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Year in Review
I

0 Total FCA Settlements and Judgments: over $2.68 billion
m $1.8 billion = healthcare industry

0 Highest number of settlements and judgements in history:
543

0 Whistleblowers filed 712 qui tam suits

0 DOJ initiated 500 new matters (up from 305 in FY2022)




Non-Qui Tam Actions Filed
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New FCA Matters, Including Qui Tams
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DOJ Criminal Division — Fraud Section

Health Care Fraud Unit
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Summary of 2023 Fraud Section

Individual Prosecutions!

240 \ndividuals CHARGED

FCPA HCF MIMF

15 ©143° ) s3

$3.83 billion in
alleged fraud loss

26 Individuals CONVICTED
by Guilty Plea and at Trial
FCPA HCF MIMF

@ 7 ©116 (@73

@ 23 Executives CHARGED

2 Lawyers CHARGED

38 Medical Professionals CHARGED

https://www.justice.gov/criminal/media/1339231/dI#:~:text=In%202023%2C%200ur%20pr
osecutors%20persisted,convicted%2047%20individuals%20at%20trial.




0 Medicare Part C

0 Private Equity

0 Other Trends
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0 Telemedicine/Telefraud

0 Improper Financial Relationships

Areas of Focus




Telemedicine /Telefraud

TELEFRAUD SCHEME

OI1G.HHS.GOV




ERVIC
K S! Es.,,

¥ / DEPARTMENT OF HEALTH AND HUMAN SERVICES
(C OFFICE OF INSPECTOR GENERAL

o,
“WUvaza WASHINGTON, DC 20201

REALTY
of €
4y,

5

Special Fraud Alert: OIG Alerts Practitioners To Exercise Caution
When Entering Into Arrangements With Purported Telemedicine Companies

July 20, 2022
L. Introduction

The Office of Inspector General (OIG) has conducted dozens of investigations of fraud schemes
involving companies that purported to provide telehealth, telemedicine, or telemarketing services
(collectively, Telemedicine Companies) and exploited the growing acceptance and use of
telehealth. For example, in some of these fraud schemes Telemedicine Companies intentionally
paid physicians and nonphysician practitioners (collectively, Practitioners) kickbacks to generate
orders or prescriptions for medically unnecessary durable medical equipment, genetic testing,
wound care items, or prescription medications, resulting in submissions of fraudulent claims to
Medicare, Medicaid, and other Federal health care programs. These fraud schemes vary in
design and operation, and they have involved a wide range of different individuals and types of
entities, including international and domestic telemarketing call centers, staffing companies,
Practitioners, marketers, brokers, and others.

https://oig.hhs.gov/documents/root/1045/sfa-telefraud.pdf
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U. S. Department of Health and Human Services

Office of Inspector General
April 2023, OEI-02-20-00723

Toolkit: Analyzing Telehealth Claims to Assess Program Integrity
Risks

What is the toolkit?

This toolkit provides detailed information on methods to analyze telehealth claims to
identify program integrity risks associated with telehealth services. It is based on the
methodology that the Office of Inspector General (OIG) developed for the report
Medicare Telehealth Services During the First Year of the Pandemic: Program Integrity
Risks (OEI-02-20-00720), which identified Medicare providers whose billing for telehealth
services poses a high risk to Medicare.! To address this risk, OIG called for targeted
oversight of telehealth services.

https://oig.hhs.gov/oei/reports/OEI-02-20-00723.pdf
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Telefraud /Telemedicine

o2
00 Recent cases:

o United States v. Elizabeth Hernandez (S.D. Fla.) [Sept. 2023 guilty
verdict at trial]

o United States v. Minal Patel [Aug. 2023 sentencing — 27 years; Dec.
2022 guilty verdict at trial]




00 Recent cases:

o Cigna [Sept. 2023 - $172 million settlement]

O https://www.justice.gov/opa/pr/cigna-group-pay-172-million-resolve-false-claims-act-allegations

Managed Care /Part C

settlement]

O Martin’s Point Health Care, Inc. [July 2023 - $22.485 million

O https://www.justice.gov/opa/pr/cigna-group-pay-172-million-resolve-false-claims-act-allegations

o0 CenCal Health [June 2023 - $68 million settlement]

O https://www.justice.gov/opa/pr/california-county-organized-health-system-and-three-health-care-
providers-agree-pay-68

In addition to securing these settlements, the Justice Department continued to litigate a
number of other cases involving the Medicare Advantage program, including actions
against UnitedHealth Group, Independent Health Corporation, Elevance Health (formerly

Anthem), and the Kaiser Permanente consortium.

https://www.justice.gov/opa/pr/united-states-intervenes-false-claims-act-lawsuit-against-
unitedhealth-group-inc-mischarging
https://www.justice.gov/opa/pr/united-states-intervenes-and-files-complaint-false-claims-
act-suit-against-health-insurer
https://www.justice.gov/usao-sdny/pr/manhattan-us-attorney-files-civil-fraud-suit-against-
anthem-inc-falsely-certifying
https://www.justice.gov/opa/pr/government-intervenes-false-claims-act-lawsuits-against-
kaiser-permanente-affiliates
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Medicare Part C

By the Numbers

54%

54% of Medicare enrollees received care
through Medicare Advantage in 2023.

81% of current Medicaid enrollees receive at least one
19% component of care through managed care.

$454B in estimated Government spending on
2007 2023 Medicare Advantage in 2023.

$254B Federal match for Medicaid managed care in 2021.

Managed Care Featured Topic
O1G.HHS.GOV




Private Equity

[ T —

0 Principal Deputy Assistant Attorney General Brian Boynton
remarked that the Justice Department will continue to focus
on ‘the potential role of private equity investors in the

conduct of health care entities in 2024 and beyond.”
m 2024 Federal Bar Association’s Qui Tam Conference

0 Failure to stop pre-investment conduct [H.1.G. Capital - $25
million settlement in 2021]

0 Involvement in management and knowledge of conduct
[RLH - $21.36 million settlement in 2019]

https://www.justice.gov/usao-sdfl/pr/compounding-pharmacy-two-its-executives-and-
private-equity-firm-agree-pay-2136-million



Improper Financial Relationships

(R
00 Recent cases:

0 Community Health Network [Dec. 2023 - $345 million settlement]

O https://www.justice.gov /usao-sdin/pr/community-health-network-agrees-pay-345-million-settle-
alleged-false-claims-act

0 Cardiac Imaging, Inc. [Oct. 2023 - $85.48 million settlement]

O https://www.justice.gov /usao-sdix /pr/cardiac-imaging-company-and-founder-pay-historic-8 5m-
settlement



https://www.justice.gov/usao-sdin/pr/community-health-network-agrees-pay-345-million-settle-alleged-false-claims-act
https://www.justice.gov/usao-sdin/pr/community-health-network-agrees-pay-345-million-settle-alleged-false-claims-act
https://www.justice.gov/usao-sdtx/pr/cardiac-imaging-company-and-founder-pay-historic-85m-settlement
https://www.justice.gov/usao-sdtx/pr/cardiac-imaging-company-and-founder-pay-historic-85m-settlement

Other Hot Enforcement Topics
T —
1 Causation under the FCA /AKS — circuit split

0 Dismissal of Qui Tam Cases — Polansky
0 COVID enforcement

0 Medical Necessity

Privileged and Confidential: for Internal Government Use Only
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SuperValu
T

0 Defining ““knowledge’ under the False Claims Act
2023 Supreme Court Decision: U.S. ex rel. Schutte v. Supervalu Inc.

0 The FCA's scienter/knowledge element refers to a defendant’s
knowledge and subjective beliefs—not to what an objectively
reasonable person may have known or believed.




SuperValu

0 Can establish scienter/knowledge if defendant:

O actually knew that their reported prices were not their “usual and customary”
prices when they reported those prices,

O were aware of a substantial risk that their higher, retail prices were not their
“usual and customary” prices and intentionally avoided learning whether their
reports were accurate, or

O were aware of such a substantial and unjustifiable risk but submitted the claims
anyway

0 If can make that showing, then...

O “it does not matter whether some other, objectively reasonable interpretation of
‘usual and customary’ would point to respondents’ higher prices. For scienter, it is
enough if respondents believed that their claims were not accurate.”




About 0IG ~ Reports ~ Fraud ~ Compliance ~ Exclusions v Newsroom ~ Careers ~ COVID-19 Portal

General Compliance Program Guidance

The General Compliance Program Guidance (GCPG) is a reference guide for the health
care compliance community and other health care stakeholders. The GCPG provides
information about relevant Federal laws, compliance program infrastructure, OIG
resources, and other information useful to understanding health care compliance.

The GCPG is voluntary guidance that discusses general compliance risks and General

compliance programs. The GCPG is not binding on any individual or entity. Of note, Compliance

0IG uses the word “should” in the GCPG to present voluntary, nonbinding guidance. Program
Guidance

You may download the guidance in whole, or access individual sections below.

Download Complete Guidance

Individual Sections

MNovember 2023

e 1. Introduction 11. Health Care Fraud
Enforcement and Other
Jump to Section I. Standards: Overview of Certain

Federal Laws

Jump to Section Il.

https://oig.hhs.gov/compliance/general-compliance-program-guidance/

20



Old CPG

New CPG

Published in Federal Register

Published on our website
https: / /oig.hhs.gov/compliance /compliance-guidance

Covered both general compliance considerations and
tailored risk areas
specific to industry sectors

Standalone documents

Remain good guidance as applicable
No additional FR supplements will be
issued

Sought comments through FR process

Available as archived material on OIG website

GCPG - consolidated, generally applicable compliance considerations and
legal overview

ICPGs — focused fraud and abuse risk areas specific to industry sectors and
entities involved in health care

Hub (GCPG) and spoke (ICPGs) approach

Greater flexibility to update on our website
* GCPG updated as needed
¢ ICPGs updated more frequently as new risk areas emerge

Seek feedback and suggestions for new risk areas on an ongoing basis at
compliance@oig.hhs.gov

Current information on OIG website

21


https://oig.hhs.gov/compliance/compliance-guidance/
mailto:compliance@oig.hhs.gov

Coming Soon...

o The first two industry segment-specific CPGs (ICPGs) will address Medicare
Advantage and nursing facilities. OIG intends to publish these guidance
documents in 2024.

o For the next two ICPGs, OIG anticipates addressing hospitals and clinical
laboratories.

o If you would like to provide feedback related to any of these industry
segments before the publication of these ICPGs, please contact us
at Compliance@oig.hhs.gov.

PRIVILEGED AND CONFIDENTIAL: FOR INTERNAL GOVERNMENT USE ONLY
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mailto:Compliance@oig.hhs.gov

Questions? Jessica.Sievert@usdoj.qov

(202) 993-5190
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