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views expressed herein are the personal views of the authors and do not represent the position of their 
respective organizations, any other individual attorneys associated with the organizations, or any of 
their clients. The authors expressly reserve the right to freely advocate other positions on behalf of 
clients.

2

Christopher Sabis
U.S. Attorney’s Office 
for the Middle District 

of Tennessee

Angela Bergman
Bass, Berry & Sims, 

PLC



9/28/18

2

Overview
1. Introduction
2. Federal Fraud and Abuse Laws

a. Administrative Penalties and Sanctions
b. Anti-Kickback Statute
c. Stark Law
d. False Claims Act
e. Criminal Statutes

3. State Fraud and Abuse Laws
4. Enforcement Tools

A Starting Point

• We spend a lot on health care
– CMS estimates total health care expenditures in 2015 to be 

$3.2 trillion, or $9,990 per person, and is expected to 
grown 5.6% per year

• The government foots a large part of the bill
– Medicare and Medicaid accounted for about 37% of 2015 

expenditures
• Fraud accounts for a lot of spending

– Estimated 3-10% of total health care spending is lost to 
fraud ($90 billion - $300 billion)

• Fighting fraud is a good investment
– DOJ estimates $7.70 returned for every $1 spent over past 

three years
4
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A Starting Point

• The stakes are high
– Criminal and civil penalties, treble damages, and exclusion 

• The laws are complex
– Large amount of regulatory guidance that has been characterized 

by courts and others as “completely impenetrable,” “ambiguous,” 
“arcane,” and “barely decipherable bureaucratese”

• And far-reaching
– Practices that are standard in other industries may be illegal in 

health care

5

Federal Health Care Programs

• Federal Health Care Program Defined
– Federal health care program means any plan or program providing health care 

benefits, whether directly through insurance or otherwise, that is funded directly, in 
whole or part, by the United States Government (other than the Federal Employees 
Health Benefits Program), or any State health care program as defined in this section. 
(HHS OIG exclusion definitions section at 42 CFR 1001.2)

– For purposes of this section, the term “Federal health care program” means— (1) any 
plan or program that provides health benefits, whether directly, through insurance, or 
otherwise, which is funded directly, in whole or in part, by the United States 
Government (other than the health insurance program under chapter 89 of title 5); or 
(2) any State health care program, as defined in section 1320a–7 (h) of this title. (AKS
Statute 42 USC 1320a-7b).

• Medicare – Parts A, B, C (managed care), D (prescription drug benefit)
• Medicaid
• DOD - TriCare/VA
• Federal Employee Health Benefit Program (FEHBP)
• Railroad Employees National Health and Welfare Plan
• Indian Health Service
• Others

6
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Who Regulates Healthcare
(a partial list…)

7

Administrative Enforcement

• Mandatory and permissive exclusion governed by 42 
U.S.C. §§ 1320a-7(a), (b)(1)-(16)
– Resulting from convictions for certain types of criminal 

offenses or other specified conduct, including civil 
judgments

• Civil Monetary Penalties of $10,000 to $50,000 
authorized by 42 U.S.C. § 1320a-7a; 42 C.F.R. §
1003.102

» Resulting from violations of Anti-kickback Statute, 
certain Medicare provisions or submission of false or 
fraudulent claims

» The CMP Section recently expanded, and is now very 
specific based on the violation at issue and also adjusts 
for inflation

8
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Anti-Kickback Statute (42 U.S.C. § 1320a-7b(b)) 

• The AKS is a criminal statute that prohibits knowingly 
and willfully offering, paying, soliciting or receiving any 
form of remuneration in return for, or to induce, or in 
exchange for the recommending of, the referral of items 
or services reimbursable by a federal health care 
program 

• Courts have held AKS applies to any arrangement where 
just one purpose of the remuneration is to generate 
referrals, even if other lawful purposes (see United States 
v. Greber, 760 F.2d 68 (3d Cir. 1985)) 

9

AKS – Penalties 

• Violations are punishable by a criminal fine of up to 
$25,000 or five years imprisonment, civil penalties of up 
to $74,792 per violation and damages of up to three 
times the total amount of the remuneration, and 
exclusion from participation in federal health care 
programs 

• Affordable Care Act provides that submission of a claim 
for items or services generated in violation of the AKS
constitutes a false or fraudulent claim and may be 
subject to additional penalties under the federal False 
Claims Act 

10
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AKS – Analytical Framework 

1. Does the arrangement involve parties who may refer
federal health care program business? 

2. Is remuneration offered, paid, solicited, or received by 
the parties? 

3. Does the arrangement fit within a safe harbor? 

4. Is there relevant guidance—fraud alerts, bulletins, 
compliance program guidance, advisory opinions? 

5. What facts and circumstances raise or lower the risk of 
a violation? 

11

AKS – Key Concepts 

• The AKS is a criminal statute 
• Referrals and remuneration should be understood broadly 
• Violations require that remuneration be paid purposefully to 

induce or reward referrals (no specific intent to violate the 
state is required) 

• Failure to meet to a safe harbor does not mean there is a 
violation 

• Rulemaking is relatively scant, but OIG has provided a great 
deal of subregulatory guidance in the form of advisory 
opinions, fraud alerts, bulletins, etc. 

• Fair Market Value is essential component of most safe harbors 
- Arrangements that are outside of the range of fair market 
value or that vary with revenue or referrals are inherently 
suspect 

12



9/28/18

7

AKS – Safe Harbors 

• The AKS includes a number of statutory 
exceptions and regulatory safe harbors for 
common arrangements that OIG has determined 
pose a minimal risk of fraud and abuse, including: 
– Space and equipment rentals 
– Services and management contracts 
– Employment arrangements 
– Practitioner recruitment arrangements 
– Sales of practices 
– Discounts 
– Waivers of co-insurance/deductibles 

13

AKS – Common Areas of Risk 

• Investments by physicians in companies to which they refer 
• Gifts from recipients of referrals 
• Consulting agreements with drug companies, manufacturers, 

etc. 
• Services agreements with hospitals, nursing homes, and other 

facilities 
• Referral fees or the division of fees 
• Marketing or sales arrangements with compensation based on 

revenue 
• Leases between physicians and entities to which they refer 
• Any non-FMV relationships between parties who have a 

referral relationship

14
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AKS – Reference Guide 

• Statute: 42 U.S.C. § 1320a-7b(b) 
• Safe Harbor Regulations: 42 C.F.R. § 1001.952 
• Key Commentary: 

– Safe Harbor Regulations Final Rule (56 Fed. Reg. 35952 (Jul. 29, 1991)) 
– Safe Harbor Regulations Final Rule (64 Fed. Reg. 63518-63557 (Nov. 19, 1999)) 

• OIG Guidance (available on OIG website): 
– Advisory Opinions, http://oig.hhs.gov/compliance/advisory-opinions/index.asp 
– Special Advisory Bulletin: Offering Gifts and Other Inducements to Beneficiaries (Aug. 

30, 2002) 
– Special Advisory Bulletin: Contractual Joint Ventures (Apr. 23, 2003) 
– Special Fraud Alert: Physician-Owned Entities (Mar. 26, 2013) 
– Updated Special Advisory Bulletin on the Effect of Exclusion from Participation in 

Federal Health Care Programs (May 8, 2013) 
– Fraud Alert: Physician Compensation Arrangements May Result in Significant Liability 

(Jun. 9, 2015) 
• Case Law: 

– U.S. v. Greber, 760 F.2d 68 (3d Cir. 1985), cert. denied, 474 U.S. 988 (1985) 
– U.S. v. Bay State Ambulance, 874 F.2d 20 (1st Cir. 1989) 
– Hanlester Network v. Shalala, 51 F.3d 1390 (9th Cir. 1995) 

• General: OIG Website, http://oig.hhs.gov/ 
15

Stark Law (42 U.S.C. § 1395nn)

• The federal physician self-referral prohibition, 
commonly known as the “Stark law,” prohibits 
physicians from referring patients to an entity for 
the furnishing of certain designated health services 
(DHS) that are otherwise reimbursable by 
Medicare if the physician or an immediate family 
member has a financial relationship with that 
entity, unless an exception applies 

• The Stark law also prohibits entities that provide 
DHS reimbursable by Medicare from billing the 
Medicare program for any items or services that 
result from a prohibited referral 

16
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Stark Law – Definitions 

• “Designated health services” or “DHS” include: 
– Clinical laboratory services 
– Physical therapy, occupational therapy, and speech-

language pathology services 
– Radiology and certain other imaging services 
– Radiation therapy services and supplies 
– Durable medical equipment and supplies 
– Parenteral and enteral nutrients, equipment, and supplies 
– Prosthetics, orthotics, and prosthetic devices and supplies 
– Home health services 
– Outpatient prescription drugs 
– Inpatient and outpatient hospital services 

17

Stark Law – Definitions 

• “Financial relationship” means: 

– Direct or indirect ownership or investment interest 
• May be through equity, debt, or other means 
• Includes an interest in an entity that holds an ownership or 

investment interest in any entity that furnishes DHS 

– Direct or indirect compensation arrangement 
• A compensation arrangement is any arrangement involving 

remuneration between a physician (or immediate family 
member) and DHS entity 

• Direct compensation arrangement exists if remuneration passes 
between physician and entity without any intervening persons or 
entities 

• Definition of indirect compensation arrangement is complex 
(see 42 C.F.R. § 411.354(c)(2)) 

18
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Stark Law – Penalties 

• Violations are subject to various sanctions, including 
denial of payment, civil penalties of up to $24, 253 per 
claim submitted, and exclusion from federal health care 
programs 

• Entities that receive payment as a result of a Stark 
prohibited referral must also refund such amounts—
failure to do so may constitute a false or fraudulent claim 
under the FCA 

• May be subject to additional penalties under the FCA 

19

Stark Law – Analytical Framework 

1. Is there a referral from a physician to an entity for a 
designated health service payable by Medicare*? 

2. Does the physician (or an immediate family 
member of the physician) have a financial 
relationship with the entity furnishing the 
designated health service? 

3. Does the financial relationship meet all of the 
requirements of an applicable exception? 

20
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Stark Law – Key Concepts 

• Strict liability—because no intent is required for a 
violation, Stark Law analysis is fairly mechanical, 
and violations can occur due to technical or 
procedural deficiencies 

• Determine that the Stark Law is implicated before 
analyzing exceptions 

• Most key terms are defined … often using other 
defined terms 

• CMS has added quite a bit through a long history of 
rulemaking—be careful about reaching conclusions 
based solely on the plain meaning of the statute and 
regulations 

21

Stark Law – Exceptions 

• The Stark Law includes exceptions for many of the 
customary financial relationships between physicians 
and health care providers 

• If a financial relationship implicates the Stark Law, it 
must comply with each and every requirement of an 
exception in order to avoid a violation 

• Most commonly used exceptions include: 
– Rental of office space 
– Rental of equipment 
– Bona fide employment relationships 
– Personal service arrangements 
– Physician recruitment 

22
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Stark Law – Exceptions 

• As with the AKS, certain Stark Law 
exceptions have common elements: 
– Compensation must be fair market value 
– Compensation must be set in advance 
– Compensation must not take into account the 

volume or value of referrals
– Arrangement must be commercially 

reasonable (in the absence of referrals) 
– Evidenced by a signed writing 

23

Stark Law – Reference Guide

• Statute: 42 U.S.C. § 1395nn
• Regulations: 42 C.F.R. Part 411, Subpart J – Financial Relationships Between Physician and 

Entities Furnishing Designated Health Services 
• Key Commmentary: 

– Stark II Phase I Final Rule (66 Fed. Reg. 856-965 (Jan. 4, 2001)) 
– Stark II Phase II Interim Final Rule (69 Fed. Reg. 16054-16146 (M ar. 26, 2004)) 
– Stark II Phase III Final Rule (72 Fed. Reg. 51012-51099 (Sept. 5, 2007)) 
– Miscellaneous Changes; Excerpt from FY 2009 IPPS Final Rule (73 Fed. Reg. 48434, 48688-48740 

(Aug. 19, 2008)) 
– Changes to Whole Hospital Exception; Excerpt from CY 2011 OPPS Final Rule (75 Fed. Reg. 72128, 

72240-72256 (Nov. 24, 2010)) 
– Miscellaneous Changes; Excerpt from CY 2016 PFS Final Rule (80 Fed. Reg. 70886, 71300-71341 

(Nov. 16, 2015)) 
• Case Law: 

– U.S. ex rel. Perales v. St. Margaret’s Hospital, 243 F.Supp.2d 843 (C.D. Ill. 2003) 
– U.S. ex rel. Kosenske v. Carlisle HMA Inc., 554 F.3d 88 (3d Cir. 2009) 
– U.S. ex rel. Singh v. Bradford Regional Medical Center, Civ. No. 04-186, 2010 WL 4687739 (W.D. 

Pa. Nov. 10, 2010) 
– U.S. ex rel. Drakeford v. Tuomey Healthcare Sys., 792 F.3d 364 (4th Cir. 2015) 

• General: CMS Physician Self-Referral Website, https://www.cms.gov/Medicare/Fraud-
and-Abuse/PhysicianSelfReferral/index.html 

24
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False Claims Act 
(31 U.S.C. §§ 3729-3733)

• The False Claims Act (“FCA”) was enacted during the Civil War to 
curb procurement fraud by suppliers to the Union Army.

• Key amendments in 1986, 2009 (FERA), and 2010 (PPACA &  
Financial Reform Act) expanded the FCA’s scope and made it easier 
for the government and qui tam relators (whistleblowers) to file suit.

• Strong enforcement tool for health care fraud and abuse due to 
scope, penalties, and qui tam provisions allowing private parties to 
bring suit on behalf of government and participate in % of any 
recovery

FCA: A Starting Point

• Key features include: 
– Mandatory treble (3x) damages and per claim penalty of up to 

$22,363 
– Strong whistleblower incentives (share up to 30% of the recovery)
– A permissive knowledge requirement
– Exposure of contractors and other third parties to liability 
– Gives rise to liability for certain false implied statements
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FCA: A Starting Point

FCA: A Starting Point

• Main industries exposed to FCA enforcement include: 

– Healthcare ($2.4 billion or just under 65% of all recoveries in 
2017)

– Housing and Mortgage

– Defense & National Security 

• Other industries increasingly exposed to FCA liability include: 

– Educational lending

– Stimulus projects and alternative energy

– Technology
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Health Care Fraud Enforcement – 2017

does not account for the additional millions of dollars 
recovered for state Medicaid programs related to state and 
federal level enforcement activity 

Liability Under the FCA

• The FCA (31 U.S.C. §§ 3729-3733) creates liability for seven specific 
types of prohibited conduct. The two most often used in FCA 
litigation are: 

– The false claims provision, which creates liability for 
“knowingly present[ing], or caus[ing] to be presented, a false or 
fraudulent claim for payment or approval” (31 U.S.C. §
3729(a)(1)(A)); and  

– The false statement provision, which creates liability for 
“knowingly mak[ing], us[ing], or caus[ing] to be made or used, a 
false record or statement material to a false or fraudulent claim” 
(31 U.S.C. § 3729(a)(1)(B))

• The FCA also prohibits retaliatory actions against employees, 
contractors, or agents who report or act to stop an FCA violation (31 
U.S.C. § 3730(h)(1))
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Liability Under the FCA

• Failure to Return Overpayments & 60 day Rule – Under the 
PPACA, overpayments from Medicare or Medicaid must be reported 
and returned within 60 days after identification, after which time it 
becomes an “obligation” subject to enforcement under the FCA’s 
“reverse false claims provision” (31 U.S.C. § 3729(a)(1)(G)) which 
prohibits knowingly retaining money owed to the government 

• “Identification” (i.e., what starts the 60 day clock) = “when the 
person has, or should have through the exercise of reasonable 
diligence, determined that the person has received an overpayment 
and quantified the amount” 

• 6 year lookback period 

Liability for Failure to Return Overpayment

– U.S. ex rel. Malie v. First Coast Cardiovascular 
Institute, P.A., No. 3:16-cv-1054 (M.D. Fla.) Jacksonville 
cardiovascular practice agreed to pay $448,821 to settle 
allegations that practice did not return known overpayments 

– Alleged overpayments arose from credit balances or 
overpayments owed to federal health care programs. These 
credit balances often occur in a medical practice, for example, 
when two insurers share responsibility for a payment and one 
pays too much.

– Settlement amount more than 2.5x alleged overpayment amount 
($175,000)
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Liability Under the FCA

• A properly pleaded FCA claim must contain four elements: 
1. A claim for payment was submitted to the government
2. The claim (or record or statement material to the claim) was 

false
3. Defendant knew or should have known the claim was false
4. The claim or statement was material to the government’s 

decision to pay

Liability Under the FCA

• “Claim” is defined broadly as “any request or demand … for money 
or property” made to the government (31 U.S.C. § 3729(b)(2)(A))

• Includes requests or demands made to a contractor, grantee, or 
other recipient if the money or property is: 
– To be spent or used on the government’s behalf, or to advance a 

government program or interest; or 
– Paid for or reimbursed by the government



9/28/18

18

Liability Under the FCA

• “False” and “fraudulent” not defined by the statute

• A factually false claim contains an incorrect description of the 
goods provided or requests reimbursement for goods not provided.

• A legally false claim occurs when a submitted claim certifies 
compliance (either expressly or impliedly) with a material statutory, 
regulatory, or contractual provision:

– Express False Certification – company that submits a claim 
expressly certifies compliance with ancillary legal requirements, either 
accompanying the invoice or at some other point

– Implied False Certification – theory that company implicitly 
certifies compliance with relevant ancillary requirements each time it 
submits an invoice to the government for any work performed or 
product delivered, even if no express certification of compliance has 
been made 

Liability Under the FCA

• “Knowingly” defined broadly to include: 
– Actual knowledge
– Deliberate ignorance of the truth or falsity of the information
– Reckless disregard of the truth or falsity of the information 
(31 U.S.C. § 3729(b)(1))

• Specific intent to defraud is not required
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Liability Under the FCA

• “Material” is defined as “having a natural tendency to influence, or 
be capable of influencing, the payment or receipt of money or 
property”  (31 U.S.C. § 3729(b)(4))

• The materiality requirement is “rigorous” and “demanding,” and 
must be strictly enforced to prevent the FCA from becoming an “all-
purpose antifraud statute or a vehicle for punishing garden-variety 
breaches of contract or regulatory violations.” Universal Health 
Services, Inc. v. U.S. ex rel. Escobar, 136 S.Ct. 1989 (2016). 

Medical Necessity

Whether the medical judgment of professionals may be the subject of False
Claims Act liability is the subject of significant debate. One example:

United States v. Paulus, 2017 WL 908409 (E.D. Ky. 2017) – Cardiologist indicted for
health care fraud and making false statements related to medically unnecessary cardiac
procedures, including catheterizations and stent placements, and falsely recorded the
existence and extent of lesions observed during the procedure and then submitted the
allegedly false and fraudulent claims to health care benefit programs. District court
overturned a jury verdict holding that the medical judgment associated with whether to
insert cardiac stents was a subjective opinion and not subject to proof or disproof.

The Sixth Circuit reversed in June, stating that despite the governments acknowledgment
that medical judgment varies in determining the degree of blockage, medical opinions may
trigger liability for fraud where “they are not honestly held by their maker, or when the
speaker knows of facts that are fundamentally incompatible with his opinion.” Id. at 276.
The Sixth Circuit accepted the governments argument that the physician at issue did not
simply have a different medical judgment, but that the physician repeatedly misstated what
his interpretation of the test was. The court found that expert witnesses asserting that the
physician exaggerated the results of testing were sufficient for a jury to find falsity.
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Damages and Penalties 

• FCA violations are punishable by treble (3x) damages (may be 
reduced to mandatory double damages if defendant self-discloses 
fraudulent activity), plus

• Per claim civil penalty between $11,181 and $22,363 for penalties 
assessed after Jan. 29, 2018 (applies to violations occurring after 
Nov. 2, 2015) 

Qui Tam Provisions

• Both the U.S. Attorney General and private persons may bring a civil 
action under the FCA

• An action commenced by a private litigant (qui tam relator or 
whistleblower) is in the name of the government

• Qui tam relators must: (1) file the complaint under seal; and (2) give the 
government a copy of the complaint and substantially all material 
evidence and information they possess (31 U.S.C. 3730(b)(2))

• Government has 60 days to investigate and elect to intervene in the case 
(courts routinely extend this period for good cause shown) 

• Main investigative tool is the Civil Investigative Demand (“CID”). The 
FCA authorizes the DOJ to use CIDs to make document requests, issue 
interrogatories, and conduct depositions before the defendant is served 
with formal notice of the suit or the qui tam relator’s complaint is 
unsealed (31 U.S.C. 3730(b)(2))
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Qui Tam Provisions

• Whether the government intervenes in a qui tam case is a major 
factor in the probable outcome and recovery

• The qui tam relator stands to collect a % of any judgment or 
settlement regardless of government’s intervention decision
– 25-30% if the government does not intervene
– Up to 25% if the government intervenes

• To what extent did relator’s counsel contribution to prosecution?
• To what extent was the action based on disclosures and information from 

relator? 
• Did the relator plan or initiate the underlying violation?
• Will the relator be convicted of criminal conduct arising from its role in the 

alleged violation of the FCA? 

• Qui tam relators are entitled to reasonable expenses and attorneys’ 
fees (31 U.S.C. § 3730(d)(3))

Qui Tam Provisions

• The FCA protects whistleblowers from adverse employment actions related 
to their whistleblowing activities

• To establish that an employer retaliated against an employee in violation of §
3730(h), an employee must demonstrate that: 
– (1) the employee engaged in protected activity; 
– (2) the employer knew that the employee was engaged in protected 

activity (the notice element); and 
– (3) that, as a result, the employee was discriminated against.

• Protected activity includes:
– Employee “conduct in furtherance of an action under this section;” and
– “Other efforts to stop 1 or more violations of this subchapter”  

• Prevailing employee entitled to: (1) reinstatement; (2) backpay x2 plus 
interest; and (3) compensation for any special damages sustained as the 
result of the discrimination, including litigation costs and reasonable 
attorneys’ fees
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Moving to Dismiss an FCA Complaint

• The most common grounds to dismiss FCA cases are: 
– Failure to plead fraud with particularity (Fed. R. Civ. P. 9(b))
– Failure to state a claim upon which relief can be granted (Fed. R. 

Civ. P. 12(b)(6))
• Lack of a false statement
• Lack of materiality
• Lack of knowledge 

– The public disclosure bar (31 U.S.C. § 3730(e)(4)(A))
– The first-to-file bar (31 U.S.C. § 3730(b)(5))
– The statute of limitations (31 U.S.C. § 3731(b))

FCA Public Disclosure Bar

• A qui tam action must be dismissed if substantially the same allegations 
or transactions in the complaint were publicly disclosed in any of the 
following: 
– A federal criminal, civil or administrative hearing in which the 

government or its agent is a party
– A congressional, Government Accountability Office or other federal 

report, hearing, audit or investigation
– The news media

• Exception where the qui tam relator is an “original source” of the 
information, meaning they:
– Conveyed the information to the government prior to the public 

disclosure; or 
– Had independent knowledge that materially adds to the publicly 

disclosed allegation and provided that information to the government 
before filing the FCA action
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FCA First-to-File Bar

• Limits the rights of private litigants to bring an action premised on 
facts that are already at issue in another pending FCA matter

• Application presents numerous difficulties
– Is the first-to-file bar jurisdictional? 
– Can a later-filed suit that violates the first-to-file bar be “cured” 

with dismissal of first suit? 
– Can a first-to-file violation in a later-filed suit be cured through 

amendment?
– If yes, is the FCA’s limitations period measured from the date of 

the relator’s curative pleading or original complaint? 

FCA Statute of Limitations

• Either: 

– Six (6) years after the date on which the violation is committed; 

or 

– Three (3) years after the date when the U.S. official responsible to 
act in the circumstances knew of, or reasonably should have 
known, the facts material to the right of action, but not more than 
ten (10) years after the date on which the violation is committed
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FCA Trends 

• Filing of qui tam cases remains high post-PPACA
– 600+ cases/year and $29.5 billion in recoveries since 2009
– 2017’s recoveries originating from qui tam lawsuits (over $3.4B of 

$3.7B total) is the second-highest total ever 
• A more sophisticated and aggressive relator’s bar 
• More declined cases being pursued
• Government increasing use of data analysis
• Increased focus on individual liability/responsibility (Yates Memo)
• Increased focus by DOJ criminal division
• Rise in state AG/Medicaid Fraud Control Unit actions

– Including opioid-related suits against drug manufacturers, 
distributors, providers, and pharmacists

Escobar – Implied False Certification & Materiality

Universal Health Services, Inc. v. U.S. ex rel. Escobar, 136 S. Ct. 1989 (2016)

• History: Teenage Medicaid beneficiary died after receiving treatment from 
unlicensed and unsupervised professionals at a mental health clinic. Parents filed 
complaints with several state agencies and a qui tam action that alleged that lack of 
compliance with state regulations governing staff qualifications and supervision 
rendered claims “false”

• District Court
– Granted Defendant’s motion to dismiss
– Parents’ complaint failed to allege that compliance with regulations at issue was 

a condition of payment of Massachusetts Medicaid

• 1st Circuit Court of Appeals
– Reversed
– Supervision standards at issue were “express and absolute” conditions of 

payment and provided “dispositive evidence of materiality”



9/28/18

25

Escobar - Implied False Certification & Materiality

• Held: UHS’s submission of claims designating payment codes for specific 
counseling services without disclosing underlying violations of the staff 
and licensing requirements at issue constituted actionable FCA violations

• Escobar: (1) affirmed the viability of the implied false certification theory 
of liability, “at least” when two conditions are met; and (2) articulated the 
standard for analyzing the FCA’s materiality requirement

• Two conditions:
– (1) The claim submitted to the government not only requests payment, “but 

also makes specific representations about the goods or services provided”; 
&

– (2) The defendant’s “failure to disclose noncompliance with material 
statutory, regulatory, or contractual requirements makes those 
representations misleading half-truths.”

Escobar - Implied False Certification & Materiality

• Materiality: 
– Scope of FCA liability can be policed through “strict enforcement” of 

materiality and scienter
– Materiality is a “demanding” and “rigorous” standard

• “We now clarify how that materiality requirement should be enforced”:
– It is not sufficient for a finding of materiality that the government “would have had 

the option to decline to pay if it knew of the defendant’s noncompliance.”

– The government’s decision to “expressly identify a provision as a condition of 
payment is relevant, but not automatically dispositive” of the materiality inquiry.

– It is evidence of materiality “that the defendant knows that the government 
consistently refuses to pay claims in the mine run of cases based on noncompliance” 
with a requirement.

– It is “[v]ery strong evidence” of immateriality “if the government pays a particular 
claim in full despite its actual knowledge that certain requirements were violated.”

– It is “[s]trong evidence” of immateriality “if the government regularly pays a 
particular type of claim in full despite actual knowledge that certain requirements 
were violated, and has signaled no change in position.”
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Aftermath of Escobar

• On remand, First Circuit again held that compliance with the 
regulations at issue was material. Centrality of licensing and 
supervision requirements go to “very essence of the bargain.”  Fact 
that Government might have paid with knowledge is not dispositive.

• Post-Escobar, how does a provider evaluate whether a particularity 
regulatory or contractual requirement is material to payment?

• Strategic considerations regarding the government’s decision to pay 
will drive discovery 

• Watch for continued developments regarding falsity and materiality 
in the wake of Escobar

Developments to Watch

• The effect of Associate Attorney General Rachel Brand’s 1/25/2018 
memorandum entitled “Limiting Use of Agency Guidance 
Documents in Affirmative Civil Enforcement Cases” 
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Relevant Criminal Statutes 

• Offenses Involving False Claims and False Statements 
– 18 U.S.C. §§ 287, 1001 (false statements), 1035 (false 

statements relating to healthcare matters) 
• Fraud Scheme Statutes 

– 18 U.S.C. §§ 1341 (mail), 1343 (wire), 1347 (healthcare 
fraud – covers all “healthcare benefit programs” not merely 
federal programs) 

• Aggravated Identity Theft 
– 18 U.S.C. §§ 1028A – covers transfer, possession or use of 

identification without lawful authority; mandatory 2 year 
minimum sentence 

• Obstruction of Audits and Investigations 
• Medicare/Medicaid Fraud Statutes 
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State Fraud and Abuse Laws 

• Most states have fraud and abuse 
prohibitions, some of which are similar to 
their federal counterparts, including the FCA, 
AKS, and Stark 

• States often have other laws of more general 
application that may apply to health care 
industry arrangements, including laws on fee 
splitting, insurance fraud, deceptive trade 
practices, and consumer protection laws 

54
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State Fraud and Abuse Laws 

• TennCare Anti-Kickback and Anti-Solicitation 
Provisions 
– Tenn. Comp. R. & Regs. 1200-13-13-.08(4); 1200-13-14-

.08(4) 
• Physician Advertising/Anti-Kickback Prohibition 

– Tenn. Comp. R. & Regs. 0880-02-.13(4)(t) 
• Medical Practice Act Rebate Prohibition 

– Tenn. Code Ann. § 63-6-214(b)(16) 
• Tennessee Medical Laboratory Act Anti-Kickback 

Prohibition 
– Tenn. Code Ann. § 68-29-129(7) 

• Tennessee Physician Self-Referral Prohibition 
– Tenn. Code Ann. § 63-6-602 
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State Fraud and Abuse Laws 

• Tennessee Physicians’ Conflict of Interest Disclosure 
Act of 1991 
– Tenn. Code Ann. § 63-6-501 et seq. 

• Tennessee Medicaid False Claims Act 
– Tenn. Code Ann. § 71-5-181 et seq. 

• Tennessee False Claims Act 
– Tenn. Code Ann. § 4-18-101 et seq. 

• Physician fee splitting prohibitions 
– Tenn. Code Ann. § 63-6-225 
– Fee splitting laws for other professionals (dentists, 

podiatrists, optometrists, labs, etc.) 
• Corporate practice of medicine 

– Tenn. Code Ann. §§ 63-6-201; 63-6-204; 68-11-205 
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Federal Agencies & Law Enforcement 
Partners

• DOJ works with numerous federal 
agencies and contractors to investigate 
allegations of fraud.
– HHS, DOT, DOE, DOD, FBI, USPS, Secret 

Service, MACs & ZPICs
• Tennessee’s Office of the Attorney General
– And other State Attorneys General

• Tennessee Bureau of Investigation

57

Investigative Tools 

• Civil Investigative Demands, 31 U.S.C. § 3733 
– Thanks to FERA, CIDs can be authorized at the 

U.S. Attorney level (not just by the Attorney 
General of the U.S.). 

– Through CIDs, the U.S. can propound document 
requests and/or interrogatories. Can also compel 
deposition testimony. 

– Materials may be shared with a relator or any 
attorney within the DOJ working on a related 
civil, criminal, or administrative matter. 
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Investigative Tools 

• Authorized Investigative Demands, 18 U.S.C. 
§ 3486 
– Yes, it does mean there is a criminal investigation. 
– Can also be authorized at the U.S. Attorney level. 
– Unlike proceeds from grand jury subpoenas, 

these materials may be shared with civil AUSAs.

• Search warrants 
– Proceeds may be shared with civil AUSAs. 
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Investigative Tools 

• Grand Jury Subpoenas 
– Can require documents or testimony. 
– Can be authorized by the criminal AUSA on 

behalf of the grand jury. 
– Secrecy rules of Federal Rule of Criminal 

Procedure 6(e) restrict sharing of information. 
– Proceeds generally limited to the grand jury, 

criminal AUSAs, and authorized agents unless 
a 6(e) Order from a court is obtained. 
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Takeaways

1. Consider whether fraud and abuse laws apply whenever one of the 
parties to a financial relationship can generate business for the 
other. 

2. Given the stakes, consider how the government (or a 
whistleblower) would view an arrangement—a healthy dose of 
cynicism can be helpful, particularly when structuring an 
arrangement on the front-end.

3. Identify and return overpayments! 

4. If it sounds too good to be true, it probably is. 

5. Just because others are doing it doesn’t mean it is legal. 

6. If no one else is doing it, be wary. 
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Questions?


