmetic AcCDEAK), thePrescription Drug
Marketing Act, the Federd Anti-Tampering At, and reléed Fee@rd statutes.

The PFPis desgned to detect, prosecute, andyent phamaceutcd, biologc, and medid

device fraud. The PFP gatheinformationfrom souces inside and outside BA and focuses on
fraudulent marketing sciees,applicaion fraud, clinicatrial fraud, and flagant manuéduring-
related violations concerning biolagg, dugs, and medidadevices. Thegoal of the program is
theearly detection and prosecution of such fraudulent corahdfurthers FDA’s public redth
misson by héping to reduce hedth carecosts, in most cases before they are incurred, and dete
future violators.By initiating investigations of pharmaceutical fraud schemes earlier in their
lifecycle, FDA is able to preclude potential public harm by barring medicaluats, vinich
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have not followed the legal FDA approval processes and do not meet FDA standards, from
making it to market while saving valuable healthcare dollars from being spemtsmbiogus
products.

As descibed below, the PFP kadentified multiple alleged medid produd fraud scheme
through various avense

Since the inception of the PFP, OCI has opened a total of eighty-nine criminalgatess. In
FY 2014, FDA's fourth full fiscal year of HCFAC Program activity, OClI, thitoitg PFP,
opened twety-four criminal investigations, described below:

« Two investigationsnvolving misbrandingallegations by drug manufacturers,
including minimization of risk and marketing for unapproved ushkese
investigations involve marketing of the drugs for conditions not indicated in the
approved labeling and for deceptive marketing practices regarding the safety of
products.

« Four investigations involving kglgations of misbrandingy medical device manufacturers
for selling or distributing devices for conditions which are not FDA cleared and for
making misleading representations about the device benefits and efficacy.

e Six investigations involving allegations of flagrant manufacturing practieeserning
both drugs and devices causing those products to be misbranded or adulterated and
resulting in a safety risk to the public.

« Twelve inwestigations involving degations of clinicatrial or applicaion fraud. These
investigations consist in part of individuals suspected of improperly commencing and
conductingclinical trials, falsifying clinical trial data, forging signatures of clinical
investigators, and enrolling ineligible or neristent subjects in clinical trials, as well as
falsifying approval or clearance applications made to the FDA.

In regards to judicial action, the types of criminal investigations conductadjththe PFP tend to

be complex in nature requiring extensive document review and coordination waffettted FDA

Center. It is not unusual for these complex fraud investigations foviagears or more from

initiation to conclusionNevertheless, in January and February 2014, an application fraud
investigation, opened in FY 2011, obtained three guilty pleas for submitting a report toAhe FD
which was materially false or misleadingrohg the device approval process. Two individuals

and the corporation were sentenced to a total of 84 months of probation and were ordered to pay
fines and restitution totaling approximately $343,000. Additionally, in August 2014, a klinica

trial coordinator who falsified patient data, pled guilty to making false statemeataatter

within the jurisdiction of the FDA and is awaiting sentencing.

Furthermore, FDA believes that various investigations already initiatest timel PFP show
promise of future judicial action that may include criminal prosecution and monetary
recoveries. These cases include several investigations of large internatignal d
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manufacturers whose active pharmaceutical ingredients are destinedWo® tmearket for
serious angbervasive manufacturing violations, as well as several investigations o&tlinic
trial organizations, study coordinators, principal investigators and sponsors who have
allegedly fabricated study subjects, omitted exclusion and inclusion cetetieaause false
data to be submitted to the FDA which represented the investigational productafeeneds
effective when, in fact, they are not.

In addition to these investigative activities, FDA conducted a three day tragssigis in early
May 2014 for criminal investigators and supervisors covering PFP related tdjiesnstruction
consisted of legal training provided by OGC on the FFDCA in areas relevant t@as#s c
investigative scenario training on relevant PFP investigations and casatpt®ns on successful
prosecutions involving misbranding and other fraud schemes encompassing both drugs and
medical devices. The training also provided background on FDA'’s participation irCh&d
Program and resources available to assist in investigations being conducted uR&€. tiiue

to this training, FDA has seen a measurable increase in HCFAC Programessaneterest, and
level of skill in conducting the investigations.
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DEPARTMENT OF JUSTICE

United States Attorneys

In FY 2014, the United Stias AttorneysOffices (USAOs) were allocated approximately
$40.7 million in HCFAC funding to support civil and criminal health care fraud and abuse
litigation, as exemplified in the Program Accomplishments section. The USA@sibed
substantial districresources to combating health care fraud and abuse in 2014, and HCFAC
allocations have supplemented those resources by providing funding for attorndggapmara
auditors and investigators, as well as funds for litigation of resource-intensitie taee fraud
cases.

The 93 United States Attorneys and their assistants, or AUSAs, are the natiocijsapri
prosecutors of Federal crimes, including health care fraud. Each district raagreatbel
Criminal Health Care Fraud Coordinator and a Civil He@lare Fraud Coordinator. Civil and
criminal health care fraud referrals are often made to USAOSs through the taeesnént
network described herein, and these cases are usually handled primarily by tbs, @f#ough
the civil referrals are sometimes handled jointly with the Civil Division’s Comnidritigation
Branch (Fraud Section). The other principal source of referrals of civé éas&lSAOs is
through the filing of qui tam (or whistleblower) complaints. These cases anchafteled jointly
with trial attorneys in the Fraud Section. USAOs also handle most criminal and pedla@t
the Federal appellate level.

USAQOs play a major role in health care fraud enforcement by bringing etiamd affirmative

civil cases to recover funds wrongfully taken from the Medicare Trust Funds andasibeeyer-
funded health care systems as a result of fraud, waste, and abuse. Civil and ctifSiAal A
litigate a wide variety of health care fraud matters, including false billings ysiqiins and other
providers of medical services, overcharges by hospitals, Medicaid fraud, and kickbexcksce
referrals of Medicare or Medicaid patients, fraud by pharmaceutical and meslicz d
companies, home health and hospice fraud, and failure of care allegations againgtoungin
owners. Working closely with their partners in the Civil Division, several civitineare fraud
AUSASs have focused their efforts on pharmaceutical fraud, resulting in sarifiecoveries.

Most notably, health care giant Johnson & Johnson agreed to pay $2.2 billion to resolve criminal
and civil liability arising from allegations relating to the prescription drugs Rishdnvega and
Natrecor, including promotion for uses not approved as safe and effective by the Food@nd Dr
Administration (FDA) and payment of kickbacks to physicians and to the natiorésidogg-

term care pharmacy provider.

Other major pharmaceutical cases included: Endo Health Solutions Inc., whiath tagpeg to
pay $192.7 million to resolve crimal and civil liability arising from Endo’s marketing of the
prescription drug Lidoderm for uses not approved as safe and effective by the FD&vand T
Pharmaceuticals USA Inc., which agreed to pay the government angtibef 8linois
$27.6million for allegedly violating thé&CA by making payments to induce prescriptions of an
antipsychotic drug for Medicare and Medicaid beneficiaries. Most amidger civil settlements
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were part of a global resolution, which also addressed the criminal liabilise#jmg in criminal
pleas, as well as significant fines and forfeitures. The criminal portionsd theestigations and
resolutions was handled by criminal health care fraud AUSASs, often workinghsith t
counterparts at the Consumer Protectioarish of the Civil Division. These global settlements
resolved allegations including, reporting of false and inflated drug prices, actunufig and
distributing adulterated drugs, débel marketing and kickacks. These cases are detailed
earlier in ths report.

The USAOs partner with the Criminal Division in thiedicare Fraud Strike Forces currently
operating in nin@reasacross the country. Each USAO has dedicated several AUSAs and
support personnel to work with Criminal Division attorneyshis tmportant initiative. The
Strike Forces use data analysis to identify higiilling levels in health care hot spots so that
emerging or migrating schemes can be targeted. The significant successeStok¢éhForceare
detailed earlier in this repi

In addition to the positions funded by HCFAC, the Executive Office for UnitedsSAditerneys’
Office of Legal Education (OLE) uses HCFAC funds to train AUSAs and othdrddOrneys, as
well as paralegals, investigators, and auditors in the investigation and pimsetiiealth care

fraud. In 2014, OLE offered a Current Trend$igalth Care Fraud Seminavhich was attended

by over 70 AUSAs and DOJ trial attorneys. Many USAO attorneys, investigatmlisors, and
paralegals serve as facultythese OLE trainings, and also participate in other Federal, state, and
private health care fraud seminars.

Criminal Prosecutions'?

In FY 2014 the USAOgeceived24new criminal matters During FY 2014,he USAOs filed
criminal charges id96 casesnvolving 805 defendants, and obtained 7&defral health care
fraud related convictions.

Civil Matters and Caseg?

In FY 2014, the USAOs had opened 782 new civil health care fraud investigations. At the end of
FY 2014 the USAOs ha@57 civil health cae fraud investigations pending.

Civil Division

In FY 2014, the Civil Division received approximately $2milion in FY 2014 HCFAC funding
to support the health care fraud activities of the Commercial LitigatiorcBaRraud Section
and the Consumer Protection Branch. This amount also included funding to support the
Department of JusticeBlder Justice Initiative.

12 FY 2014 numbers amctual data through the end of September 2014. This data includes recoifiscckitiser
with the primary or tertiary 036 Health Care Fraud program code.

13 FY 2014 numberareactual data through the end of September 2014. This data includes those ctassifled
under with the FRHG Health Care Fraud civil code.
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The Commercial Litigation Branch’s Fraud Section

The Civil Division’s Commercial Litigation Branch (Fraud Section) investgyedenplex health

care fraudallegationsand files suit under the FCA to recover money on behalf of defrauded
federal health care programs including Medicaredidaid, TRICARE, and the FEHBH.he

Fraud Section works closely with the Consumer Protection BranctedJgtates Attorneys’

Offices, HHSOIG, state Medicaid Fraud Control Units and other law enforcement agencies. As
a result of these efforts, the Fraud Section has obtained settlements and jadyheaith care
casef over $1 billion almost every year since 2000 and over $2.3 billion in FY 20hé.

The Fraud Section investigates and resolves matters against a wide agalto€ére providers
and suppliersMatters involvingpharmaceutical and device manufacturexge historically been
some ofthe mosicomplex and resource intensive cases handled by the Fraud Section. These
matters commonly involve nationwide conduct, raise legally and factually catgalissues, and
demand significant resources to investigate, resolve, and litigate, if agcebtany of these
cases—includingtheJohnson & Johnson, Shire, and Endo matters discussed above—involved
allegations that the pharmaceutical manufacturer improperly promoted itodugge not
approved by the FDA and not covered by fedkealth cae programs Other casedike the
CareFusion and Gensyme mattamgplved allegations relating to the manufacture and
distribution of medical devices that were misbranded or not approved by the FDA, asty
pharmaceutical and medical device fraagdes involve allegations that the drug or device
manufacturer pailickbacks to physicians to prescriite products. These cases are significant
not only because of the significant dollars involved,disib because they protect Medicare and
Medicaid beneficiaries by preserving the integrity of the FDA’s apprawvaless as well as the
doctor-patient relationship.

In addition to pharmaceutical fraud, the Fraud Section also investigated anddesatters
involving hospitals and physicians. Foraexple, thd=raud Section resolved allegations that
hospitals overbilled Medicare by treating patients on an inpatient basis wheshthag have
been treated as observation patients or on an outpatientdgsihé Community Health
Systems, Inc. andd&ondelet Health Network matters discussed above) and allegations that
hospitals performed medically unnecessary coronary stenting proceelgrebé King's
Daughter Medical Center and St. Joseph Medical Center matters discussed alk@wese, on
the eve of trial, the Fraud Section successfully resditigdtion against Halifax Hospital
involving allegations that its contracts with employed medical oncologists anusoegeons
violated the Stark LawAs a result of its investigation, the government recovered $85 million.

Because the Fraud Section receives every FCA complaint filed across the bguntry
whistleblowers (otherwise known as “relators”), it has a unique vantage point ovardazalt
fraud trends and developments nationwide and thexeegularlyhandles some of the most
complex matters andkes the lead on coordinating national investigations with its law
enforcement partners. Likewise, given the diversity of health care feesed pursued by the
Fraud Section, it frequently provides training and guidance to AUSAs and agents on thad=CA
health care fraud issue$he Section works closely witHiHS-OIG, Office of General Counsel,

in all settlements of health care fraud allegations in order to ensure that thesadtia
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remedes possessed by HHS are appropriately considered and to enable the negotiation of
compliance terms that diminish the risk that the offending conduct will be rdp€eEte Section
also collaborates with and counsels CMS HRE-OIG on interagency initiaties and proposed
rules and regulations.

The Elder Justice Initiative, which is housed in the Civil Division, coordinates and sufgvort
enforcement efforts to combat elder abuse, neglect, and financial exploitatiennifiative
supports law enforeeent efforts by maintaining an information bank of Elder Justice related
materials (including briefs, opinions, indictments, plea agreements, subpo@fatésinfunding
medical reviewers, auditors, and other consultants to assist DOJ attorneys AsiAtheir
nursing home and/or long term care facility cases; hosting quaetrbphferences with DOJ
attorneys and AUSAs across the country to discuss issues or developments in conrtction wi
nursing home and failure of care cases; and coordinagitignwide investigations of skilled
nursing facilities. In addition to supporting law enforcement efforts, thatiaé continues to
fund research projects awarded by the Office of Justice Programs, Natidmaters Justice, to
study the abuse, neglect, and exploitation of elderly individuals and residentslentiesicare
facilities. Elder Justice Initiative members represbatJustice Departmeah Interagency
Working Groups such as the Elder Justice Coordinating Council’s Working Gho@gptember
2014, the Civil Divisionaunched the Elder Justice Websitevv.justice.gov/elderjustigea
valuable resource for elder abuse victims and their families, state and I&=sdyiars, elder
abuse researchers, as well as practition€rewebsite will also serve as a forum for law
enforcement and elder justice policy communities to share information and ephélice
awareness about elder abuse.

The Consumer Protection Branch

The Consumer f®tection Branch (CPB) investigates and prosecutes manufacturers and
individuals who are illegally promoting and distributing unapproved, misbranded, and dddltera
drugs and devices in violation of the Food, Drug, and Cosmetid=BsA). CPB works closly

with the Commercial Litigation Branch’s Fraud Section, the USAOs, and tAeoiRx wide

variety of health care fraud matters. Becanfshe complex nature of theBevestigationsthey
demand significant resourceshey oftenrequire irdepth analyss of manufacturers’ clinical
studies, manufacturing prams, or commercial activitiedn recent years, CPB hasosecuted
dozens of companies and individuals for FDCA and related violatibimsse prosecutionfiave
resulted in significant jail termend fines, penalties, and forfeitures; since 2009, these fines,
penalties, and forfeitures have totaled more than $6.4 billion.

In the area of pharmaceutical and medical device fraud,l@BBeen actively involved in several
significant settlements in F2014. In the Johnson & Johnson (J&J) matter, CPB, in partnership
with the USAO, prosecuted J&J subsidiary Janssen for its misbranding of the cdrdipsygrug
Risperdal. Although Risperdal was approved only to treat schizophrenia, Jandssn’s sa
representatives promoted Risperdal to physicians and other prescribers who tidatigd e
dementia patients by urging the prescribers to use Risperdal to treabs)ygguich as anxiety,
agitation, depression, hostility and confusion. Members of Jansseni€&idesales force used
company created written sales aids that emphasized symptoms and minimized any onéméio
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FDA-approved use, treatment of schizophremiea plea agreement resolving these charges,
Janssen admitted that it promoted Risperdaktith care providers for treatment of psychotic
symptoms and associated behavioral disturbances exhibited by elderly, napisan

dementia patientsUnder the terms of the plea agreement, Janssen paid a total of $400 million,
including a criminal fine of $334 million and forfeiture of $66 million.

In addition to prosecuting major pharmaceutaad medical deviceompanies and responsible
individuals for health care offenses, CPB prosecutes dangerous schemes irttielainiine sale
of pharmaceutials For example, in FY 2014 PBbrought charges againf#teen individuals in
connection with a global Internet pharmacy organization which unlawfully sold iptestidrugs
over the Internet through a network of websites and affiliates. This ptawbcal drug
trafficking organization facilitated the illegal distribution of prescription drugduding Soma
(containing Carisoprodol), Ultram (containing Tramadol), and Fioricet (contpbutalbital,
acetaminophen and caffeine), and their generic equivalents, based on invalid prasctipti
customers throughout the United States. To date, five individuals have pled guilty.

The Consumer Protection Branch also prosecutes individuals who are purveyors obwetappr
drugs, which are sold to consumers as purported cures for diseases. For instancerk€&B w
with the U.S. Attorney’s Office in Houston, Texas, to prosecute two individdatsvere
sentenced to 60 months and 78 months in prison, respectorlyeir roles ina conspiracy to
introduce unapproved drugs into interstate commerce. The defendants advertised aretipromot
unapproved stem cell treatments to individuals who had serious illnesses, such aspdicyot
lateral sclerosis (Lou Gehrig's disease), multiple sclerosis, and Rarkinksease- diseases for
which there is no FDA-approved cure. During the conspiracy, one defdatiathy represented

to victims that he was a physician licensed to practice medicine in Texas and thdt he h
extensive experience in carrying out stenh gedcedures.Victims were falsely told byhe

second defendathat the stem cell procedures were FDA approved and would effectively treat
their diseasesCases such as theme significant because of the puliiealth and safety issues
that they implicate

Criminal Division

In FY 2014 the Criminal Division waallocated 8.6 million in FY 2014 HCFAC funding to
support criminal health care fraud litigation and interagency coordination, whialried out
primarily by the Fraud Secticend, to adsser extenthe Organized Crime ar@angSection.

The Fraud Section

The Fraud Sectiom the Criminal Divisionprosecutefealth care fraud casesitiates and
coordinates complex health care fraud prosecutiamd supports the USAOs with legal and
investigative guidance and training. Beginning in March 2007, the Fraud Sectiomgwerth

the local USAOs, the FBHHS-OIG, and state and local law enforcement agenldesched the
Medicare Fraud Strike Force in MiafDiade County, Florida. Since 2007, DOJ and HHS have
expanded Strike Force operations to raneas In FY 2014, the Fraud Section continued to
provide attorney staffing, litigation support, and leadership and managemerglafers
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numerous Strike Force prosecutiongath Strike Force area summary of the Fraud Section’s
key litigation accomplishments in FX014 follows

Filed 165new health care fraud cases involving charges aggbidstiefendants who
collectively billed the Medicare and Medicaid prograapgroximately $83@nillion;
Obtained 304uilty pleas and litigated8jury trials, winning guilty verdicts against
41 defendants? and

Secured prison sentences in health care fraud cases averaging méferiarths.

Fraud Section attorneys staffed and coordinate®ivision’s health care fraud litigation through
the existingnineMedicare Fraud Strike Force teams

Fraud Section attorneys coordinateshajor multidistrict Strike Force initiative during the fiscal
year and handled many of the investigations andimdints that were filed in thigoerationOn

May 13, 2014, Fraud Section and USAO Strike Force prosecutors igitiegeexecuted a
nationwide operation that resulted in charges against 90 individuals, including doctors, nurses
and other medical profassals, for their alleged participation in Medicare fraud schemes
involving approximately $26illion in false billings.

In addition to Medicare Fraud Strike Force cases, the Fraud Section handles offler com
corporatecriminal health care fraud matters. Often, such cases are hantHe®lUSAs from
USAQOs or coordinated with parallel proceedings by DOJ Civil Division attorrggkw are
some representative cases:

On October 23, 2013, the former CEO and co-owner of Orbit Medical, Inc. was indicted
as part of a $45 million scheme involving the falsification of medical recordppmg
fraudulent claims for power wheelchai®rbit has been a major supplier BME to
Medicare.The defendandirected Orbit sales representatives in falsifying patecards

to make it appear that particular Medicare beneficiaries qualified for power waieglch
under Medicare’s regulations when in fact, they did iotor todefendant indictment,
three Orbit sales representatives had also pleaded guilty to sludigee count of health
care fraud conspiracy related to their roles in the scheme at Orbit.

In August 2014, a patient referral sourcedanajor hospital chaipleaded guilty to
conspiracy to pay and receive health care bribes and kickbacks. &lgcifrom
approximately2000 through 2012, the defendant received over $1,000,000 in bribes and
kickbacks from the hospitals in exchange for referring Medicaid patients. Thealsspit
submitted over $400,000,000 in false and fraudulent claims to gogatrimaalth care
programs.

In August 2014, the Chief Executive Officer of a hospital owned and operatethhjor
hospital chairpled guilty to conspiracy to pay health care bribes and kickbacks in

1 Fraud Section attorys were responsible for many of the cases summarized in the Medicare FraeidF&Gtrik
section of this report.
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exchange for Medicaid patient referralhe hospitasubmittedhundreds of thousands of
dollars in false and fraudulent claims to governnteatith care programs

In addition to health care fraud litigation, the Fraud Section also provided legal guid&itie
and HHSOIG agents, health program agency staff, AUSAs, and other Criminal Division
attorneys on criminal, civil, and administrative tools to combat health care fréwdughout

FY 2014, Fraud Section prosecutors met with federal prosecutors and agents acrogedhe U
States to provide training, investigative leads based on data analysis, and related Jingpor
Fraud Section also provided support in the following areas, among others: pradies and
written materialon issues including patient medical record confidentiality and disclosure;
coordinated referrals of possible criminal HIPAA privacy violations from tH& iffice for

Civil Rights; monitored and coordinated DOJ responses to legislative proposalsregajatory
initiatives, and enforcement policy matters; reviewed@rdmented on health care provider
requests to the HHS-OIG for advisory opinions and consulted with the HHS-OIG on draft
advisory opinions; coordinatedth CMS concerningraud detectiorf Medicare contractoys
referrals to law enforcement for investigatj and case development; and prepared and
distributed to all USAOs and FBI field offices periodic summaries of recehsignificant health
care fraud caseslhe Fraud Section also held a National Health Care Fraud Training Conference
in September 2014 that was attended by 260 criminal and civil prosecutors (réepgesemd.S.
Attorneys’ Offices) and law enforcement personnel.

The Organized Crime and Gang Section (OCGS)

The Criminal Division’s Organized Crime and Gang Section (OCGS) siggpul participates in
investigations and prosecutions of fraud and abuse targeting thmllih private sector health
plans sponsored by employers and/or unions, as well as investigations and prosecutaltis of he
care frauds perpetrated by domestid international organized crime group&GS also works

to improve strategic coordination in the identification and prosecution of domestic and
international organized crime groups engaged in sophisticated frauds posing @ ttivedtealth
care industy.

Despite continuing budgetary austerity in FY 20bdiy OCGS attorneys wessssigned to health
care fraud prosecution§wo OCGS attorney woddwith the Organized Crime Strike Forte
thePhiladelphia United States Attorney’s Office on prosecutions of Medicare frabd i
operation of a hospice and ambulance companies. A third OCGS attorney worked with the
United States Attorney’s Office in the District of Columbia on an investigatidrpeosecution of
health care fraud involving a private employee health plan. The fourth OCGS attondégdha
the investigation and prosecution of an employer who created false documents tbtbencea
company’s underpayment of required contributions for employee beingfie District of
Maryland.

In Philadelphia, one OCGS attorney worked on proseautiorolving multiple indictments
which charged a total of eight defendants in connection with a schete&daad Medicare by
submitting $14.3 million in fraudulent medical claims for hospice services providedi¢nts
who did not receive services or were ineligible for the benefits claimed. The sclasme w
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successful because nurses and other staff participated in the massive frawsbbed altering
patient records to make patients appeigible for hospiceservices whenin reality, they were

not. To build up patient enrollmenhe hospice comwners paid health care professionals,
includingdoctors, for referring patienessen when those patients were not eligible or appropriate
for hospice servicesn Odober 2013, a co-owner of the hospice was convicted after avioek-

jury trial on 35 counts of health care fraud, conspiracy to commit health care fraucdaeg m
laundering. He was sentenced in May 2014 to more than 14 years’ imprisonment and ordered to
make $16.2 million in restitution. A doctor who served as the medical director lndspece was
sentenced in October 2013 to 51 months’ imprisonment for receiving more than $300,000 in
illegal payments for regularly referring Medicare and Medicaid p&ti® the hospice. The
conviction resukdin the doctor’'s mandatory exclusion from participation in any federal health
care program andill likely result in the loss of hisnedical license. One hospice nurse was
convicted following a jury trial in connection with a conspiracy to defraud Mezlimar

fabricatng and falsifing documents in support of hospice care for patients who were not eligible
for hospice care, or for a higher, more costly level of care than was actually dravitie
patients.The £heme involved the submission of approximately $9,328,000 in fraudulent claims
to Medicare and creian of fraudulent nursing notes for approximately 150 patients indicating
that services were being provided, when, in reality, they weré&hetwas senteed in June

2014 to 15 months’ imprisonment and more than $250,000 in restitution. Three additional hospice
nurses pleaded guilty to conspiracy to defraud Medicare. One was sentenced in May 2014 t
probation and restitution of $189,000. One additionaplesnurse and one doctor await trial.

A second OCGS attorney worked with an AUSA in Philadelphia on prosecutions involving
schemes to defraud Medicare through the operation of ambulance contparbéled Medicare

for unnecessary services. In May 2014, the operator of one ambulance company moved the court
to vacate his sentence of 92 months’ imprisonment and set aside his guilty plea toatsche

defraud Medicare of approximately $5.4 million by billing for ambulance sertheg¢®/ere not

medically necessary. The Government has filed an opposition and the matter remains under
consideration at the close of the fiscal year.

The District of Columbia prosecution involved theft from a collectively bargawealth care

benefit plan by a union officer and benefit plan trustee. The defendant entereg pleailb

June 2014 to embezzlement from a health plan funded by employers pursuant to collective
bargaining agreements with the union. He admitted to embezzling more than $85,000 from the
health fund, which was established to pay for the health benefits of union member esgioye
September 2014, he was sentenced to nine months in a community corrections facility and
ordered to pay $85,000 in restitution to the health plan and $107,000 in restitution to the union.
As a result of this conviction, he is prohibited from serving as a health care benefitiptana,t
fiduciary or consultant or as a union officer for thirteen years from the dats sétiencing.

TheDistrict of Marylandcase involved the victimization of a union health care plan by an
employer who underpaid contributions to the phdmich wererequired by aollective bargaining
agreement and concealed the underpayment in plan records and reports. In August 2014, the
company ownerlpaded guilty to making false statements in documents required by the
Employee Retirement Income Security Act from January 2009 through December 2011.
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In addition to conducting health care fraud investigations and prosecutions, OCGS/attorne
routinely provide litigation support and advice to AUSAs and criminal investegatiencies in

the investigation and prosecution of corruption and abuse of private empladyasekroup

health plans covered by the Employee Retirement Income Security Act (ERIG8&).pivate

sector employmerbased group health plans are the leading source of health care coverage for
individuals not covered by Medicare or Medicaid. OCGS attorneys also provide support to
investigations of fraud schemes by corrupt entities thatisbtiensed health insurance products
as well as fraud schemes by corrupt employers that cheat workers out of beaftts bequired

by the prevailing wage laws and regulations.

OCGS attorneys regularly provide health care fraud and abuse trainifegahguidance to

AUSAs and to criminal investigators and agents of the Department of Lalmop®¥ee Benefits
Security Administration and Office of Inspector General. Such training andngeidavers
prosecutions involving abuse of private sector employee health plans subject to BR Isakh
plans sponsored by labor organizations as well as fraud and abuse committed in connéction wit
the operation of multiple employer welfare arrangeme®EGS also drafts and reviews criminal
legislative propoda affecting employee health benefit plams.addition, OCGS provides legal
guidance to prosecutors and required approvals in the use of the Racketeer InfimenCed upt
Organizations (RICO) statute in prosecutions of Medicare and Medicaid frawdd as private
sector health care frauds.

Civil Rights Division

In FY 2014, the Civil Rights Division was allocated approximately $6.8 million in FY 2014
HCFAC funding to support Civil Rights Division litigation activities related to healté frard
and abuse. The Civil Rights Division pursues relief affecting public, resitientlanon-
residential health care facilities and service systems. The Division condregggations to
eliminate abuse and grossly substandard care in public, Medicare and Medicaitldumgderm
care facilities. Consistent with the Supreme Court’s decisi@nstead v. L.C., 527 U.S. 581
(1999), the Division has also undertaken initiatives to eliminate the needlessiamstlization of
individuals who require health care supports and services.

The Division plays a critical role in the HCFAC Program. The Special Litig&extion of the
Civil Rights Division is the sole DOJ component responsible for the Civil Rights of
InstitutionalizedPersons Act, 42 U.S.§.1997 (CRIPA). CRIPA authorizes the investigation of
conditions of confinement at state and local residential institutions (includiiiggda for persons
with developmental disabilities or mental illness, and nursing homes) and inititiol action
for injunctive relief to remedy a pattern or practice of violations of the Cotistitor Federal
statutory rights. The review of conditions in facilities for persons who have nilbreas,

facilities for persons with developmental disabilities] anrsing homes an elemenof the
program.

The Disability Rights Section of the Civil Rights Division has primary enforcemehoaty for
the Americans with Disabilities Act (ADA). Title 1l of the ADA authorizes investigatd
allegations of disrimination by public entities against individuals with disabilities, including
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discrimination in the form of needless institutionalization of persons who requitk baie
supports and serviceSeeOlmstead, 527 U.S. 581. Title Il also authorizes thiiation of civil
action to remedy discrimination in violation of the ADM addition to violating the civil rights

of individuals with disabilities, such unnecessary institutionalization oftentse@suinnecessarily
increased Medicaid costs incaosteint with the Medicaid requirements for home and community-
based services. Both the Special Litigation Section and the DisabilitisF8ghtion have
undertaken initiatives to combat the use of Medicaid funding for the unjustified
institutionalizationof persons with disabilities. In addition, the Educational Opportunities Section
initiated HCFAC Program patrticipation during this fiscal yeaaddress the use of Medicaid
funding for unnecessary institutionalization of youth with disabilities in gegpe education
placements in violation of the ADA.

The Special LitigationEducational Opportunities, and Disability Rights Sections work
collaboratively with the USAOs anaith HHS.

Fiscal Year 2014 Accomplishments

Special Litigation Section staff nductedpreliminary reviewof conditions and services

involving more tharone hundredhealth care facilities ifive states duringrY 2014. The task in
preliminary inquiries is to determine whether there is sufficient information stipgpallegations

of unlawful conditions and needless institutionalization to warrant formal investigander

CRIPA and/or the ADA. The Section reviews information pertaining to areas sattuse and
neglect, medical and mental health care, use of restraints, fienaimdnmental safety, and
provision of services in the most integrated setting appropriate to individual negggatsly, in

FY 2014, the Section opened or continued formal investigations, entered remedial agre@ments
monitored existing remedial agmaentsencompassing more than one thoudaealth care

facilities insixteen states aritie District of Columbia. The large number of health care facilities
reflects the Section’s expanded focus on whether States are ensuring ihgthmurses and other
institutional settingslo not inappropriately admit persons who should be served in more
integrated settings.

In FY 2014, the Section entered into a letter agreement with the State of Misossliping
immediate steps the State must take toward regpllre Division’s findings that practices

twelve state facilities fopersons with intellectual and developmental disabilities and/or mental
illness violate the residentstatutory rights. Those facilities are: Boswell Regional Center, in
Magee, Misissippi; Ellisville State School, in Ellisville, Mississippi; Hudspeth Regional Center
in Pearl, Mississippi; Southern Mississippi Regional Centdrong Beach, Mississippi;
Mississippi Adolescent Center, in Brookhaven, Mississippi; North MississggioRal Center,

in Oxford, Mississippi; Mississippi State Hospital, in Whitfield, Mississippi;tBddississippi
State Hospital, in Purvisjlississippi; Central Mississippi Residential Center, in Newton,
Mississippi; East Mississippi State Hospital, in Meridian, Mississippi; North MispisState
Hospital, in Tupelo, Mississippi; and the Specialized Treatment Center, in GUNpSSISSIppI.
Further,the Section, along with @oalition of private plaintiff organizations, entered into a
comprehensive sé&ment agreement with the State of New Hampshidgmanda D. v. Hassan,

(D. N.H.). The Settlement Agreement will significan#xpand and enhance mental health
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services in integrated community settings over the next six y&aesAgreement will enable a
class of thousands of adults with serious mental iliness to receive semibescommunity,
which will foster their independence and enable them to participate morenfatlyrimunity

life. It will significantly reduce visits to hospital emergencymts and will avoid unnecessary
institutionalization at State mental health facilities, including New Hampshire Hospéal (th
State’s only psychiatric hospital) and the Glencliff Home (a Stateed and -operated nursing
facility for persons with mental rless).

The Section oversaw thmplementation of an interim settlement agreemestaward v. Perry,
(W.D. Tex.), to resolve a suit against the Statd exas for its failure to provide adequate
community-based services to persons with intellectual titsabresiding in as mangs 1200
nursing homescross the State. Negotiations continued throughotistted yearto resolve all
issues pursuant to a comprehensigezement.

Also in FY 2014, the Section opened an investigation into South Dakdtézsition of nursing
facilities across the state to serseniors angheople with disabilities. The Section also opened an
investigation into West Virginia’s use of multiple congregate settings to serveechilath

mental health and other needs.

The Section alscontinued itccollaboration with the Office of United States Attorney for the
Eastern District of New Yorin theinvestigationof one facility for persons wittmental illness
Kingsboro Psychiatric Center, in Brooklyn, New York, and comtihiis investigatioof Utah
State Hospital, in Provo, Utah, and Utah’s community service system for childremental
health needs.

The Sectiormonitored the implementatiasf remedial agreements encompassing twenty
facilities, and community service options, for persons wvithllectual and developmental
disabilities: Beatrice State Developmental Center, in Beatrice, Nebraska; Clover Bottom
Developmental Center in Nashville, Tennessee; Greene Valley Developmentai ©
Greeneville, Tennessee; Lutick State Supported Living Center, in Lubbock, Texas; Denton
State Supported Living Center, in Denton, Texas; Abilene State Supported Lamtey Gn
Abilene, Texas; Austin State Supported Living Center, in Austin, Texas; Bre@tae

Supported LivingCenter, in Brenham, Texas; Corpus Christi State Supported Living Center, in
Corpus Christi, Texas; El Paso State Supported Living Center, in El Paso, Oigkas State
Supported Living Center, in Lufkin, Texas; Mexia State Supported Living Cemtelexia,

Texas; Richmond State Supported Living Center, in Richmond, Texas; Rio Gratale Sta
Supported Living Center, in Harlingen, Texas; San Angelo State Supported Livireg,@ent
Carlsbad, Texas; San Antonio State Supported Living Center, in San Anteras; Tentral
Virginia Training Center, in Lynchburg, Virginia; Northern Virginia hiag Center, in Fairfax,
Virginia; Southeastern Virginia Training Center, in Chesapeake, VirgindSouthwestern
Virginia Training Center, in Hillsville, Virginia. Tése remedial agreements include the
provision of adequate community supports and services. The Section successfully datglude
monitoring of the three remainirgeorgiaState hospitals that serb®th persons witmental
illness andpersons with intedictualor developmental disabilities, pursuant to the terms of its
settlement with the Statelhe Sectiorrontinued enforcement of a separate settlement that
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requires the State to develop community resources to serve peopieenitdl illnessand
persors with intellectuabr developmentadisabilities who wereformerly institutionalized or at
risk of institutionalization in the State Hospital facilities

The Section broughb a successful clode/o decades of litigation regarding the rights of
formerly institutionalized individuals with intellectual disabilities in West Tennessdénited
Satesv. Tennessee, (W.D. Tenn). After the Stateexpanded homandcommunitybased

services, changed the emphasis of its day services to supported employment and tetdpsthe
to successfully implement an agreagon “Exit Plan,” the court granted the parties’ joint request
to dismiss this case.

The Section continued monitoring the implementation of various court ordevanav. Gray,
(D. D.C.) intended to ensure that former residents of the District of Columbia’s Hanesn
institution for persons with intellectual or developmental disabilities receive gt
communitybased serviceso prevenineedlessospitalization or institutionalization.

The Section alsmonitored the implementatiaf remedial agreements regardsig state
operated residential facilities for persons with mental illnégags County Hospital Center, in
Brooklyn, New York; Delaware State Psychiatric Center, in New Castle, Beda®@onnecticut
Valley Hospital, in Middletown, Connecticut; New Hampshire Hospital, in Concord, New
Hampshire; Glencliff Home for the Elderly, in Benton, New Hampshire; andoDr8tate
Hospital, in Portland, Oregon. These remedial agreements include the provisioguzitade
supportsand service$o enable individuals to live successfully in the community.

The Section successfully concluded its monitoring of six residential faxildrepersons with

mental illnessn Georgia, three of which, as noted above, also have served persons with
intellectual or developmental disabilities. The Sectiontinued enforcement of a separate

settlement that requires the State to develop community resources to servevibog@eous

mental illness who are at risk of institutionalization in the State Hospital facilities

Separately, the Secti@sked a federal court to dismiss a consent decree addressing conditions of
confinement and the ADA at Saint Elizabeths Hospital in Washington, D.C., afterstriet Of
Columbia complied with the decree by significantly improving conditions at th#yfand
implementing processes to transition individuals to more integrated settingsetitaieir needs.

That case wadismissed in September 201k addition, the Section monitoredremedial

agreement at one nursing facility: the Maple Lawn Nursing Home, in Palmysagiyi.

In FY 2014, the Disability Rights Section continued to monitor the implementation of its eight-
year settlement agreement with the Stdtorth Carolina resolving the Sectior@mstead
investigation of North Carolina’s mental health service system, which cyrsamtles thousands
of individuals with mental illness in large, costly institutional settings known dscaia

homes. Under the agreement, North Carolina is providing opportunities to individuals with
mental illness in adult care homes to transition to less costly, supported housngg set
integrated housing that promotes inclusion and independence and enables indittiuakntal
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illness to participate fully in community lifeTo date, more than 250 individuals have moved
from institutions to communitpased settings.

The Section continued to litigakane v. Kitzhaber (D. Or.), a class action in which it intervened.
The case was brought on behalf of persons with intellectual and developmeiétidsa

alleging that Oregon is in violation of Title Il of the ADA a@®imstead by unnecessarily

segregating individuals with disabilities in sheltered workshops, and placingradheduals at

risk of unnecessary segregation in sheltered workshops, when such individuals can and want to
work in more integrated supported employment settings. The litigation is ongoing.

The Section also continued to litigadeited Satesv. Florida (S.D. Fla. 2013), a case in which
the United States alleges that the State of Florida administers its service systeifdriem with
significant medical needs in violation of the ADA adlinstead by unnecessarily segregating
them in nursing facilities, when they could, and want to, be served at home or in other
community-based settings.

The Section also entered into the nation’s first statewide settlement agreerbeniedr&ates v.
Rhode Island, addressing the unnecessary segregatiamdofiduals with disabilities in

segregated institutionaheltered workshopand facility-based day programs. Under the
agreement, the State will providemmunitybasedsupported employment placements to roughly
2,000 individuals with intellectual ardkvelopmental disabilities, including at least 700 people
currently in sheltered workshops, at least 950 people in facility-based day pspgraim
approximately 300-350 students leaving high school. The Section continues to monitor its
previously enterednterim settlement agreement with the State of Rhode Island and the City of
Providence.

The Section also monitored its settlement agreement with the State ofdvlkewnd private

plaintiffs regarding Newrork’s mental health service system/United States v. New York

(E.D.N.Y. 2013). Thegreement remedies discrimination by the State in the administration of its
mental health service system and ensures that individuals with mental illm@ssside in 23

large adult homes in New York City receivardces in the most integrated setting appropriate to
their needs consistent with the ADA a@tinstead. Under the agreement, such individuals will
have the opportunity to live and receive services in the community sudhekate able to live,
work, ard participate fullyin community life. The Section also continued to monitor proceedings
relating to the placement of children with disabilities at a restrictive fathlittyemploys aversive
treatment as a form of therapy.

In FY 2014, the Educational Opportunities Section (EOS), began its participatiorHC EAC
Program and extended its investigation of the Georgia Network of Educational angéitier
Services (GNETS) program, which provides educatliservices for approximatelyp80 students
with emotional and behavioral disabilities. GNETS is funded and operated by the State of
Georgia and provides educational services to most of the students in the programgatedg
GNETS Centers that exist throughout 8tateof Georgia.
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EOS has alsbegun to evaluate complaints from families of students in segregated educational
facilities, including alternative schools, residential schools for students isé#hilities, and
residential treatment facilities. In August, the Section wasotmsel ora Statement of Interest

in SS v. City of Springfield, MA (D. Ma), challenging placement of students with disabilities in
alternative schools that exclusively educate students with disabilities whitearg@laced there
after they exhibit challenging bedviors.

In addition to theCity of Springfield matter, the Division filedour statements of interest or

amicus briefs in litigation raising issues of needless segregation in Pennsylkississippi, and

the U.S. Court of Appeals for the Third and Elevedittuits. These briefs have addressed issues
relating to the unnecessary institutionalization of individuals in-stat@nd privatestatefunded
institutions.
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APPENDIX

Federal Bureau of Investigation

In FY 2014, the FBI was allocated $127.3 million in funding from HIPAA to support the fadoitifat
coordination and accomplishment of the goals of the HCFAC Program. This yearly appropréstion w
used to support 797 positions (476 Agent, 321 Support).

In FY 2014, the FBI initiated 602 new health care fraud investigations and had 2,771 pending
investigations. Investigative efforts produced 730 criminal health carm ¢envictions and

849 indictments and informations. In addition, investigative efforts resulted ir60%er
operational dismitions of criminal fraud organizations and the dismantlement of the criminal
hierarchy of more than 140 health care fraud criminal enterprises.

The FBI is the primary investigative agency involved in the fight against hea#raud that
has jurisdiabn over both the Federal and private insurance programs. Health care fraud
investigations are considered a high priority within the FBI's ComplexhEiabCrime Program.
Each of the 56 FBI field offices has personnel assigned specifically toigategtealth care
fraud matters.

The FBI leverages its resources in both the private and public arenas throughativestig
partnerships with other federal agencies such as-BHS the FDA, the DEA, the Defense
Criminal Investigative Service, the Office oéiBonnel ManagemeflG, the Internal Revenue
ServiceCl, state Medicaid Fraud Control Units, and other state and local agencies. Cwdtee p
side, the FBI is actively involved in the Healthcare Fraud Prevention Partnerskifora to
exchange factand information between the public and private sectors in order to reduce the
prevalence of health care fraud. These efforts will enable members to sharefsuactgsaud
practices and effective methodologies and strategies for detecting and ipgelieatth care
fraud. In addition, the FBI maintains significant liaison with private insuraatienal groups,
such as the National Health Care ARtaud Association, the National Insurance Crime Bureau,
and private insurance investigative units.

In addition to being a partner in the majority of investigations listed in the body okiistr FBI
field offices throughout the U.S. have proactivatidressed significant health care fraud threats
through joint investigative efforts; intelligence collectj sharing, and analysis; and the
utilization of advanced and sophisticated investigative techniques. Each FBIfiiedd®
involved in a health cafeaud Task Forcand/orworking goup. Members of the groups include
U.S. Attorneys'Office and HHSOIG personnel, and in mampaseslso include other federal,
state, local, and private insurance personnel. Based on information simaticgoadination,
additional cases are vetted and identified for investigation. Tdusgties seek to identify and
pursue investigations against the most egregious offenders involved in heafthuduand
abuse, includingraminal enterpriseand other crime groupsprporations; companies; and
providers whose schemes affect public safety.
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In an effort to ensure sufficient FBI health care fraud resources are dddaitdress priority
threats within the health care system for which the FBI has responsibiitifBl provides
oversight and guidance to field offices. The guidance has included three irstiate@mbat the
crime problem, including the Health Care Fraud Prevention & Enforcement Action Team
(HEAT), Large Scale Conspiracies, and Major Provider Fraud.

A description of, and examples of results obtained by, the HEAT Initiative ar@moehin the
body of this report. Contained within the HEAT section of the report is a description of, and
examples of results obtained by, the Medicare Fraud Strike Forces, a key compoiteAT of
The FBI coordinates with the DOJ and HHS-OIG on all HEAT aspects including funding,
resource allocatiorgtrike Forceexpansion, target identification, training, and operations. The
FBI has 62 agents assigned to the nine Strike Forces in Miami, New York CitypRiolampa,
Detroit, Los Angeles, Southern Louisiana, Dallas, and Chicago. In addition taduagint
resources, the FBI funded undercover operation expenses, financial and investightsie ana
support, offsite and evidence storage locations, and other investigative costs. Tikese&tes
have effectively invesgiated and prosecuted individuals and entities that do not provide
legitimate health care services, but exist solely for the purpose of defyddddicare and other
Federal government health care programs. The continued support of Medicaretfkaueo®e
operations is a top priority for the FBI.

The Large Scale Conspiracistiative seeks to identifpand target criminal enterprisaad other
groups whose schemes result in significant losses to health care benefitngrdgtalligence
efforts for ths initiative include information sharing and analysis of billing data with health c
fraud enforcement partners. As the EBhtinues to focus efforts on theg®ups, statistical
accomplishments associated with the operational disruptions of crimandl drganizations and
the dismantlement of the criminal hierarchy of criminal enterprises havelgieadtased.
Investigative assistance provided to field offices as part of the initisivéenclude support for
undercover operations, source identification and support, and funding of investigatiseAn
example of these types of cases wasrthestigation into three communitgental health centers
— ShifaCommunity Mental Health Center Baton Rouge, Serenity Center of Baton Roage
Shifa Comnuinity Mental Health Center dfexas—which resulted in 17 convictions of
individuals employed bthe facilities, including therapists, marketers, administrators, owners and
the medical director. The companies billed Medicare for partial hospitalizatgnapn services
for the mentally ill which were unnecessary or never provided over a periodrokepately
seven years. Theompanies, collectively, submitted more than $258 million in claims to
Medicare for partial hospitalization program services dulttiigyperiod. Medicare paid
approximately $43.5 million on those clainifie FBI is committed to addressing this type of
crime problem through the disruption, dismantlement and prosecution of those involved in
criminal enterprises amather organized crimal activities.

The Major Provider Fraud Initiative seeks to identify and target corporationpacies, and
other corporate-level groups involved in fraud schemes with significant billigoviernment and
private healthcare benefit programs. The related schemes are frequently caimglerging to
identify, and can involve conduct that is nationwide in scope. Extensive resources and
coordination are frequently required due to the complexity and scope of the scQentass
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(whistleblowers) are a sigitant intelligence source for these types of cases. These investigations
frequently involve pharmaceutical manufacturers, hospital corporations, and feginatonal
home health agencies. In addition to the work completed at the field office leveh, r@sponse

to this substantial threat, the FBI has established a centralized support teawid® pr
investigative assistance on these cases nationwide. Examples of significarpnoxaper
investigations have included Omnicare Inc., the nation’s largest provider ofgaerticals and
pharmacy services to nursing homes, and Amedisys Inc. Omincare agreed to pay $1ad.2 mill
for allegedly offering improper financial incentiviesskilled nursing facilities in return for their
continued selection ddmnicare to supply drugs to elderly Medicare and Medicaid beneficiaries.
Amedisys Inc. and its affiliates agreed to pay $150 million to the federal govartonesolve
allegations they violated tH&CA by submitting false home healthcare billings toMeticare
program The FBI coordinates efforts against the crime problem with our law enfonteme
partners, such as DOJ components, HHG, and FDA.

The FBI actively provides training and guidance on health care matters. Thad-bmed with
the DOJHHS, and private insurance organizations to provide training in the priority theaat a
of health care fraud. Funded training has included innovative methods of employingealdvanc
investigative techniques; basic health care fraud training for FBI $pgeat and professional
staff newly assigned to investigate health care fraud; and sessions ondhewvrant health care
fraud trends and issues. FBI personnel training opportunities included sessiornkloffdére FBI,
other government agencies and the private sector. In FY 2014, more than 275 FBI health car
fraud investigators and analysts received training. FBI personnel also tamhduweide range of
training for external audiences, including personnel involved in the investigatioaltif bare
fraud matters and medical industry representatives.

Funding received by the FBI is used to pay direct and indirect persahaield costs associated

with the 797 funded positions. Funds not used directly for personnel matters, are used to provide
operatonal support for health care fraud investigations, national initiatives, traip@egatized
equipment, expert witness testimony, and Strike Force operations.
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Return on Investment Calculation

Thereturnon investment (ROI) for the HCFAC program is edéted by dividing the total
monetary results to the Federal government (not including relator paymertig) dynual

appropriation for the HCFAC Account in a given year (not including portions of CMS
funding dedicated to the Medicare Integrity Program, listed in the talpage®0).

The monetary results include deposits and transfers to the Medicare Part Rufdistind the
Treasury, as well as restitution and compensatory damages to Federal agencies.

The HCFAC Account is made up of three funding sources: mandatory funding for HHS and
DOJ, includingHHS-OIG, appropriated through Section 1817(k)(3)(A) of the Social Security
Act; mandatory funding for FBI activities appropriated through Section 1817(k)(8){Be
Social Security Act; and discretioryaunding for the HCFAC Account appropriated through
the annual LaboHHS-Education appropriation.

FBI mandatory HIPAA funding is included in ROI calculations given the importanthele t
FBI plays in achieving the monetary results reflected in the HC&#nual report and

because that statute states that the funds are for the same purposes as pineVidedsfor

HHS and DOJ under the Social Security Act, even though FBI spending and monefigsy res
are not required to be reported per the statute.

Only certain portions of discretionary HCFAC Account fundingiackidedin the ROI
calculation All discretionary HCFAC funding fadHS-OIG and DOJ are included in the
HCFAC report ROI since they spend their discretionary funding on the same types o
adivities that they support with mandatory funding. Only the portion of CMS Medicare
discretionary HCFAC funding that supports law enforcement is included in the HGHpA@
ROI. The remainder of CMS’s HCFAC Medicare discretionary funding suppargtias in
the Medicare Integrity Program (MIP) that are included in the MIP RGthwk calculated
separately and outside of the HCFAC repamipacts of CMS Medicaid and Medicare
program integrity funding are included in a separate report.

89



Total Health Care Fraud and Abuse Control Resources

The table below sets forth HCFAC funding, by agency, for health care fraud and abiusk ¢
activities in FY 204, including sequester reductions. The FBI also receives a stipulated amount
of HIPAA funding for use in support of the Fraud and Abuse Control Program, which is shown
below. Separately, CMS receives additional Mandatory Resources under ther&bdexgrity
Program (section 1817(k)(4) of the Social Security Act). The inclusion of thetiastsuppaed

with these funds is not required in this report, and this information is included for inimmaia
purposes.

Since 2009, Congress has also appropriated annual amounts to help carry out healtidcare fra
and abuse control activities within DOJ and HHS. Those amounts are set forth asddisoy
Resources in the table below and the results of the efforts supported with thesedunds a
contained within this report.

Mandatory Resources

Fiscal Year 2014

Office of Inspector General

$184,979,155

Heath and Human Services Wedge 35,379,478
Medicare Integrity Program 858,345,774
MIP/Medicare (non-add) 792,319,176
Medi-Medi (non-add) 66,026,598
Department of Justice Wedge 57,755,584
Federal Bureau of Investigatidn 127,318,870

Subtotal, Mandatory HCFAC

1,263,778,861

Discretionary Resources

Office of Inspector General 28,122,000
CMS Program Integrity 237,344,000
Medicare Program Integrity (Non-Add) 207,636,000
Medicaid Program Integrity (Non-Add)” 29,708,000
Department of Justice 28,122,000
Subtotal, Discretionary HCFAC 293,588,000

Grand Total, HCFAC

$1,557,366,861

! The HHS and DOJ Wedge funds are divided among multiple agencies withimitH30J. Page 7 of this report
includes the allocations of the HHS and DOJ Wedge by agency or activity.

2 Medicare Integrity Program (MIP) and MeMiedi fund fraud prevention and detection activities within Medicare
and Medicaid, which are not included in this report to Congress. There liean@ndatory report due t@Qgress
regarding MIP activitis.

% The FBI receives funding annually to conduct drgtud activities authorized by HIPAA. This funding is included
in the HCFAC ROI calculation for this report.

* This does not include the Medicaid Integrity Program ari#ted in the Deficit Reduction Act of 2005, which
receives funding separately from the HCFAC account.
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Glossary of Terms
The Account — The Health Care Fraud and Allieetrol Account
ACA — Affordable Care Act
AoA — Department of Health and Human Services, Administratiohgomg
ACL — Department oHealth and Human Services, Administration for Commulaiyng
ASPA - Assistant Secretary for Public Affairs (HHS)
AUSA —Assistant United States Attorney
CHIP — Childrens Healthinsurance Fobgram
CIA —Corporate Integrity reement
CMP —Civil Monetary Penalty
CMPL — Civil Monetary Penalties Law
CMS — Department of Health and Human Services, Centers for Medicare & Medicaid Services
CNC - Compromised Number Contractors

CPI- Centerfor Program Integrity

CRIPA—Civil Rights of Institutionalized Persons Act

CY —Calendar Year

D.XX or X.D.Xx — Federal judicial district of a state, which may include north, south, east, west
DME — Durable MedicaEquipment

DOJ-The Department of Justice

FEHBP- Federal Employee H#h Benefits Program

FBI —Federal Bureau dhvestigation

FCA —False Claims Act

FDA — Food and Drug Administration
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FDCA — Food, Drug, and Cosmetic Act

FY —Fiscal Year

HCFAC — Health Care Fraud and Abuse Control Program or the Program

HEAT —HealthCareFraud Prevention & Enforcement Action Team

HFPP- Healthcare Fraud Prevention Partnership

HHA —Home Health Agency

HHS — The Departmendf Health andHuman Services

HHS-OIG — The Department of Health and Human Servic@éfice of the InspectoGeneral
HI —Hospital Insurance Trugtund

HIPAA — The Health Insurance Portability and Accountability Act of 1996, P.L. 104-191
HIV —Human Immunodeficiency Virus

MEDIC — Medicare Drugntegrity Contractors

MFCU — Medicaid Fraud Control Unit

OCGS - Organized Crime ar@giangSection

OGC-Office of the General Counsel, Department of Health and Human Services
PERM-Program ErroRate Measurement

PFP—Pharmaceuticdfraud Pilot Program

The Program — Thelealth Care Fraud and Abu€entrol Program

Secretary- The Secretargf the Department of Health and Human Services
SMP - Senior Medicare Patrol

USAO —United States Attornéyg Office

ZPIC — Zone Prograrmtegrity Contractor
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ChloraPrep’ 1 mL applicator

Patient preoperative skin preparation
2% chlorhexidine gluconate (CHG) and 70% isopropyl alcohol (IPA)

Application instructions

Before using the ChloraPrep® 1 mL applicator, read the instructions on the

package. Use in accordance with the policies and procedures of your hospital.

Pinch

e Hold the applicator with the sponge down.
Do not touch the sponge.

¢ Pinch the wings only once to activate the
ampoule and release the antiseptic.

Apply

e Allow the solution to partially load in the
sponge. Gently press the applicator against
the treatment area to evenly distribute the
solution throughout the sponge.

¢ Once the solution is visible on the skin,
completely wet the treatment area with
antiseptic, using gentle back-and-forth
strokes, progressing from the incision site to
the periphery of the surgical field:

— For dry sites (e.g., abdomen or arm):
Use gentle, repeated back-and-forth strokes
for 30 seconds.

— For moist sites (e.g., inguinal fold or axilla):
Use gentle, repeated back-and-forth strokes
for two minutes.

Dry

e For dry surgical sites, allow the area to dry for
approximately 30 seconds.

e For moist surgical sites, allow the area to dry
for approximately one minute.

¢ Do not blot or wipe away the solution.

e The solution must be dry for optimal drape/
dressing adhesion.

ChloraPrep representative:

In-service dates:

Catalog number

O 260480 Clear
Approximate coverage area: 2.5x2.5"

60 applicators per carton, 4 cartons per case

Safety points for products containing alcohol
e Do not use with electrocautery.
¢ Do not allow the solution to pool.

e Remove wet materials from the prep area.

Additional information

e Use with care in premature infants or infants under two
months of age. These products may cause irritation or
chemical burns.

e Discard the applicator after a single use.
¢ Note that the applicator is latex-free and for external use.
e Use in a well-ventilated area.

e Do not use for lumbar puncture or in contact with
the meninges.

e Do not use on open wounds or as a general skin cleanser.

e Do not use on patients with known allergies
to CHG or IPA.

e Keep the solution out of the eyes, ears and mouth.
e Store between 15 to 30 °C (59 to 86 °F).

e Avoid freezing and excessive heat above 40 °C (7104 °F).
Store within the recommended conditions to maintain
the appearance of tint and efficacy.

Time:

Reorder number:

Location of ChloraPrep

carefusion.com/chloraprep | 800.523.0502 applicators at this facility:

ChloraPrep’

Patient preoperative skin preparation

2% chlorhexidine gluconate (CHG) and 70% isopropyl alcohol (IPA)

© 2014 CareFusion Corporation or one of its subsidiaries. All rights reserved. ChloraPrep, CareFusion and the CareFusion logo
are trademarks or registered trademarks of CareFusion Corporation or one of its subsidiaries. VA3044 (0214/2500) MRK-14011
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ChloraPrep © Solutions

C CareFusion Safety Data Sheet

1.1. Product identifier
Product name

: ChIoraPrep® Solutions

1.2. Relevant identified uses of the substance or mixture and uses advised against
Use of the substance/mixture . Antimicrobial
1.3. Details of the supplier of the safety data sheet

CareFusion

75 N. Fairway Drive

Vernon Hills, IL 60061

T 800-523-0502 - F 855-329-6985

1.4. Emergency telephone number

Emergency number

2.1. Classification of the substance or mixture

GHS-US classification

Flam. Lig. 2 H225
Eye Irrit. 2A H319
STOT SE 3 H336
STOT SE 3 H335

2.2. Label elements

GHS-US labelling
Hazard pictograms (GHS-US)

Signal word (GHS-US)
Hazard statements (GHS-US)

Precautionary statements (GHS-US)

: Chemtrec 1 800 424 9300

GHS02 GHSO07

. Danger
: H225 - Highly flammable liquid and vapor

H319 - Causes serious eye irritation
H335 - May cause respiratory irritation
H336 - May cause drowsiness or dizziness

: P210 - Keep away from heat/sparks/open flames/hot surfaces. - No smoking

P233 - Keep container tightly closed

P240 - Ground/bond container and receiving equipment

P241 - Use explosion-proof electrical/ventilating/lighting/... equipment

P242 - Use only non-sparking tools

P243 - Take precautionary measures against static discharge

P261 - Avoid breathing dust/fume/gas/mist/vapors/spray

P264 - Wash ... thoroughly after handling

P271 - Use only outdoors or in a well-ventilated area

P280 - Wear protective gloves/protective clothing/eye protection/face protection
P303+P361+P353 - IF ON SKIN (or hair): Remove/Take off immediately all contaminated
clothing. Rinse skin with water/shower

P304+P340 - IF INHALED: remove victim to fresh air and keep at rest in a position comfortable
for breathing

P305+P351+P338 - If in eyes: Rinse cautiously with water for several minutes. Remove contact
lenses, if present and easy to do. Continue rinsing

P312 - Call a POISON CENTER/doctor/physician if you feel unwell

P337+P313 - If eye irritation persists: Get medical advice/attention

P370+P378 - In case of fire: Use ... for extinction

P403+P233 - Store in a well-ventilated place. Keep container tightly closed

P403+P235 - Store in a well-ventilated place. Keep cool

P405 - Store locked up

P501 - Dispose of contents/container to ...

04/17/2014
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Safety Data Sheet

2.3. Other hazards
No additional information available

2.4. Unknown acute toxicity (GHS- US)

No data available

3.1. Substances
Not applicable
Full text of H-phrases: see section 16

3.2. Mixture
ChIoraPrep® Clear
Name Product identifier % GHS-US classification
Isopropyl alcohol (CAS No) 67-63-0 70 Flam. Liq. 2, H225
Chlorhexidine digluconate (CAS No) 18472-51-0 2 Acute Tox. 4 (Oral), H302
ChloraPrep® Teal Green
Name Product identifier % GHS-US classification
Isopropyl alcohol (CAS No) 67-63-0 70 Flam. Lig. 2, H225
Chlorhexidine digluconate (CAS No) 18472-51-0 2 Acute Tox. 4 (Oral), H302
C.l. Food Green 3 (CAS No) 2353-45-9 0-0.1 Muta. 2, H341
ChloraPrep® Hi-Lite Orange
Name Product identifier % GHS-US classification
Isopropyl alcohol (CAS No) 67-63-0 70 Flam. Lig. 2, H225
Chlorhexidine digluconate (CAS No) 18472-51-0 2 Acute Tox. 4 (Oral), H302
FD and C Yellow No. 6 (CAS No) 2783-94-0 0-0.1 Not classified

4.1. Description of first aid measures
First-aid measures after inhalation
First-aid measures after skin contact

First-aid measures after eye contact

First-aid measures after ingestion

If symptoms of exposure develop, move to fresh air. Seek medical attention if symptoms persist.

: Wash material off the skin with copious amounts of water. If redness or a burning sensation

develops, seek medical attention and discontinue use.

Flush with copious amounts of water. After initial flushing remove any contact lenses and
continue flushing for at least 15minutes. Have eyes examined and treated by medical personnel
immediately.

. Give individual one to two glasses of water to drink. If gastrointestinal symptoms develop, consult

medical personnel. (Never give anything by mouth to an unconscious person).

4.2. Most important symptoms and effects, both acute and delayed

Symptoms/injuries after inhalation

Symptoms/injuries after skin contact
Symptoms/injuries after eye contact
Symptoms/injuries after ingestion

Inhalation of vapors may cause mucous membrane and respiratory irritation and central nervous
system depression with symptoms of headache, dizziness and drowsiness.

May cause irritation, drying, defatting of the skin. Prolonged contact may cause dermatitis.

: Contact may cause severe irritation with redness, tearing and pain with possible eye damage.

Ingestion may cause mucous membrane and gastrointestinal irritation, abdominal pain, nausea,

vomiting, dizziness and drowsiness.

4.3. Indication of any immediate medical attention and special treatment needed

No additional information available

5.1. Extinguishing media
Suitable extinguishing media

Unsuitable extinguishing media

. Water fog, alcohol-resistant foam, carbon dioxide or dry chemical. Water spray can be used to

cool exposed containers and structures, dilute spills and disperse flammable vapors.
None.

5.2. Special hazards arising from the substance or mixture

Fire hazard

Explosion hazard

Highly flammable liquid and vapor. Ampoules may explode if exposed to extreme heat or flame.
Vapors are heavier than air and will travel along surfaces to remote ignition sources and flash
back.

None known.
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5.3. Advice for firefighters

Protection during firefighting . Firefighters should wear positive pressure self-contained breathing apparatus and full protective
clothing.

6.1. Personal precautions, protective equipment and emergency procedures

General measures : No special measures required.

6.1.1. For non -emergency personnel

No additional information available

6.1.2. For emergency responders

No additional information available

6.2. Environmental precautions

Avoid release to the environment.

6.3. Methods and material for containment and cleaning up

For containment . Stop the flow of material, if this is without risk.

Methods for cleaning up : Wear skin, eye and respiratory protection during cleanup.For small spills, wipe or mop up and

rinse to sewer serviced by a wastewater treatment facility. For large spills, eliminate sources of
ignition and ventilate spill area. Soak up liquid with inert absorbent and collect into a suitable
waste container. Wash residue from spill area with water and flush to sewer serviced by a
wastewater treatment facility if permitted.

6.4. Reference to other sections
No additional information available

7.1. Precautions for safe handling
Precautions for safe handling . Avoid prolonged exposure (ingestion, inhalation, or skin contact). Avoid breathing vapors. Use in
well-ventilated areas. Keep product away from heat, sparks and flames.
7.2. Conditions for safe storage, including any incompatibilities
Storage conditions . Store in a cool, dry, well-ventilated area away from incompatible chemicals and all sources of
ignition.
7.3. Specific end use(s)
No additional information available
8.1. Control parameters
Isopropyl alcohol (67-63- 0)
USA ACGIH ACGIH TWA (ppm) 200 ppm
USA ACGIH ACGIH STEL (ppm) 400 ppm
USA OSHA OSHA PEL (TWA) (mg/m?) 980 mg/m?3
USA OSHA OSHA PEL (TWA) (ppm) 400 ppm
8.2. Exposure controls
Appropriate engineering controls : Use with adequate general or local exhaust ventilation to maintain exposures below the
occupational exposure limits. Use explosion proof equipment where required.
Hand protection : Latex rubber for limited contact. Butyl rubber or nitrile recommended for prolonged contact.
Eye protection . Safety glasses or goggles recommended if eye contact is possible.
Skin and body protection . Wear suitable working clothes.
Respiratory protection : If the exposure limits are exceeded a NIOSH/EN approved organic vapor respirator appropriate
for the form and concentration of the contaminants should be used.
9.1. Information on basic physical and chemical properties
Physical state : Liquid
Appearance : Clear in product; when activated, clear orange, teal
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Color

Odor

Odor threshold

pH

Relative evaporation rate (butylacetate=1)
Melting point

Freezing point

Boiling point

Flash point

Self ignition temperature
Decomposition temperature
Flammability (solid, gas)
Vapor pressure

Relative vapor density at 20 °C
Specific gravity

Solubility

Log Pow

Log Kow

Viscosity, kinematic
Viscosity, dynamic
Explosive properties
Oxidizing properties
Explosive limits

9.2. Other information
VOC content

10.1. Reactivity
No additional information available

10.2. Chemical stability

. Clear, orange, or teal

: Odorless

. No data available
1 7-75
: No data available

. No data available

. No data available

: No data available
: 67 °F

1 2-127

. No data available

: No data available

. No data available

. No data available
: 0.88
: Water: Complete

. No data available

. No data available

. No data available

. No data available

. No data available

: No data available
: No data available

: 100 %

The product is stable at normal handling and storage conditions.

10.3. Possibility of hazardous reactions
Will not occur.

10.4. Conditions to avoid
Extreme heat, sparks or flame.

10.5. Incompa tible materials
Oxidizing materials

10.6. Hazardous decomposition products

Carbon dioxide, carbon monoxide, nitrogen oxides, ammonia, chlorine compounds.

11.1. Information on toxicological effects

Acute toxicity

. Not classified

Isopropyl alcohol (67-63- 0)

LD50 oral rat

4396 mg/kg

LD50 dermal rabbit

12800 mg/kg

LC50 inhalation rat (ppm)

16000 ppm (Exposure time: 8 h)

Chlorhexidine digluconate (18472 -51-0)

ATE (oral)

500.000 mg/kg

Skin corrosion/irritation

. Not classified
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Serious eye damage/irritation . Causes serious eye irritation.
Respiratory or skin sensitisation . Not classified
Germ cell mutagenicity . Not classified
Carcinogenicity . Not classified

Isopropyl alcohol (67-63- 0)

IARC group | 3 - Not classifiable
C.l. Food Green 3 (2353-45- 9)
IARC group | 3 - Not classifiable
FD and C Yellow No. 6 (2783- 94-0)
IARC group | 3 - Not classifiable
Reproductive toxicity . Not classified
Specific target organ toxicity (single exposure)  : May cause drowsiness or dizziness. May cause respiratory irritation.
Specific target organ toxicity (repeated . Not classified
exposure)
Aspiration hazard . Not classified

SECTION 12: Ecological information

12.1. Toxicity

Isopropyl alcohol (67-63- 0)

LC50 fishes 1 9640 mg/l (Exposure time: 96 h - Species: Pimephales promelas [flow-through])
EC50 Daphnia 1 13299 mg/l (Exposure time: 48 h - Species: Daphnia magna)

ECS50 other aquatic organisms 1 > 1000 mg/l (Exposure time: 96 h - Species: Desmodesmus subspicatus)

LC50 fish 2 11130 mg/l (Exposure time: 96 h - Species: Pimephales promelas [static])
EC50 other aquatic organisms 2 > 1000 mg/l (Exposure time: 72 h - Species: Desmodesmus subspicatus)

12.2. Persistence and degradability
No additional information available

12.3. Bioaccumulative potential

Isopropyl alcohol (67-63- 0)
Log Pow | 0.05 (at 25 °C)

12.4. Mobility in soil
No additional information available

12.5. Other adverse effects
No additional information available

SECTION 13: Disposal ¢ onsiderations

13.1. Waste treatment methods
Waste disposal recommendations . Dispose of contents/container in accordance with local/regional/national/international regulations.

SECTION 14: Transport information

In accordance with DOT

Transport document description : UN1219 Isopropanol Solution, 3, Il

UN-No.(DOT) ;1219

DOT NA no. : UN1219

DOT Proper Shipping Name : Isopropanol Solution

Department of Transportation (DOT) Hazard : 3-Class 3 - Flammable and combustible liquid 49 CFR 173.120
Classes
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Hazard labels (DOT)

Packing group (DOT)
DOT Special Provisions (49 CFR 172.102)

DOT Packaging Exceptions (49 CFR 173.xxx)
DOT Packaging Non Bulk (49 CFR 173.xxx)
DOT Packaging Bulk (49 CFR 173.xxx)

DOT Quantity Limitations Passenger aircraft/rail
(49 CFR 173.27)

DOT Quantity Limitations Cargo aircraft only (49
CFR 175.75)

DOT Vessel Stowage Location

15.1. US Federal regulations

. 3 - Flammable liquid

. Il - Medium Danger
: IB2 - Authorized IBCs: Metal (31A, 31B and 31N); Rigid plastics (31H1 and 31H2); Composite

(31HZ1). Additional Requirement: Only liquids with a vapor pressure less than or equal to 110
kPa at 50 C (1.1 bar at 122 F), or 130 kPa at 55 C (1.3 bar at 131 F) are authorized.

T4 - 2.65 178.274(d)(2) Normal............. 178.275(d)(3)

TP1 - The maximum degree of filling must not exceed the degree of filling determined by the
following: Degree of filling = 97 / (1 + a (tr - tf)) Where: tr is the maximum mean bulk temperature
during transport, and tf is the temperature in degrees celsius of the liquid during filling.

: 4b;150
1 202
1 242
5L

 60L

. B - (i) The material may be stowed “on deck” or “under deck” on a cargo vessel and on a

passenger vessel carrying a number of passengers limited to not more than the larger of 25
passengers, or one passenger per each 3 m of overall vessel length; and (ii) “On deck only” on
passenger vessels in which the number of passengers specified in paragraph (k)(2)(i) of this
section is exceeded.

Isopropyl alc ohol (67 -63-0)

Listed on the United States TSCA (Toxic Substances Control Act) inventory
Listed on SARA Section 313 (Specific toxic chemical listings)

EPA TSCA Regulatory Flag

T - T - indicates a substance that is the subject of a Section 4 test rule under TSCA.

SARA Section 313 - Emission Reporting

1.0 % (only if manufactured by the strong acid process, no supplier notification)

C.l. Food Green 3 (2353-45- 9)

Listed on the United States TSCA (Toxic Substances Control Act) inventory |

Chlorhexidine d igluconate (18472 -51-0)

Listed on the United States TSCA (Toxic Substances Control Act) inventory |

FD and C Yellow No. 6 (2783- 94-0)

Listed on the United States TSCA (Toxic Substances Control Act) inventory |

15.2. US State regulations

Isopropyl alcohol (67-63- 0)

U.S. - Massachusetts - Right To Know List
U.S. - Minnesota - Hazardous Substance List

U.S. - New Jersey - Right to Know Hazardous Substance List

U.S. - Pennsylvania - RTK (Right to Know) List

Full text of H-phrases:

Acute Tox. 4 (Oral) Acute toxicity (oral), Category 4
Eye Irrit. 2A Serious eye damage/eye irritation, Category 2A
Flam. Lig. 2 Flammable liquids, Category 2
Muta. 2 Germ cell mutagenicity, Category 2
STOT SE 3 Specific target organ toxicity — Single exposure, Category 3,
Narcosis
04/17/2014 EN (English) 6/7




ChloraPrep © Solutions
Safety Data Sheet

STOT SE 3 Specific target organ toxicity — Single exposure, Category 3,
Respiratory tract irritation

H225 Highly flammable liquid and vapor

H302 Harmful if swallowed

H319 Causes serious eye irritation

H335 May cause respiratory irritation

H336 May cause drowsiness or dizziness

H341 Suspected of causing genetic defects

This information is based on our current knowledge and is intended to describe the product for the purposes of health, safety and environmental requirements only. It should not therefore be construed as
guaranteeing any specific property of the product
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ChloraShield® IV
dressing with CHG
antimicrobial

Protect and preserve IV access sites with
an innovative adhesive technology

The ChloraShield® IV dressing with chlorhexidine gluconate
(CHG) antimicrobial was designed with the patient and
clinician in mind. For patients, the dressing is flexible and
breathable, providing comfort during wear. For clinicians,
the adhesive has CHG incorporated, and the dressing

is designed to deliver optimized fluid management,
protecting the site and enhancing patient care.

VANCIVE" W CareFusion

MEDICAL TECHNOLOGIES
An Avery Dennison business




ChloraShield IV dressing features include: Fluid handling capacity (g/m%/24 h)

3000
¢ BeneHold™ CHG adhesive technology by Vancive Medical Technologies™ B MVTR

Offers thin, strong adhesive to secure the dressing to the skin for Static absorption

up to seven days' 2000

CHG within the adhesive preserves the dressing from

microbial growth? -

Proprietary formulation that can wick away and absorb fluid® 1000 —
¢ Transparent film with CHG incorporated in the adhesive over a

large area 0 - ‘ ‘

T
Tegaderm™ 1624W ChloraShield IV dressing Hydrocolloid (0.6 mm)

- Allows site visibility and becomes fully transparent for
ongoing inspection

ChloraShield IV dressing with CHG antimicrobial manages more fluid than current
- Allows vapor exchange and release of absorbed fluid? commercial hydrocolloid or transparent film dressingf

- Provides a barrier to external contaminants including fluids,
bacteria, viruses® and yeast*

e Built-in data strip Ordering information
- Facilitates documentation pre- or post-application Description ChloraShield IV dressing with CHG antimicrobial
- Eliminates an extra application step
Cat. no. 410150
- Denotes the dressing contains CHG
Size 3.0inx 2.4 in (75 mm x 60 mm)
Qty. per carton 200 dressings

References

1 Wear test study on healthy human S13-19 2 Bacteria time kill study R31476-R0

3 Report aw\31012014-1 4 Viral penetration test ASTM F-1671 Cartons per case 10 cartons
* From viruses 27 nm in diameter or larger

For more information about the ChloraShield IV dressing with CHG antimicrobial, contact CareFusion Customer Service at 800.523.0502.

Distributed by: Manufactured by:
CareFusion Avery Dennison Belgié BVBA
Vernon Hills, IL Tieblokkenlaan 1, B-2300 Turnhout, Belgium
carefusion.com vancive.averydennison.com

© 2014 CareFusion Corporation or one of its subsidiaries. All rights reserved. ChloraShield, CareFusion and the
CareFusion logo are trademarks or registered trademarks of CareFusion Corporation or one of its subsidiaries.
All other trademarks are property of their respective owners. VA2831 (0414/5000) MRK-14017
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ChloraPrep® patient preoperative

skin preparation

Nonsterile solution label update

Prep for a label change

To improve clinician awareness and patient safety, updated
ChloraPrep® patient preoperative skin preparation labels
communicate that the solution is nonsterile.

Background

In 2013, the U.S. Food and Drug Administration (FDA)
requested that manufacturers of over-the-counter topical
antiseptics make changes to their products in an ongoing
effort to improve patient safety. The modifications included
a request that manufacturers use single-use packaging and
revise the product labels to indicate whether the antiseptic
solution and applicator contained within the product is

sterile or nonsterile.

A sterile applicator with nonsterile solution

A product labeled as nonsterile does not suggest the product
is contaminated with microorganisms; instead, its contents
have not been sterilized individually. While all ChloraPrep
applicators are sterilized at the end of the manufacturing
process, the solution inside the applicators is not treated with
a separate sterilization process and is, therefore, not sterile.

There are currently no products in the U.S. that contain a
chlorhexidine gluconate (CHG)-based sterile solution—only
sterile applicators.

Quality Assurance

® -
ChloraPrep® One-Step

®

T~ ChloraPrep® With Tint

[0 reduce risk of fire, S i

' 2% wiv chlorhexidine gluconate (CHG)
« do not use 26-ml applicator for head and neck surgery -
& or on an area smaller than 8.4 in.x 84 in. Use a ?"d 70% viv |SOPTOPY| §|C0h0| (IPA?
smaller applicator instead. Patient Preoperative Skin Preparation

Non-sterile Solution

» solution contains alcohol and gives off flammable vapors . g rile L.
Applicator is sterile if package is intact

+ avoid getting solution into hairy areas. Hair may take

up to 1hour to dry. Wet hair is flammable. 26 ml APPLICATOR
» do not drape or use ignition source (e.g. cautery, . Not hade with
Jaser) until solution is completely dry (minimum of | Professional Use Only ® Do Not Reuse naturslTusber atex
3 minutes on hairless skin; up to T hour in hair) Cat. No. 260800/ 260800NS / 260800NSB  NDC 054365-400-14
- donot allow solution to pool Cat. No. 260815/ 260815NS / 260815NSB  NDC 054365-400-13
+ remove wet materials from prep area Cat. No. 260825/ 260825NS / 260825NSB NDC 054365-400-05
Drug Facts
Active ingredients Purposes
Cl idil 2% Wiv. .Antiseptic
Isopropyl alcohol 70% v/v. - ...Antiseptic

Use for the preparation of the patient's skin prior to surgery. Helps to reduce bacteria that potentially can cause skin infection.

Warnings

For external use only. Flammable, keep away from fire or flame. To reduce risk of fire, PREP CAREFULLY:

m do not use 26-ml applicator for head and neck surgery

m do not use on an area smaller than 8.4 in. x 8.4 in. Use a smaller applicator instead

m solution contains alcohol and gives off flammable vapors

m avoid getting solution into hairy areas. Hair may take up to 1 hour to dry. Wet hair is flammable.

m do not drape or use ignition source (e.g., cautery, laser) until solution is completely dry (minimum of 3 minutes on
hairless skin; up to 1 hour in hair)

m do not allow solution to pool >

m remove wet materials from prep area

“Nonsterile solution” label update

In response to the industry-wide request from the Food and
Drug Administration (FDA), ChloraPrep patient preoperative
skin preparation will be among the first chlorhexidine
gluconate (CHG) based products to update its product label
“nonsterile solution.”

ChloraPrep® patient preoperative skin preparation products have never been documented as the cause of contamination causing patient

infection. The safety and consistency of ChloraPrep is guaranteed through well-designed and controlled manufacturing and testing

procedures including chemical analysis, microbial analysis, applicator integrity reviews and package testing. These steps ensure that each

ChloraPrep applicator will consistently perform as intended.

The AORN Seal of Recognition has been awarded to the
= =) CareFusion - CHP Label change program on February 20,
- \( )R N 2015 and does not imply that AORN approves or endorses
- 4 any product or service mentioned in any presentation,
format or content. The AORN Recognition program is
: W, N - .
i, \!j separate from the AORN, ANCC Accredited Provider Unit

and therefore does not include any CE credit for programs.

CareFusion




Labels will be updated on the applicators in the ChloraPrep portfolio:

Cat. no. Applicator

260100 Single swabstick 1.75 mL

260103 Triple swabstick 5.25 mL

260449 SEPP® applicator

260480 1 mL clear applicator

7
)
-
®
260299 FREPP 1.5. mL
clear applicator .
260400 3 mL clear applicator f j
{ £
260415 | 3 mL Hi-Lite Orange® tint ’ J) 3
260700 10.5 mL clear applicator j j f
260715 10.5 mL Hi-Lite Orange tint F & f
A ) j

ar,,/
260725 | 10.5 mL Scrub Teal® tint j ( ' “
260800 26 mL clear applicator f ! j f

260815 26 mL Hi-Lite Orange tint

4 /
260825 | 26 mL Scrub Teal tint } “ ‘

The same antisepsis solution

While CareFusion is updating its label, the ChloraPrep patient preoperative skin preparation formulation, patented
applicator design or single-use packaging have not changed. ChloraPrep continues to be the trusted one-step, broad spectrum
antiseptic that reduces microorganisms on the skin that can cause infection.

Contact your sales representative or call customer support at 800.323.9088.
Learn more at carefusion.com/labelupdate.

CareFusion
Vernon Hills, IL

carefusion.com

@ CareFusion

© 2015 CareFusion Corporation or one of its subsidiaries. All rights reserved. ChloraPrep, Frepp, Sepp, CareFusion and the
CareFusion logo are trademarks or registered trademarks of CareFusion Corporation or one of its subsidiaries. SU4535 (0215/PDF)
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ChloraPrep® 3 mL applicator

Patient preoperative skin preparation
2% chlorhexidine gluconate (CHG) and 70% isopropyl alcohol (IPA)

Application instructions

Before using the ChloraPrep 3 mL
applicator, read the instructions
on the package. Use in accordance
with the policies and procedures
of your hospital.

carefusion.com/chloraprep | 800.523.0502

ChloraPrep’

Patient preoperative skin preparation

Pinch

Hold the applicator with the sponge down.
Do not touch the sponge.

Pinch the wings only once to activate the
ampoule and release the antiseptic.

Apply

Allow the solution to partially load in the sponge.
Gently press the applicator against the treatment
area to evenly distribute the solution throughout
the sponge.

Once the solution is visible on the skin, completely
wet the treatment/incision area with the

antiseptic, using gentle back-and-forth strokes for
30 seconds or two minutes, progressing from the
incision site to the periphery of the surgical field:

— For dry sites (e.g., abdomen or arm):
Use gentle, repeated back-and-forth strokes
for 30 seconds.

- For moist sites (e.g., inguinal fold or axilla):
Use gentle, repeated back-and-forth strokes
for two minutes.

Dry

For dry surgical sites, allow the area to dry for
approximately 30 seconds.

For moist surgical sites, allow the area to dry for
approximately one minute.

Do not blot or wipe away the solution.

The solution must be dry for optimal drape/
dressing adhesion.

If using an ignition source, allow the area to
completely dry (minimum of three minutes on
hairless skin; up to 1 hour in hair).

ChloraPrep representative:

In-service dates:

Time:

Reorder #:

Location of ChloraPrep
applicators at this facility:

2% chlorhexidine gluconate (CHG) and 70% isopropyl alcohol (IPA)

© 2014 CareFusion Corporation or one of its subsidiaries. All rights reserved. ChloraPrep, Hi-Lite Orange, CareFusion and the
CareFusion logo are trademarks or registered trademarks of CareFusion Corporation or one of its subsidiaries. SU3085 (0414/PDF)

Catalog numbers

O 260400 Clear
j ! ® 260415 Hi-Lite Orange®
3 Approximate coverage area: 4"x 5"
25 applicators per carton,
4 cartons per case

Safety points for products containing alcohol

Do not drape or use an ignition source (e.g., cautery, laser)
until the solution is completely dry for a minimum of three
minutes on hairless skin and up to one hour in hair.

Do not allow the solution to pool.

Remove wet materials from the prep area.

ChloraPrep® tint

Hi-Lite Orange tint in the ChloraPrep solution is
Food, Drug and Cosmetic (FD&C) Yellow #6 dye,
and “Generally Recognized As Safe” (GRAS) by the
Food and Drug Administration (FDA). The tint eases
visualization on various skin tones.

Post-procedure, the tint slowly fades from the skin. To
remove the tint, use soap and water or alcohol. The
ChloraPrep patient preoperative skin preparation may
remain on the skin post-procedure.

Additional information

Use with care in premature infants or infants under 2
months of age. These products may cause irritation or
chemical burns.

Discard the applicator after a single use.

Note that the applicator is latex-free and for
external use.

Use in a well-ventilated area.

Do not use for lumbar puncture or in contact with
the meninges.

Do not use on open wounds or as a general skin cleanser.
Do not use on patients with known allergies to CHG or IPA.
Keep the solution out of the eyes, ears and mouth.
Store between 15 to 30 °C (59 to 86 °F).

Avoid freezing and excessive heat above 40 °C (104 °F).
Store within the recommended conditions to maintain
the appearance of tint and efficacy.

@ CareFusion
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ChloraPrep® 10.5 mL applicator

Patient preoperative skin preparation
2% chlorhexidine gluconate (CHG) and 70% isopropyl alcohol (IPA)

Application instructions

Pinch

e Hold the applicator with the sponge down.
Do not touch the sponge.

e Pinch the wings only once to activate the
ampoule and release the antiseptic.

Apply

e Allow the solution to partially load in the sponge.
Gently press the applicator against the treatment
area to evenly distribute the solution throughout
the sponge.

e Once the solution is visible on the skin, completely
wet the treatment/incision area with the
antiseptic, using gentle back-and-forth strokes for
30 seconds or two minutes, progressing from the
incision site to the periphery of the surgical field:

— For dry sites (e.g., abdomen or arm):
Use gentle, repeated back-and-forth strokes
for 30 seconds.

- For moist sites (e.g., inquinal fold or axilla):
Use gentle, repeated back-and-forth strokes
for two minutes.

Dry

e Allow the solution to completely dry for a
minimum of three minutes on hairless skin
and up to one hour in hair.

e Do not blot or wipe away the solution.

e The solution must be dry for optimal drape/

Before using the ChloraPrep
10.5 mL applicator, read the dressing adhesion.
instructions on the package. Use

in accordance with the policies

and procedures of your hospital.

ChloraPrep representative:

In-service dates:
Time:
Reorder #:

Location of ChloraPrep

carefusion.com/chloraprep | 800.523.0502 applicators at this facility:

ChloraPrep’

Patient preoperative skin preparation
2% chlorhexidine gluconate (CHG) and 70% isopropyl alcohol (IPA)

© 2014 CareFusion Corporation or one of its subsidiaries. All rights reserved. ChloraPrep, Hi-Lite Orange, Scrub Teal, CareFusion and
the CareFusion logo are trademarks or registered trademarks of CareFusion Corporation or one of its subsidiaries. SU3081 (0414/PDF)

Catalog numbers

O 260700 Clear

f f j ® 260715 Hi-Lite Orange”
' _ ® 260725 Scrub Teal®

Approximate coverage area: 8.4" x 8.4"
h
" “ 25 applicators per carton,

Safety points for products containing alcohol

Do not drape or use an ignition source (e.g., cautery, laser)
until the solution is completely dry for a minimum of three
minutes on hairless skin and up to one hour in hair.

Do not allow the solution to pool.

Remove wet materials from the prep area.

ChloraPrep® tint

Hi-Lite Orange® tint in the ChloraPrep solution is
Food, Drug and Cosmetic (FD&C) Yellow #6 dye,
and the Scrub Teal® tint is FD&C Green #3. Both are
“Generally Recognized As Safe” (GRAS) by the
Food and Drug Administration (FDA). The tint eases
visualization on various skin tones.

Post-procedure, the tint slowly fades from the skin.
To remove the tint, use soap and water or alcohol.
The ChloraPrep patient preoperative skin preparation
may remain on the skin post-procedure.

Additional information

Use with care in premature infants or infants under 2
months of age. These products may cause irritation or
chemical burns.

Discard the applicator after a single use.

Note that the applicator is latex-free and for
external use.

Use in a well-ventilated area.

Do not use for lumbar puncture or in contact with
the meninges.

Do not use on open wounds or as a general skin cleanser.
Do not use on patients with known allergies to CHG or IPA.
Keep the solution out of the eyes, ears and mouth.
Store between 15 to 30 °C (59 to 86 °F).

Avoid freezing and excessive heat above 40 °C (704 °F).
Store within the recommended conditions to maintain
the appearance of tint and efficacy.

@ CareFusion
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ChloraPrep® 26 mL applicator

Patient preoperative skin preparation
2% chlorhexidine gluconate (CHG) and 70% isopropyl alcohol (IPA)

Catalog numbers

) 260800 Clear
® 260815 Hi-Lite Orange®
@® 260825 Scrub Teal®

2 . = Approximate coverage area: 13.2" x 13.2"
Pinch Q 0 PP 9 x

25 applicators per case

Application instructions -
;f ‘/ ;/

e Hold the applicator with the sponge down.
Do not touch the sponge. Safety points for products containing alcohol

e Do not drape or use an ignition source (e.q., cautery, laser)

¢ Pinch the lever only once to activate the . o -
until the solution is completely dry for a minimum of three

ampoule and release the antiseptic. _ _ , S
minutes on hairless skin and up to one hour in hair.

e Do not allow the solution to pool.

e Remove wet materials from the prep area.

Apply ChloraPrep® tint

e Allow the solution to partially load in the sponge. e Hi-Lite Orange® tint in the ChloraPrep solution is
Gently press the applicator against the treatment Food, Drug and Cosmetic (FD&C) Yellow #6 dye,
area to evenly distribute the solution throughout and the Scrub Teal® tint is FD&C Green #3. Both are
the sponge. “Generally Recognized As Safe” (GRAS) by the

Food and Drug Administration (FDA). The tint eases
visualization on various skin tones.

e Once the solution is visible on the skin, completely
wet the treatment/incision area with the

antiseptic, using gentle back-and-forth strokes for e Post-procedure, the tint slowly fades from the skin.
30 seconds or two minutes, progressing from the To remove the tint, use soap and water or alcohol.
incision site to the periphery of the surgical field: The ChloraPrep patient preoperative skin preparation

. may remain on the skin post-procedure.
— For dry sites (e.g., abdomen or arm):

Use gentle, repeated back-and-forth strokes
for 30 seconds.

Additional information

e Use with care in premature infants or infants under 2

- For moist sites (e.g., inguinal fold or axilla): months of age. These products may cause irritation or
Use gentle, repeated back-and-forth strokes chemical burns.
for two minutes. e Discard the applicator after a single use.

e Note that the applicator is latex-free and for
external use.

e Use in a well-ventilated area.

Dry e Do not use for lumbar puncture or in contact with

e Allow the solution to completely dry for a the meninges.

minimum of three minutes on hairless skin
and up to one hour in hair. e Do not use on patients with known allergies to CHG or IPA.

e Do not use on open wounds or as a general skin cleanser.

e Keep the solution out of the eyes, ears and mouth.

e Do not blot or wipe away the solution.
e Store between 15 to 30 °C (59 to 86 °F).

Before using the ChloraPrep

26 mL applicator, read the * The solution must be dry for optimal drape/ e Avoid freezing and excessive heat above 40 °C (104 °F).
instructions on the package. Use dressing adhesion. Store within the recommended conditions to maintain
In accordance with the policies the appearance of tint and efficacy.

and procedures of your hospital.

ChloraPrep representative:

In-service dates:

Time:

Reorder #:

Location of ChloraPrep

carefusion.com/chloraprep | 800.523.0502 applicators at this facility:

ChloraPrep’ @ CareFusion

Patient preoperative skin preparation
2% chlorhexidine gluconate (CHG) and 70% isopropyl alcohol (IPA)

© 2014 CareFusion Corporation or one of its subsidiaries. All rights reserved. ChloraPrep, Hi-Lite Orange, Scrub Teal, CareFusion and
the CareFusion logo are trademarks or registered trademarks of CareFusion Corporation or one of its subsidiaries. SU3083 (0414/PDF)
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Using ChloraPrep® 26 mL applicator

prior to a Cesarean section

Patient preoperative skin preparation
2% chlorhexidine gluconate (CHG) and 70% isopropyl alcohol (IPA)

Application instructions

Pinch

e Hold the applicator with the sponge
down. Do not touch the sponge.

¢ Pinch the lever only once to
activate the ampoule and release
the antiseptic.

Apply

e Allow the solution to partially load
in the sponge. Gently press the
applicator against the treatment
area to evenly distribute the solution
throughout the sponge.

e To clean the umbilicus, use the cotton
swabs provided in accordance with
aseptic technique.

e Once the solution is visible on the skin, completely
wet the treatment/incision area with antiseptic, using
gentle back-and-forth strokes, for 30 seconds or two
minutes, progressing from the incision site to the
periphery of the surgical field:

— For dry sites (e.g., abdomen or arm): Use gentle,
repeated back-and-forth strokes for 30 seconds

Do not use intravaginally.

— For moist sites (e.qg., inguinal fold or axilla):
Use gentle, repeated back-and-forth strokes for
two minutes

e Prep the external peripheral area last, and discard
the applicator.

Dry

e Allow the solution to completely dry for a
minimum of three minutes on hairless skin
and up to one hour in hair.

e Do not blot or wipe away the solution.

. : :
Before using the ChloraPrep The solution must be dry for optimal drape/

26 mL applicator, read the dressing adhesion.
instructions on the package. Use

in accordance with the policies

and procedures of your hospital.

carefusion.com/ChloraPrep | 800.523.0502

ChloraPrep

Patient preoperative skin preparation
2% chlorhexidine gluconate (CHG) and 70% isopropyl alcohol (IPA)

© 2014 CareFusion Corporation or one of its subsidiaries. All rights reserved. ChloraPrep, Hi-Lite Orange, Scrub Teal, CareFusion and
the CareFusion logo are trademarks or registered trademarks of CareFusion Corporation or one of its subsidiaries. SU3086 (0414/PDF)

Catalog numbers

f/ i,/ / O 260800 Clear

® 260815 Hi-Lite Orange®

@® 260825 Scrub Teal®

) )
0 ‘ Approximate coverage area: 13.2" x 13.2"

25 applicators per case

Safety points for products containing alcohol

Do not drape or use an ignition source (e.g., cautery, laser)
until the solution is completely dry for a minimum of three
minutes on hairless skin and up to one hour in hair.

Do not allow the solution to pool.
Remove wet materials from the prep area.

When prepping the abdomen for a Cesarean section,
place towels under each side to absorb excess solution.
Remove these towels before draping.

ChloraPrep® tint

Hi-Lite Orange® tint in the ChloraPrep solution,

is Food, Drug and Cosmetic (FD&C) Yellow #6 dye,
and the Scrub Teal® tint is FD&C Green #3. Both are
“Generally Recognized As Safe” (GRAS) by the
Food and Drug Administration (FDA). The tint
eases visualization on various skin tones.

Post-procedure, the tint slowly fades from the skin.
To remove the tint, use soap and water or alcohol.
The ChloraPrep patient preoperative skin preparation
may remain on the skin post-procedure.

Additional information

Use with care in premature infants or infants under 2
months of age. These products may cause irritation or
chemical burns.

Discard the applicator after a single use.
Note that the applicator is latex-free and for external use.
Use in a well-ventilated area.

Do not use for lumbar puncture or in contact with
the meninges.

Do not use on open skin wounds or as a general
skin cleanser.

Do not use on patients with known allergies to CHG or IPA.
Keep the solution out of the eyes, ears and mouth.
Store between 15 to 30 °C (59 to 86 °F).

Avoid freezing and excessive heat above 40 °C (104 °F).
Store within the recommended conditions to maintain
the appearance of tint and efficacy.

@ CareFusion
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ChloraPrep® FREPP® 1.5 mL applicator

Patient preoperative skin preparation
2% chlorhexidine gluconate (CHG) and 70% isopropyl alcohol (IPA)

Application instructions

Pinch

e Hold the applicator horizontally with the sponge
down. Do not touch the sponge.

¢ Pinch the wings only once to activate the
enclosed glass ampoule and release the
antiseptic into the sponge.

Apply

e Holding the applicator horizontally, allow the solution
to partially load in the sponge. Gently press the
applicator against the treatment area to evenly
distribute the solution throughout the sponge.

e Once the solution is visible on the skin, completely
wet the treatment area with antiseptic, using
gentle back-and-forth strokes, progressing from
the procedure site to the periphery:

— For dry sites (e.g., abdomen or arm):
Use gentle, repeated back-and-forth strokes
for 30 seconds.

- For moist sites (e.g., inguinal fold or axilla):
Use gentle, repeated back-and-forth strokes
for two minutes.

Dry

e For dry surgical sites, allow the area to dry for
approximately 30 seconds.

e For moist surgical sites, allow the area to dry for
approximately one minute.

e Do not blot or wipe away the solution.
Before using the ChloraPrep
FREPP 1.5 mL applicator, read
the instructions on the package. dressing adhesion.
Use in accordance with the policies
and procedures of your hospital.

e The solution must be dry for optimal drape/

ChloraPrep representative:

In-service dates:
Time:
Reorder #:

Location of ChloraPrep

carefusion.com/chloraprep | 800.523.0502 applicators at this facility:

ChloraPrep’

Patient preoperative skin preparation
2% chlorhexidine gluconate (CHG) and 70% isopropyl alcohol (IPA)

© 2013 CareFusion Corporation or one of its subsidiaries. All rights reserved. ChloraPrep, Hi-Lite Orange, CareFusion and the CareFusion
logo are trademarks or registered trademarks of CareFusion Corporation or one of its subsidiaries. VA2642 (1113/2000) MRK-14004

Catalog number

260299

Approximate coverage area: 2.5"x 2.5"
20 applicators per carton,
25 cartons per case

Important safety points

¢ Do not repeatedly pinch or pump the wings in an
attempt to accelerate the saturation of the foam.

Safety points for products containing alcohol
e Do not use with electrocautery.
e Do not allow the solution to pool.

e Remove wet materials from the prep area.

Additional information

e Use with care in premature infants or infants under 2
months of age. These products may cause irritation or
chemical burns.

e Discard the applicator after a single use.

e Note that the applicator is latex-free and for
external use.

e Use in a well-ventilated area.

e Do not use for lumbar puncture or in contact with
the meninges.

e Do not use on open wounds or as a general skin cleanser.
e Do not use on patients with known allergies to CHG or IPA.
e Keep the solution out of the eyes, ears and mouth.

e Store between 15 to 30 °C (59 to 86 °F).

e Avoid freezing and excessive heat above 40 °C. (104 °F).
Store within the recommended conditions to maintain
the efficacy.

@ CareFusion
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ChloraPrep” SEPP® 0.67 mL applicator

Patient preoperative skin preparation
2% chlorhexidine gluconate (CHG) and 70% isopropyl alcohol (IPA)

Application instructions

Before using the ChloraPrep
SEPP® 0.67 mL applicator, read
the instructions on the package.
Use in accordance with the policies
and procedures of your hospital.

carefusion.com/chloraprep | 800.523.0502

Pinch

¢ Hold the applicator as shown with the sponge
tip facing down. Do not touch the tip.

¢ Pinch the applicator only once to activate it and
release the antiseptic.

Apply

e Allow the solution to partially load in the sponge.
Gently press the applicator tip against the treatment
area until liquid is visible on the skin.

e Completely wet the treatment area with antiseptic,
using gentle back-and-forth strokes, progressing
from the insertion/incision site to the periphery:

- For dry sites (e.g., abdomen or arm):
Use gentle, repeated back-and-forth strokes
for 30 seconds.

— For moist sites (e.g., inguinal fold or axilla):
Use gentle, repeated back-and-forth strokes
for two minutes.

Dry

e For dry surgical sites, allow the area to dry for
approximately 30 seconds.

e For moist surgical sites, allow the area to dry for
approximately one minute.

e Do not blot or wipe away the solution.

¢ The solution must be dry for optimal drape/
dressing adhesion.

ChloraPrep representative:
In-service dates:

Time:

Reorder #:

Location of ChloraPrep
applicators at this facility:

ChloraPrep’

Patient preoperative skin preparation
2% chlorhexidine gluconate (CHG) and 70% isopropyl alcohol (IPA)

© 2013 CareFusion Corporation or one of its subsidiaries. All rights reserved. ChloraPrep, Hi-Lite Orange, CareFusion and the CareFusion
logo are trademarks or registered trademarks of CareFusion Corporation or one of its subsidiaries. VA2642 (1113/2000) MRK-14005

Ty Catalog number

260449

Approximate coverage area: 2.5"x 2.5"
200 applicators per carton,
10 cartons per case

Important safety points

¢ Do not repeatedly pinch or pump the applicator
in an attempt to accelerate the saturation of the
applicator tip.

Safety points for products containing alcohol
e Do not use with electrocautery.
e Do not allow the solution to pool.

e Remove wet materials from the prep area.

Additional information

e Use with care in premature infants or infants under 2
months of age. These products may cause irritation or
chemical burns.

e Discard the applicator after a single use.

¢ Note that the applicator is latex-free and for
external use.

e Use in a well-ventilated area.

e Do not use for lumbar puncture or in contact with
the meninges.

e Do not use on open wounds or as a general skin cleanser.
e Do not use on patients with known allergies to CHG or IPA.
e Keep the solution out of the eyes, ears and mouth.

e Store between 15 to 30 °C (59 to 86 °F).

e Avoid freezing and excessive heat above 40 °C (104 °F).
Store within the recommended conditions to maintain
the efficacy.

@ CareFusion
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ChloraPrep” swabstick applicator

Patient preoperative skin preparation
2% chlorhexidine gluconate (CHG) and 70% isopropyl alcohol (IPA)

Catalog number

Application instructions
260100

Approximate coverage area: 2.5"x 2.5"
48 pouches per carton,

10 cartons per case

Tear
e Tear the pouch at the side notch to reveal Safety points for products containing alcohol
the applicator handle. e Do not use with electrocautery.

e Do not allow the solution to pool.

e Remove wet materials from the prep area.

Additional information

e Use with care in premature infants or infants under 2
months of age. These products may cause irritation or

Apply chemical burns.

e Twist and remove the packaging tip. Do not touch

e Discard the applicator after a single use.
the foam applicator tip.
¢ Note that the applicator is latex-free and for external use.
e Place the foam flat side down on the treatment area.
e Use in a well-ventilated area.

e Completely wet the treatment area with antiseptic,

using gentle back-and-forth strokes, progressing e Do not use for lumbar puncture or in contact with

from the insertion/incision site to the periphery: the meninges.
e Do not use on open wounds or as a general skin cleanser.
- For dry sites (e.g., abdomen or arm):

Use gentle, repeated back-and-forth strokes for * Do not use on patients with known allergies to CHG or IPA.

30 seconds. e Keep the solution out of the eyes, ears and mouth.

- For moist sites (e.g., inguinal fold or axilla): e Store between 15 to 30 °C (59 to 86 °F).
Use gentle, repeated back-and-forth strokes for e Avoid freezing and excessive heat above 40 °C (104 °F).
two minutes. Store within the recommended conditions to maintain

the efficacy.

Dry

e For dry surgical sites, allow the area to dry for
approximately 30 seconds.

e For moist surgical sites, allow the area to dry for
approximately one minute.

e Do not blot or wipe away the solution.

Before using the ChloraPrep® e The solution must be dry for optimal drape/
swabstick applicator, read the

instructions on the package. Use
in accordance with the policies
and procedures of your hospital.

dressing adhesion.

ChloraPrep representative:

In-service dates:

Time:

Reorder #:

Location of ChloraPrep

carefusion.com/chloraprep | 800.523.0502 applicators at this facility:

ChloraPrep

Patient preoperative skin preparation
2% chlorhexidine gluconate (CHG) and 70% isopropyl alcohol (IPA)

@ CareFusion

© 2013 CareFusion Corporation or one of its subsidiaries. All rights reserved. ChloraPrep, Hi-Lite Orange, CareFusion and the CareFusion
logo are trademarks or registered trademarks of CareFusion Corporation or one of its subsidiaries. VA2642 (1113/2000) MRK-14006
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ECOLNAB

Powdered Sanitizer

ACTIVE INGREDIENT:

Sodium dichloro-s-triazinetrione dihydrate.............cccocrvvev it 27.3%
INERT INGREDIENTS:
TOTAL: ..o,
Provides a minimum of 15% available chlorine
Formula contains no phosphorus.

KEEP OUT OF REACH OF CHILDREN
DANGER

PRECAUTIONARY STATEMENTS
HAZARDS TO HUMANS AND DOMESTIC ANIMALS

DANGER CORROSIVE. Causes irreversible eye damage. Causes

skin irritation. Harmful if swallowed, inhaled or absorbed through skin.

Do not get in eyes, on skin or on clothing. Wear goggles, face shield
or safety glasses. Wash thoroughly after handling. Remove
contaminated clothing and wash before reuse.

EPA Reg. No. 1677-91

EPA Est. 1677-IL-2 (J), 1677-NJ-1 (W), 1677-TX-1 (D),
1677-GA-1 (M), 1677-CA-1 (S), 1677-MN-1 (P), 1677-PR-1 (B),
11321-CA-1 (C), 1677-0H-1 (H), 1677-CA-2 (R), 303-IN-1 (L),
1677-MO-1 (K), 1677-WV-1 (V), 6574-KY-001.

Superscript refers to first letter of date code.

Ecolab Inc., Food & Beverage Division
370 Wabasha Street N.
St. Paul, Minnesota 55102-1390 U.S.A.

© 2002 Ecolab Inc. Made in U.S.A.  798702/5307/1102
All Rights Reserved

Master File: Agri/Crystal 11 x 8.5” Gradient-reg.
Size: 11 x 8.5” Label type: affixed side label/paper

Quark Xpress
Inks: PMS 163 orange 136 yellow & black

Trichlor-0-Gide

FIRST AID

IF IN EYES: Hold eye open and rinse slowly and gently with water for
15-20 minutes. Remove contact lenses, if present, after the first 5
minutes, then continue rinsing eye. Call a poison control center or
doctor for treatment advice.

IF ON SKIN OR CLOTHING: Take off contaminated clothing. Rinse skin
immediately with plenty of water for 15-20 minutes. Call a poison
control center or doctor for treatment advice.

IF INHALED: Move person to fresh air. If person is not breathing, call
911 or an ambulance, then give artificial respiration, preferably mouth-
to-mouth, if possible. Call a poison control center or doctor for further
treatment advice.

IF SWALLOWED: Call a poison control center or doctor for treatment
advice. Have a person sip a glass of water if able to swallow. Do not
induce vomiting unless told to do so by a poison control center or
doctor. Do not give anything by mouth to an unconscious person.
FOR EMERGENCY MEDICAL INFORMATION IN USA OR CANADA,

CALL: 1-800-328-0026.

FOR EMERGENCY MEDICAL INFORMATION WORLDWIDE,

CALL: 1-651-222-5352 (IN THE USA).

Have the product container or label with you when calling a poison
control center or doctor, or going for treatment.

NOTE TO PHYSICIAN: Probable mucosal damage may contraindicate the
use of gastric lavage.

PHYSICAL AND CHEMICAL HAZARDS:

Strong oxidizing agent. Do not mix with acids, will cause hazardous
vapors. Mix only with water according to label directions. Do not store
or use in a manner that would contaminate food or feed.
ENVIRONMENTAL HAZARDS

This pesticide is toxic to fish and aquatic organisms. Do not discharge
effluent containing this product into lakes, streams, ponds, estuaries,
oceans, or public waters unless in accordance with the requirements of a
National Pollutant Discharge Elimination System (NPDES) permit and
permitting authority has been notified in writing prior to discharge.

Do not discharge effluent containing this product to sewer systems
without previously notifying the sewage treatment plant authority. For
guidance contact your State Water Board or Regional Office of the EPA.

798702/53

43737

Net Weight: 100 Ib/45.4 L
DIRECTIONS FOR USE

It is a violation of Federal Law to use this product in a manner inconsistent with
its labeling.

DAIRY, BEVERAGE AND FOOD PROCESSING PLANTS:

Remove gross food particles and soil by a pre-flush or pre-scrape and, when
necessary, presoak the surface(s) to be sanitized. Clean utensils and equipment
thoroughly with an appropriate detergent and rinse with potable water. Before use,
sanitize these items with a 50 to 100 ppm available chlorine (0.5 oz. to 1 oz. per 12
gallons) solution of Trichlor-O-Cide XP-160 for a two minute exposure period. Use
immersion, spray or circulation techniques as appropriate to the equipment. Allow
to drain thoroughly and air dry.

NOTE: DO NOT SOAK OVERNIGHT.

DIRECTIONS FOR FOGGING: Prior to fogging, clean all surfaces and remove or
carefully protect all food products and packaging materials. Fog desired areas using
one quart per 1000 cubic feet of room area with a Trichlor-O-Cide XP-160 solution
containing 600 ppm available chlorine (1 0z to 2 gal). Vacate the area of all personnel
for a minimum of 2 hours after fogging. All food contact surfaces must be rinsed with
an EPA registered food contact surface sanitizer following fogging. Allow surfaces to
drain thoroughly before operations are resumed.

FOGGING IS TO BE USED AS AN ADJUNCT TO ACCEPTABLE MANUAL CLEANING
AND DISINFECTING OF ROOM AND MACHINE SURFACES.

NOTE: FOR MECHANICAL OPERATIONS prepared use solution may not be reused
for sanitizing but may be reused for other purposes such as cleaning.

FOR MANUAL OPERATIONS fresh sanitizing solutions should be prepared at least
daily or more often if the solution becomes diluted or soiled.

FOOD SHELL EGG SANITIZATION

Only clean, whole eggs can be used for sanitizing. Dirty, cooked, or punctured
eggs cannot be used. Thoroughly mix 0.5 to 1 oz. of this product with 12 gallons of
warm water to provide a 50 to 100 ppm available chlorine solution. The sanitizer
temperature should not exceed 130" F. Spray the warm sanitizer so that the eggs
are thoroughly wetted. Allow the eggs to thoroughly dry before casing or
breaking. Do not apply a potable water rinse. The solution should not be reused
to sanitize eggs.

STORAGE & DISPOSAL

DO NOT CONTAMINATE WATER, FOOD OR FEED BY STORAGE OR DISPOSAL.
STORAGE: Product should be stored in a dry location.

PESTICIDE DISPOSAL: Pesticide wastes are acutely hazardous. Improper disposal
of excess pesticide, spray mixture or rinsate is a violation of Federal Law. If these
wastes cannot be disposed of by use according to label instructions, contact your
State Pesticide or Environmental Control Agency, or the Hazardous Waste
representative at the nearest EPA Regional Office for guidance.

CONTAINER DISPOSAL: Completely empty liner by shaking and tapping sides and
bottom to loosen clinging particles. Empty residue into application equipment.
Then dispose of liner in a sanitary landfill or by incineration if allowed by state and
local authorities. If drum is contaminated and cannot be reused, dispose of in the
same manner.
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(Use style sheets. When “Directions” copy is heavy, reduce text and leading proportionately.)
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CERTIFICATE OF SERVICE

| hereby certify that, on this 2Hay of May, 2015, a true and correct copy of
APPLICANT’'S NOTICE OF RELIANCE has been served ®jectronic mail upon
Opposer’s attorneys aecord in this proceling at the followingelectronic addresses:

Joseph R. Dreitler, Esq.

Mary R. True, Esq.

Dreitler True, LLC
jdreitler@ustradmarklawyer.com
mtrue @ustrademarklawyer.com

/s April R. Morris
April R. Morris
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