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Andrea is a partner in the Corporate Practice Group and a member of the 
firm’s Healthcare Industry Team. Prior to joining Jones Walker, she was a 
partner at one of the nation’s most prominent healthcare valuation and 
consulting firms. Before joining that firm, she was a member of the 
healthcare practice group of a global Am Law 100 law firm.

Andrea’s regulatory practice is national in scope and includes providing transactional, 
operational, governance, and dispute resolution counsel for a broad array of nonprofit, for-
profit, and governmental clients in the healthcare industry. She focuses on structuring, 
documenting, managing, and, when necessary, defending financial arrangements involving 
healthcare providers, which often involves attention to the “Big Three” compliance 
requirements of being fair market value, being commercially reasonable, and not 
inappropriately taking into account the volume and value of referrals. Her work includes 
assisting clients with mergers and acquisitions, affiliations, joint ventures, public-private 
partnerships, enterprise-level compliance programs, and healthcare workforce recruitment 
and management arrangements, including significant incentive, independent contractor, 
and employment arrangements that exceed $1 million in annual compensation. Her work 
also includes outside general and special counsel services for healthcare clients, often with 
respect to their contracting and compensation practices.

In addition to assisting healthcare clients in significant transactions, investigations, litigation 
and compliance planning, Andrea utilizes her public health training to assist clients both 
within and outside of the healthcare industry with post-pandemic population health 
strategies, including protocols for health services staffing, vaccination, quarantine, 
emergency preparedness and response, and the promotion of health equity.
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Certificate of Concentration in Health 
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Health, MPH, Certificate of 
Concentration in Health Law with 
secondary focus in epidemiology and 
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• Smith College- BA, Economics
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With more than two decades of experience as a federal and state prosecutor, and more 
than a decade in private practice, David Weinstein advises and represents individuals 
and companies in a broad range of white collar criminal defense and compliance 
matters. He understands the priorities of and processes followed by law-enforcement 
officials, and uses this knowledge to help clients develop, implement, and manage 
effective compliance programs, conduct internal investigations, determine self-reporting 
strategies, respond to agency inquiries, and mount a strong defense in jury trials and 
settlement negotiations.

David began his career in the Miami-Dade County State Attorney’s Office, where he 
served more than nine years as an assistant state attorney. During this time — and in 
addition to trying 70 felony jury trials — he served as chief of the Narcotics Section, chief 
of the Robbery and Career Criminal Section, and deputy chief of the Felony Division.

David spent the next decade at the United States Attorney’s Office for the Southern 
District of Florida, where he served as an assistant US attorney. Among other leadership 
roles, he was chief of the Public Integrity, National Security and Criminal Civil Rights 
Section, chief of the Narcotics Section, and deputy chief of the Major Crimes and 
Narcotics Section. Over the course of his tenure, he tried dozens of jury trials primarily 
involving multi-defendant, multi-jurisdictional, and international drug conspiracy cases. 
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Pauline has tried more than 150 jury trials across the spectrum of criminal and commercial litigation. She 
routinely handles bet-the-company and high-stakes matters, and also draws on her experience to help 
clients facing grand jury investigations by avoiding prosecution, or when facing criminal charges, by 
negotiating plea agreements or going to trial.

Pauline focuses on representing companies and individuals facing complex proceedings involving, among 
other issues, criminal mail fraud, wire fraud, RICO, health care fraud, anti-kickback statutes and Stark laws, 
False Claims Act qui tam matters, false statements, bribery, public corruption, environmental crimes, 
financial crimes, securities crimes, tax crimes, and many other violations and their parallel civil and 
administrative claims relating to the underlying criminal matter. She also represents witnesses and targets 
in federal grand jury investigations.

Pauline conducts corporate internal investigations for corporations, non-profits, audit committees, and 
boards of directors. Throughout her career, she also has represented clients in commercial litigation 
involving civil and administrative matters in the banking industry, as well as UCC and contract claims, 
discrimination claims under the Americans with Disabilities Act and other federal and state laws, and 
disputes in many other areas.

Before joining Jones Walker, Pauline served as first assistant US attorney and chief of the Criminal 
Division in the US Attorney’s Office for the Eastern District of Louisiana and as an assistant district attorney 
in charge of the Orleans Parish Fraud Unit.

A fellow of the American College of Trial lawyers since 1994, she has served on its Federal Criminal 
Procedure Committee. At Jones Walker, Pauline was formerly head of the Litigation Practice Group and 
served on the firm’s board of directors. She has also lectured and taught Trial Advocacy at Tulane Law 
School for many years.
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Dan is a member of the firm’s corporate compliance and white collar defense team. A litigator 
and trial attorney since 2004, Dan has significant experience in a broad spectrum of civil and 
criminal disputes, particularly in the areas of commercial litigation, corporate compliance and 
white collar criminal matters, internal and governmental investigations, healthcare fraud 
defense, False Claims Act defense, and employment litigation.

Dan’s clients frequently commend him for his ability to help them properly assess the issues at 
stake and chart a path forward, and for his relentless pursuit of their objectives. In recognition 
of his litigation and trial skills, Dan earned an award for Excellence in Trial Advocacy from the 
International Academy of Trial Lawyers. Dan was also selected through peer-review surveys for 
inclusion in The Best Lawyers in America© 2020 for his work in healthcare litigation. In addition, 
he is a five-time recipient of the Rising Star award from Super Lawyers for his work in the areas 
of General Litigation, White Collar Criminal Defense, and Employment Litigation.

Dan has particular experience in the healthcare industry, as he has successfully represented 
numerous individuals and businesses with healthcare investigations and litigation, including 
matters involving alleged violations of the False Claims Act, the Stark Law, and the Anti-
Kickback Statute, as well as matters involving alleged unlawful distribution of controlled 
substances (including opioids and other Schedule II-IV drugs) and alleged conspiracy to 
commit healthcare fraud. Dan also frequently assists companies with internal investigations and 
whistleblower issues.
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Disclaimers
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The information provided in this program is 
general in nature, and may not apply to your 
specific situation. It does not constitute legal or 
other professional advice. Legal advice should 
be sought before taking action based on the 
information discussed. No attorney-client 
relationship is formed merely by your 
attendance of this program.



Disclaimers
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• The panelists will provide their personal views and not necessarily those of employers, 
colleagues, or clients. 

• This presentation may include discussion of hypothetical scenarios. Any hypothetical 
scenarios do not represent actual events. 

• The program may include discussion of certain ongoing or settled lawsuits. The discussion is 
based on publicly available documents and allegations in the lawsuits. Allegations are 
allegations only, unless stated otherwise. Also, the list of cases and related issues discussed 
is for illustration and may not be comprehensive. 

• Not all slides may be covered in detail. Some have been included for reference only. 

• Some content and questions in this presentation have been presented in other forums 
and programs. They are presented here with a different perspective given the passage of 
time and/or new developments.



[S]he who is well prepared has won 
half the battle.

- Andrada

“
”



A Disclaimer on Preparation:

There are known knowns. These 
are things we know that we know. 
We also know there are known 
unknowns. That is to say there are 
things that we know we don’t know. 
But there are also unknown 
unknowns. There are things we 
don’t know we don’t know. 

- Donald Rumsfeld

“

”



Bringing it Full Circle:

Why should we look to the past in 
order to prepare for the future? 
Because there is nowhere else to 
look. 

- James Burke

“
”
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What We Know - The State of 
the Law and Healthcare 

Prosecution Risks



The “Big Three” of Healthcare Compliance:
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Not Taking into Account Volume or Value of Referrals
An arrangement/compensation should not be based on volume or value of 

business referrals

Commercially Reasonable
Compensation should be pursuant to a commercially reasonable arrangement

Fair Market Value
Compensation for items and services should be fair market value



The “Big Three” of Healthcare Compliance:
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OIG Supplemental
Compliance Guidance  

Hospitals (2005)

OIG Compliance Guidance 
Pharmaceutical Manufacturers 

(2003)

OIG Compliance Guidance 
Physician Practices (2000)

“The general rule of thumb is that any 
remuneration flowing between hospitals and 
physicians should be at fair market value for 
actual and necessary items furnished or 
services rendered based upon an arm’s-
length transaction and should not take into 
account, directly or indirectly, the value or 
volume of any past or future referrals or other 
business generated between the parties. 

Arrangements under which hospitals (i) 
provide physicians with items or services for 
free or less than fair market value, (ii) relieve 
physicians of financial obligations they would 
otherwise incur, or (iii) inflate compensation 
paid to physicians for items or services pose 
significant risk. In such circumstances, an 
inference arises that the remuneration may 
be in exchange for generating business.”

“Any time a pharmaceutical manufacturer 
provides anything of value to a [provider] who 
might prescribe the manufacturer’s product, the 
manufacturer should examine whether it is 
providing a valuable tangible benefit to the 
[provider] with the intent to induce or reward 
referrals… [I]f goods or services provided by the 
manufacturer eliminate an expense that the 
physician would have otherwise incurred (i.e., 
have independent value to the [provider]), or if 
items or services are sold to a [provider] at less 
than their fair market value, the arrangement 
may be problematic if the arrangement is tied 
directly or indirectly to the generation of federal 
health care program business for the
manufacturer.”

“[A]rrangements with hospitals, hospices, 
nursing facilities, home health agencies, 
durable medical equipment suppliers, 
pharmaceutical manufacturers and 
vendors are areas of potential concern… 
Whenever a physician practice intends to 
enter into a business arrangement that 
involves making referrals, the arrangement 
should be reviewed by legal counsel 
familiar with the anti-kickback statute and 
physician self-referral statute. 

In addition to developing standards and 
procedures to address arrangements with 
other health care providers and suppliers, 
physician practices should also consider 
implementing measures to avoid offering 
inappropriate inducements to patients. 
Examples of such inducements include 
routinely waiving coinsurance or deductible 
amounts without a good faith determination 
that the patient is in financial need...”

Separate compliance guidance for (a) nursing facilities, (b) federally grant funded research, (c) clinical laboratories, (d) ambulance suppliers, (e) 
home health agencies, (f) third party medical billing, (g)  DME providers, (h) hospices and (i)  Medicare+Choice providers



The “Big Three” of Healthcare Compliance:
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OIG Supplemental
Compliance Guidance 

Hospitals (2005)

OIG Compliance Guidance 
Pharmaceutical 

Manufacturers (2003)

OIG Compliance Guidance 
Physician Practices (2000)

Eight Identified Focus Areas:
(1) Submission of accurate claims and 

information
(2) Compliance with Stark Law, Anti-

kickback Statute, and other “referral 
statutes”

(3) Payments to reduce or limit services
(4) The Emergency Medical Treatment and 

Labor Act (EMTALA)
(5) Substandard care
(6) Relationships with federal health care 

beneficiaries
(7) HIPAA Privacy and Security Rules
(8) Billing Medicare or Medicaid substantially 

in excess of usual charges

Three Identified Focus Areas:
(1) Integrity of data used by state and 

federal governments to establish 
payment amounts

(2) Kickbacks and other illegal 
remuneration

(3) Compliance with laws regulating drug 
samples. 

Four Identified Focus Areas
(1) Furnishing and billing only reasonable and 

necessary services
(2) Appropriate relationships with hospitals, 

including (a) managing the physician’s role 
in EMTALA, (b) managing services and 
billing of teaching physicians, (c) 
gainsharing and civil monetary penalties 
law, and (d) physician 
incentive/compensation arrangements

(3) Physician billing practices
(4) “Other risk areas,” specifically including (a) 

rental of space in physician offices by 
persons or entities to which physicians 
refer and compliance with the Stark Law 
and AKS; and (b) unlawful advertising 
suggesting that any service or product is 
endorsed by the government when it is not

Separate compliance guidance for (a) nursing facilities, (b) federally grant funded research, (c) clinical laboratories, (d) ambulance suppliers, (e) 
home health agencies, (f) third party medical billing, (g)  DME providers, (h) hospices and (i)  Medicare+Choice providers



Selected List of Current Focus Areas for Healthcare 
Investigations, Prosecutions and Enforcement Activity
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• Federal Physician Self Referral Law (Stark Law) - 42 U.S.C.,§1395nn

• Federal Anti-Kickback Statute (AKS) - 42 U.S.C. §1320a-7b(b)/Federal Civil Monetary Penalties Laws (CMPL) 
- 42 U.S.C. §1320a-7a

• Federal False Claims Act (FCA) - 31 U.S.C. §3729

• Federal Tax Laws and Tax Exemption Regulations – e.g., IRC §501(c)(3) for tax-exempt entities

• Federal Healthcare Fraud Statute - 18 U.S.C. §1347

• Racketeer Influenced and Corrupt Practices Act (RICO) – 18 U.S.C. §1961-1968

• Federal Travel Act – 18 U.S.C. §1952

• Eliminating Kickbacks in Recovery Act (EKRA) – 18 U.S.C. §220

• Federal Antitrust Law, including Sherman (15 U.S.C §1 et seq.), Clayton (15 U.S.C §12 et seq.), and FTC (15 
U.S.C §41 et seq.) Acts

• Foreign Corrupt Practices Act (FCPA) – 14 U.S.C. §78dd-1 et seq.

• Federal Employment and Labor Laws, including , including FLSA, OSHA, ERISA, Title VI, VII, Title IX, etc.

• Federal Money Laundering Statute – 18 U.S.C §1956

• Varying State Laws – Examples (illustrative and not exhaustive): State physician self-referral laws and 
regulations · state anti-kickback statutes and regulations · state laws and regulations regarding Medicaid and 
commercial insurance billing and claims · state false claims acts · state anti-bribery statutes · state RICO statutes · 
state antitrust laws · state employment laws · state corporate practice of medicine laws



Federal Physician Self-Referral Law (The “Stark Law") 
42 U.S.C. §1395nn

20 |  joneswalker.com 

• Strict liability civil statute that prohibits an entity from submitting a claim for a services payable by 
Medicare/Medicaid for any of 12 types of “Designated Health Services” if the claim results from a 
referral by a physician (or by an immediate family member of a physician) with whom the entity has 
a financial arrangement (compensation or ownership), unless one of a list of specifically-
enumerated exceptions applies

• Burden is on a defendant to show that all requirements for an exception are met

• The most commonly utilized exceptions for compensation require one or more of the Big Three

• Violations trigger repayment obligations, civil monetary penalties of up to $15,000 per submitted 
claim and $100,000 for a circumvention scheme, and potential exclusion from future participation 
in federal healthcare programs

• Historically, alleged violations are associated with very high monetary penalties:
 High volumes of tainted claims that may accumulate over many years
 The Stark Law is often enforced through prosecution under the Federal False Claims Act, 

which allows for trebling of damages
 Stark Law violations may be and often are alleged in tandem with violations of other 

healthcare laws, such as the AKS, which  carry  their own penalties
 Legal fees of defending a claim can be very substantial



Federal Physician Self-Referral Law (The “Stark Law") 
42 U.S.C. §1395nn
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Designated Health Services (DHS) include:

1. Clinical laboratory services
2. Physical therapy services
3. Occupational therapy services
4. Outpatient speech-language pathology services
5. Radiology and other imaging services
6. Radiation therapy services and supplies
7. Durable medical equipment and supplies
8. Parental and enteral nutrients, equipment and supplies
9. Prosthetics, orthotics and prosthetic devices and supplies
10. Home health services
11. Outpatient prescription drugs
12. Inpatient and outpatient hospital services



Federal Physician Self-Referral Law (The “Stark Law") 
42 U.S.C. §1395nn
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Some of the notable historical enforcement examples (among many):

 U.S. ex rel Baklid Kunz v. Halifax Health  (M.D., Fla)- $85 million settlement on eve of trial in 
2015, after facing potential damages in excess of $1 billion; allegations involved all of the Big 
Three, and the procedural history of the case included summary judgment  for violation of Volume 
or Value prohibition; settlement included 5-year Corporate Integrity Agreement (CIA)

 U.S. ex rel Drakeford v. Tuomey Healthcare System (D.S.C)  - $237 million verdict against 
health system settled to $74.5 million in 2015; allegations involved all of the Big Three; case history 
spanned nearly 12 years and included 2 jury trials and 2 appeals; settlement included 5-year 
Corporate Integrity Agreement (CIA)

 U.S. and state of Florida ex rel. Schubert v. All Children’s Health System (M.D. Fla.) –
$7 million settlement to resolve allegations that health system violated the Stark Law by paying 
incentives and other compensation to physicians above fair market value and submitting claims for 
services arising from the physicians’ referrals of Medicaid patients. The court denied a motion to 
dismiss in which the defendants argued that a violation of the FCA cannot be premised on the 
basis of false Medicaid claims as opposed to Medicare claims



Federal Physician Self-Referral Law (The “Stark Law") 
42 U.S.C. §1395nn
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Selected Stark Law Cases from the Last 24 Months
U.S. ex rel. Longo 
v. Wheeling 
Hospital, Inc. et al. 
(N.D.W. Va.)

Settled (Sept 2020) 
$50 million 
settlement

Allegations: From 2007 to 2020, under the direction and control 
of its contracted management company and CEO, Wheeling 
Hospital systematically violated the Stark Law and AKS by 
knowingly and willfully paying improper compensation, including 
improper recruitment incentives, to referring physicians. The 
compensation was allegedly based on the volume or value of 
physicians’ referrals & was > fair market value.

FCA whistleblower case; 
relator was former CEO

U.S. ex rel. Brouse 
et al. v. Akron 
General Health 
System, Inc. et al. 
(N.D. Ohio).
(AGHS acquired by 
Cleveland Clinic)

Settled (July 2021) 
$21 million 
settlement by 
acquirer Cleveland 
Clinic Foundation)

Allegations: From 2010 to 2016, health system paid 
compensation substantially in excess of fair market value to 
area physician groups to secure their referrals of patients, in 
violation of the Stark Law and AKS, and then submitted 
Medicare claims for services provided to these illegally referred 
patients, in violation of the FCA.

Partially an FCA whistleblower 
case,  in which relator was 
health system’s Director of 
Internal Audit; partially the 
result of a self-disclosure 
(gov’t gave credit for the self 
disclosure  in the settlement 
amount)

U.S. ex rel. 
Jennings v. Flower 
Mound Hospital 
Partners, et al. 
(N.D. Tex.).

Settled (Dec. 2021) 
$18.5 million 
settlement, 5-year 
CIA

Allegations: A physician-owned hospital entity violated the Stark 
Law and the AKS when it repurchased shares from physician-
owners aged 63 or older and then resold those shares to 
younger physicians; the hospital impermissibly took into 
account volume and value of referrals when it (1) selected 
physicians to whom shares would be resold & (2) determined 
the # of shares ea. physician would receive.

FCA whistleblower case; 
relator was a physician owner 
of the hospital;

Allegations and settlement 
based on Medicare, Medicaid 
and Tricare claims; $500,000 
of the settlement goes to state 
of TX for Medicaid claims



Federal Physician Self-Referral Law (The “Stark Law") 
42 U.S.C. §1395nn

24 |  joneswalker.com 

Selected Stark Law Cases from the Last 24 Months
U.S. ex rel. Haight 
et al. v. Physician 
Partners of 
America 
(M.D. Fla)

Settled (April 2022) 
$24.5 million 
settlement, with 
requirement of 5-year 
CIA

Allegations: Defendant PPOA caused submission of 
claims for medically unnecessary urine drug testing (UDT).
PPOA’s affiliated toxicology lab then billed federal 
healthcare programs for the highest-level UDT. PPOA 
incentivized its physician employees to order UDT by 
paying them 40% of profits from such testing in violation of 
the Stark Law (long list of other allegations, incl. PPP 
fraud)**

FCA whistleblower 
case by relators 
who were current 
and former 
employees of 
PPOA

U.S. ex rel. 
Crowley v. 
Bioreference Labs 
et al. (D. Mass)

Settled (July 2022) 
$9.85 million,
admission of guilt, 5-
year CIA

Allegations: Between January 2013 and March 2021, 
BioReference made lease payments to physicians and 
physician groups for the rental of office space for amounts 
that exceeded fair market value, in violation of the Stark
Law and AKS.

FCA whistleblower 
case, relator was 
former employee

Weirton Medical 
Center, Weirton, 
West Virginia

Settled (July 2022), 
$1.5 million 
settlement

Allegations: Weirton violated the FCA by submitting claims 
to Medicare that resulted from violations of the Stark Law 
due to payment of compensation to referring physicians 
that exceeded fair market value or took into account the 
volume or value of the physicians’ referrals to the hospital.

Case is result of 
self-disclosure 
(amount of the 
settlement reflects 
this)

*** This case is largely a COVID relief fraud case and includes alleged violations of the Financial Institutions Reform, Recovery and Enforcement Act (FIRREA), 
arising from false claims submitted to federal healthcare programs for E/M visits, as well for a false statement in connection with a PPP loan.



Federal Physician Self-Referral Law (The “Stark Law") 
42 U.S.C. §1395nn
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New Stark Law Regulations of December 2020 (Selected Changes from 1,000+ Fed. Reg. Pages)
Regulatory
Change

Overview Effective 
Date

New Stark Law 
Definitions for 
the Big Three

Revised Definitions (3) for “Fair Market Value” 
– Thee new definitions have addition of the words “of the subject transaction” to the previous definition
– New Definitions (3 separate ones)* for the incorporated term the “General Market Value”
*New definitions are for: 1. general use/services agreements, 2. rental of equipment, 3. rental of office 
space

New Definition of “Commercially Reasonable”  
-There wasn’t a definition previously, even though commercially reasonable is a requirement of certain 
exceptions
-New definition has specific elements/tests & explicitly says an arrangement need not be profitable to be 
commercially reasonable

New Definition/Test for Taking into Account “Volume or Value” of Referrals
-There wasn’t a definition/test previously, even though not taking into account the volume or value is a 
requirement of exceptions
-New Volume or Value Test is a mathematical test that requires understanding how variables affect one 
other in healthcare

January 19, 
2021

Selected CMS 
Clarifications 
re: the Big 
Three –
Chevron 
Deference?

New definitions of the Big Three are separate & distinct: ea. must be applied separately if multiple of
the Big Three are required

New definitions of the Big Three in the Stark regulations apply only for compliance with Stark and 
not for other laws for which the Big Three may be important, such as AKS or IRS regulations

The Volume or Value prohibition does not prohibit “shadow referrals” from the perspective of CMS;
but what about courts?

January 19, 
2021



Federal Physician Self-Referral Law (The “Stark Law") 
42 U.S.C. §1395nn
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New Stark Law Regulations of December 2020 (Selected Changes from 1,000+ Fed. Reg. Pages)
Regulatory
Change

Overview Effective 
Date

Three New 
Stark Law 
Exceptions 
for Value-
Based 
Arrangement
s

Full Financial Risk:
– 8 detailed requirements and must meet all
– Arrangement must meet definition for “Full Financial Risk”
Downside Financial Risk to the Physician:
-11 detailed requirements and arrangement must meet all
-10% of total physician “remuneration” must be at risk and “remuneration” and “at risk” have 
specific meanings
Value Based Compensation Arrangements:
-14 detailed requirements and arrangement must meet all
-One of the requirements is that the arrangement be commercially reasonable (by the new 
definition)

To meet the requirements for any of the exceptions, the parties/arrangement must first 
meet all 7 threshold definitions for VBAs: 
(i) Value-Based Activity
(ii) Value-Based Arrangement
(iii) Value-Based Enterprise
(iv) Value-Based Purpose
(v) Value-Based Enterprise (VBE) Participant
(vi) Target Patient Population

January 19, 
2021
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New Stark Law Regulations of December 2020 (Selected Changes from 1,000+ Fed. Reg. Pages)
Regulatory Change Overview Effective 

Date

New requirements 
for Stark Law 
Group Practices to 
make distributions 
under the Stark In-
Office-Ancillary 
Services (IOAS) 
Exception

Profit distributions from value-based enterprise - Physician groups that meet the 8 requirements to be 
a Group Practice will be able to distribute profits (not revenues) from value-based enterprise

Profit distributions from DHS ancillaries - Physician groups that meet the requirements to be a Group 
Practice and meet the requirements of the IAOS Stark Law exception can distribute profits (not revenues) 
from DHS ancillary services

No split pools – Stark Law Group Practices cannot distribute profits from “split pools”-- must have 
aggregated profits to be distributed & use the same distribution methodology for all physicians in the group 
or in a pod of 5 or more, w/formula set in advance

January 1, 
2022

New provisions for 
the Stark Law 
exception for 
indirect 
compensation

By statute, both “direct” and “indirect” compensation arrangements need to meet a Stark Law 
exception  (and therefore probably need to comply with the Big Three)

New rules effective January 2021 changed the definition of “indirect compensation arrangement” – an 
arrangement might not be an “indirect compensation arrangement” and Stark Law may not apply unless it 
is not fair market value or fails V+V Test

New PFS rule for CY 2022 modifies the new rule of January 2021 to somewhat revert to the old 
definition of an indirect compensation for lease or use of office space or equipment that is paid per unit
(also, no rules for shared visits)

January 19, 
2021

January 1, 
2022
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New Stark Law Regulations of December 2020 (Selected Changes from 1,000+ Fed. Reg. Pages)

Effects 1: We are 
learning/need to learn 
new definitions and 
rules

• Lawyers and compliance professionals getting accustomed to rule changes of Jan 
2021 & Jan ‘22

• Some modifications to methods of analysis needed- e.g., to comply with new 
definitions of the Big Three, to comply with new MPFS rules such as 2022 MPFS 
rule regarding shared visits and split billing 

Effects 2: Some analyses 
will have a different 
scope than previously

• Need for standalone analysis of “commercial reasonableness,” “fair market value” & 
the “Volume and Value Test”

• Requests for analysis in some new and different contexts such as for compensation 
in Stark Group Practices or to/from labs and life sciences companies

Effects 3:  A potential 
need to utilize separate 
rules/ 
definitions/methods of 
analysis for specific 
clients or time periods

• Applicable Stark Law rules may differ according to the type of client and the time 
period of the arrangement– i.e., whether focusing before January 2021/2022 or after

CMS: “…it is important to preserve the [older] regulations…. to assist parties, CMS, and
law enforcement in applying the historical policies in effect at the time of the existence of
the compensation arrangement being analyzed for compliance with the physician self-
referral law."
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New Stark Law Final Rule of 2020: CMS Commentary 
Accompanying New Definitions of Fair Market Value
Some of what CMS Said with the New Definitions:
In re Fair Market Value/75th Percentile: [W]e decline to establish the rebuttable presumptions and 
“safe harbors” [of fair market value]…We are uncertain why the commenters believe that it is CMS 
policy that compensation set at or below the 75th percentile in a salary schedule is always appropriate, 
and that compensation set above the 75th percentile is suspect, if not presumed inappropriate. The 
commenters are incorrect that this is CMS policy. 85 FR 77558

In re Fair Market Value/ Survey Values: [F]air market value of a transaction—and particularly, 
compensation for physician services—may not always align with published valuation data 
compilations, such as salary surveys. In other words, the rate of compensation set forth in a salary 
survey may not always be identical to the worth of a particular physician’s services… [E]xtenuating 
circumstances may dictate that parties to an arm’s length transaction veer from values identified in 
salary surveys and other valuation data compilations that are not specific to the actual parties to the 
subject transaction… 85 FR 77554 (citing 84 FR 55799)

In re Fair Market Value/Who’s Paying: Compensation to or from a physician should not be inflated or 
reduced simply because the entity paying or receiving the compensation values the referrals or other 
business that the physician may generate more than a different potential buyer of the items or 
services. This means that a hospital may not value a physician’s services at a higher rate than a 
private equity investor or another physician practice simply because the hospital could bill for 
designated health services referred by the physician under the OPPS… 85 FR 77554
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New Stark Law Final Rule of 2020: CMS Commentary 
Accompanying New Definition of Commercially Reasonable
Some of what CMS Said with the New Definitions:

In re Commercial Reasonableness/Profitability: Although we believe that compensation 
arrangements that do not result in profit for one or more of the parties may nonetheless be 
commercially reasonable, we are not convinced that the profitability of an arrangement is 
completely irrelevant or always unrelated to a determination of its commercial reasonableness…
85 FR 77534

In re Commercial Reasonableness/Violating Other Laws: [C]onduct that violates a criminal law, 
such as inducing or rewarding referrals in violation of the anti-kickback statute, would not be a 
legitimate business purpose for an arrangement… Thus, the arrangement would not be 
commercially reasonable. 85 FR 77533 (citing 84 FR 55791)

In re Commercial Reasonableness/ Duplicating Other Arrangements: [A]rrangements that, on 
their face, appear to further a legitimate business purpose of the parties may not be commercially 
reasonable if they merely duplicate other facially legitimate arrangements. For example, a hospital 
may enter into an arrangement for the personal services of a physician to oversee its oncology 
department. If the hospital needs only one medical director for the oncology department, but later 
enters into a second arrangement with another physician for oversight of the department, the 
second arrangement merely duplicates the already obtained medical directorship services and 
may not be commercially reasonable. 85 FR 77533 (citing 84 FR 55790)
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New Stark Law Final Rule of 2020: CMS Commentary 
Accompanying New Volume or Value Definition/Test 
Some of what CMS Said with the New Definitions:

In re Volume and Value Test and Percentage Based Incentive Compensation (Could be ok… 
or not): We caution that outcomes based bonuses, as described by the commenter, could fall 
within the circumstances of the special rules at final § 411.354(d)(5) and (6), depending on how 
they are structured and whether referrals to the entity or other business generated by the physician 
for the entity are variables anywhere in the mathematical formula for determining the 
compensation. Although bonus compensation based on “system success” may not include 
referrals to or other business generated for the entity as a variable in many instances, the 
determination of whether the formula to determine the compensation includes such variables must 
be made on a case-by-case basis. 85 FR 77541-77542

In re Volume or Value Test and Required Quotas (Not OK): …there is a risk of program or 
patient abuse when a physician will receive no future compensation if he or she fails to refer as 
required. The same is true if the amount of the physician’s compensation is tied to the physician’s 
referral to a particular provider, practitioner, or supplier. To address this risk, we are revising §
411.354(d)(4) to include a condition at § 411.354(d)(4)(vi) that neither the existence of the 
compensation arrangement nor the amount of the compensation is contingent on the number or 
value of the physician’s referrals to the particular provider, practitioner, or supplier. This condition 
must be met regardless of whether the physician’s compensation takes into account the volume or 
value of his or her referrals to the entity with which the physician has the compensation 
arrangement. 85 FR 77548
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• Prohibits knowingly and willfully offering, paying, soliciting or receiving remuneration in exchange for referrals for 
items or services payable by a Federal health care program (including Medicare, Medicaid, TRICARE, etc. )

• Prosecutions and penalties may apply to parties on both sides of a prohibited arrangement

• Parties can comply with voluntary safe harbors or be subject to case by case analysis (to comply with a safe 
harbor, all requirements of the safe harbor must be completely met); requirements of certain Safe Harbors include 
the Big Three

• Civil and criminal statute- provides for criminal and/or civil penalties for violations- Civil monetary penalties of up to 
$50,000 per violation, criminal penalties of up to $25,000 and up to years in prison per violation

• Under the Affordable Care Act, violations of AKS are per se violations of the FCA

Some notable historical cases:
 United States v. Greber, 760 F.2d 68 (3d Cir. 1985), cert. denied, 474 U.S. 988 (1985)- established “one 

purpose test” - an arrangement may violate AKS if even one purpose is to induce referrals; multiple circuits 
have adopted the one purpose test

 U.S. v. Lipkis, 770 F.2d 1447, 1449 (9th Cir, 1985) – If a payment exceeds fair market value, it may be 
inferred that the amount in excess of fair market value is a payment for referrals that may implicate the AKS

 U.S. ex rel Bingham v. HCA (11th Cir, 2019) – Compensation that is fair market value is not remuneration 
implicating the AKS

 U.S. ex rel Chao v. Medtronic PLC (C.D Ca., 2022) – If payments are intended to compensate for referrals, 
they may violate the AKS, even if the payments are fair market value for items or services
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Selected AKS Cases from the Last 24 Months
United States of 
America et al v. 
BlueWave 
Healthcare 
Consultants Inc. 
(D.S.C.)

$114 million judgment,
affirmed by the 4th

circuit in March 2021

Allegations: Specialty labs Health Diagnostics Laboratory, Inc. 
(HDL) and Singulex, Inc. paid commissions to a marketing 
firm, BlueWave, based on the number of blood tests sold and 
thereby violated the AKS. The government argued these 
volume-based commissions constituted “remuneration” 
intended to induce BlueWave’s sales representatives to sell as 
many blood tests as possible and that the AKS prohibited 
BlueWave from paying its salespeople for recommending the 
tests. By paying these kickbacks, the defendants caused false 
claims to be submitted to Medicare and TRICARE for millions 
of dollars in unnecessary blood tests.

FCA whistleblower case; 4th cir. found 
“abundant evidence as to Defendants’ 
knowledge and intent” to pay kickbacks,
including that attorneys within HDL and 
BlueWave warned the defendants that 
paying commissions to independent 
contractors might violate the AKS, and 
that outside lawyers warned all three 
defendants about the illegality of the 
commissions.

U.S. ex rel. De La 
Vega v. 
CareCloud Corp. 
et al. 
(S.D. Fla.)

Settled (April 2021)  
$3.8 million + $400,000 
of Relator’s attorney’s 
fees

Allegations: Between 2012 and 2017, CareCloud offered and 
provided its existing clients cash equivalent credits, cash 
bonuses and percentage success payments to recommend 
CareCloud’s EHR products to prospective clients. Clients who 
participated executed written agreements prohibiting them 
from providing negative information about CareCloud’s EHR 
products to prospective CareCloud clients. Prospective clients 
were not told about this referral-kickback arrangement or 
about the contract that prohibited participants from sharing 
negative company information. CareCloud’s payments to 
participants violated the AKS and FCA because the kickback 
payments rendered false the claims submitted by CareCloud 
for federal incentive payments under the Medicare and 
Medicaid Electronic Health Records Incentive Programs (also 
known as Meaningful Use Programs) and the Merit-Based 
Incentive Payment System (also known as MIPS)

FCA whistleblower case filed 2017;
complaint remains under seal; 
government did not intervene before 
settlement
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Selected AKS Cases from the Last 24 Months
U.S. ex rel. Dillon 
v. Incyte Corp., 
(E.D. Pa.)

Settled (May 2021) $12.6 
million settlement

Allegations: Incyte was the sole donor to a fund that was opened by a 
nonprofit foundation to assist only myleofibrosis patients. From 2011 
through 2014, Incyte used its influence as the sole donor of the fund to 
have the foundation pay copays of Medicare and TRICARE patients 
taking Jakafi that did not have myelofibrosis, and thus were not eligible 
for assistance from the fund. Incyte managers allegedly pressured the 
foundation, through phone calls and emails, to provide economic 
assistance to these ineligible patients, and Incyte’s contractor helped 
ineligible patients to complete their applications that were submitted to 
the fund for assistance. The government alleges that through this 
conduct, Incyte violated AKS and caused false claims to be submitted 
to Medicare and TRICARE.

FCA whistleblower
case by former 
compliance 
executive at Incyte

U.S et al., ex rel. 
Frain v. Medicrea 
USA Corporation 
(E.D. Pa.)

Settled (May 2021)  
$2 million:
-$1 million to U.S. and 
participating states to resolve 
allegations of kickbacks + $1 
million to U.S. to resolve 
allegations of violating the
Open Payments Program 
(formerly the “Sunshine Act”) 
by failing to report 
expenditures to CMS

Allegations: Medicrea (acquired by Medtronic USA) provided items of 
value in the form of meals, alcoholic beverages, entertainment, and 
travel expenses to U.S.-based physicians at events surrounding the 
Scoliosis Research Society’s September 2013 Congress in Lyon, 
France. Medicrea had paid consulting agreements with physicians for 
services that never occurred. Medicrea provided the benefits to induce 
the physicians to purchase or order Medicrea’s spinal devices, and this 
resulted in false payment claims to federal healthcare programs.  This 
settlement also resolves Medicrea’s liability under CMS’s Open 
Payments Program. As part of the Affordable Care Act, Congress 
created the Open Payments Program, which requires medical device 
manufacturers to disclose payments and other transfers of value to 
physicians

FCA whistleblower 
case filed under seal
in 2016 on behalf of 
U.S., 29 states and 
District of Columbia; 
relator was 
Medicrea’s Chief 
Training Officer until 
2016
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Selected AKS Cases from the Last 24 Months
U.S. v. Taro 
Pharmaceuticals
U.S. v. Sandoz, 
Inc.

U.S. v. Apotex 
Corporation
(E.D. Pa.)

Settlement (Oct 2021) to 
resolve civil claims under the 
AKS and FCA-$442 million 
settlement payment and 5-
year CIA for each party

Previously, the parties agreed 
to $442 million and to enter 
into Deferred Prosecution 
Agreements (DPAs) to settle 
criminal antitrust claims

Allegations: Between 2013 and 2015, all three 
companies paid and received remuneration prohibited 
by the AKS through arrangements on price, supply, and 
allocation of customers with other pharmaceutical 
manufacturers for certain generic drugs manufactured 
by the companies.
• Taro Pharmaceuticals U.S.A., Inc., headquartered in 

New York, agreed to pay $213.2 million. 
• Sandoz Inc., headquartered in New Jersey, agreed to 

pay $185 million. 
• Apotex Corporation, headquartered in Florida, 

agreed to pay $49 million
• Including prior amounts paid in connection with the 

DPAs, the total settlement payments were 
approximately $900 million

A criminal antitrust case that 
included AJS claims
The CIAs include “unique internal 
monitoring and price transparency 
provisions” and require the 
companies to implement compliance 
measures including risk assessment 
programs, executive recoupment 
provisions, and compliance-related 
certifications from company 
executives and Board members

U.S. ex rel. 
Capitol 
Anesthesiology, 
P.C., et al. v. 
Stanford Plavin, 
M.D., et al.
(N.D. Ga.)

Settled (Nov 2021)  
$28 million settlement

11 individual physicians and 
10 surgical centers each 
entered separate settlement 
agreements

Allegations: Between 2005 and 2015, Ambulatory 
Anesthesia of Atlanta, LLC (f/k/a Ambulatory Anesthesia 
of Atlanta, PC) (“AAA”) and Northside Anesthesiology 
Consultants, LLC (“NAC”) made payments for drugs, 
supplies, equipment and labor, and provided free 
staffing to a number of Georgia outpatient surgery 
centers in order to induce the centers to select AAA and 
NAC to be their exclusive anesthesia providers. The 
arrangements violated the AKS and caused the 
submission of false claims in violation of the FCA.

FCA whistleblower case; relators 
included physician and competing 
anesthesia practice
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Selected AKS Cases from the Last 24 Months
U.S. ex rel. Goldberg 
v. Catholic Medical 
Ctr. et al.
(D. NH.)

Settlement (Feb 2022) 
$3.5 million settlement 

Allegations: A hospital in Manchester, NH paid its own cardiologists to cover 
for, and to be available to provide medical services for, another cardiologist’s 
patients when she was on vacation or otherwise unavailable. The hospital 
provided these call coverage services at no charge. The cardiologist who 
received the free call coverage referred millions of dollars in medical 
procedures and services to the hospital over the decade in which the free 
services were provided. Because the hospital submitted claims for payment 
to Medicare, Medicaid, and other federal health care programs including 
TRICARE for the services referred by the cardiologist, the claims were the 
result of unlawful kickbacks.

FCA 
whistleblower 
case; the relator 
was another 
cardiologist who 
was employed 
by the hospital

U.S. et al. ex rel. 
Landolt v. 
Mallinckrodt 
Pharmaceuticals Inc.
(D. Mass.)

U.S ex rel. Strunck et 
al. v. Mallinckrodt 
ARD, Inc., 
(E.D. Pa.)

U. S ex rel. Clark v. 
Questor 
Pharmaceuticals, Inc. 
(E.D. Pa.).

Settled (March 2022)  
$260 million total 
settlement

Settlement reflects 
Mallincktodt’s financial 
condition and had to be 
approved by the U.S. 
Bankruptcy Court for DE

Allegations: Mallinckrodt used a foundation as a conduit to pay illegal 
kickbacks in the form of Medicare Part D copay subsidies for its drug Acthar 
so it could market the drug as “free” to doctors and patients while increasing 
its price. Mallinckrodt allegedly paid these illegal subsidies through three 
funds that Mallinckrodt established through a foundation in order to induce 
Medicare-reimbursed purchases of Acthar at its ever-increasing price. 
In addition, Massachusetts filed a complaint alleging fraud against the 
Medicaid Rebate Program, which requires drug manufacturers to pay 
quarterly rebates to state Medicaid programs in exchange for Medicaid’s 
coverage of the manufacturers’ drugs. Mallinckrodt was alleged to have 
knowingly underpaid rebates for Acthar from 2013 until 2020. According to 
the Complaint, Mallinckrodt and its predecessor Questcor began paying 
rebates for Acthar in 2013 as if Acthar was a “new drug” first marketed in 
2013, rather than a drug that had been approved since 1952; this practice 
meant ignoring all pre-2013 price increases

FCA 
whistleblower 
cases by 
various parties 
in various 
jurisdictions
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Selected AKS Cases from the Last 24 Months
U.S. ex rel. 
Douglas, et al. 
v. Care Plus 
Management, 
LLC
(N.D. Ga.)

Settlement (April 
2022) 
$7.2 million 
settlement 

Allegations: Between 2012 and 2016, defendants Weir and 
Morgan, through Care Plus, induced the physician owners of 
outpatient surgery centers to award exclusive services 
agreements to them by offering them a partial ownership in 
the anesthesia entities that Care Plus had created to service 
their surgery centers.  Under this arrangement, the physician 
owners received compensation in the form of a portion of the 
revenue from the anesthesia services.  Weir, Morgan, Care 
Plus and its anesthesia companies subsidized the cost 
incurred by surgery centers for drugs, supplies and 
equipment in order to induce the physician owners of those 
centers to grant exclusive anesthesia services agreements to 
Care Plus’s anesthesia companies.  

FCA whistleblower case

DOJ PR: “HHS-OIG has 
longstanding concerns about the 
provision of free or below-fair-
market-value goods or services to an 
existing or potential referral source.  
Indeed, free or below-fair-market-
value goods or services may be 
used as a vehicle to disguise or 
confer an unlawful payment for 
referrals of Federal health care 
program business.”

U.S. v. MCS 
Advantage, 
Inc.
(D. PR.)

Settled (July
2022)  
$4.2 million 
settlement

Allegations: MCS Advantage, a Medicare Advantage plan, 
submitted or caused to be submitted false claims for 
payment to the Medicare Program asa result of gift card 
incentive program implemented by MCS during the period of 
November 2019 to December 2020, which the Government 
alleges resulted in violations of the AKS and FCA. As a result 
of the incentive program, MCS distributed 1,703 gift cards to 
administrative assistants of providers at an aggregate cost of 
$42,575 to induce the assistants to refer, recommend, or 
arrange for enrollment of 1,646 new Medicare beneficiaries 
to an MCS Medicare Advantage plan. Those new Medicare 
beneficiaries resulted in associated premium payments 
received by MCS Advantage for the new members.

Investigation based on self-
disclosure

DOJ PR: The settlement amount 
“took into consideration [MCS’s] 
voluntary termination of the gift card 
program, the disclosure of relevant 
facts concerning the program, and 
the implementation of controls and 
revisions to its internal policies to 
promote and help ensure future 
compliance.”
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Selected AKS Cases from the Last 24 Months
United States ex 
rel. Bell, et al. v. 
Biotronik, Inc. et 
al.
(C.D. Ca.)

Settlement (July 
2022) 
$12.5 million 
settlement 

Allegations: Biotronik engaged in a kickback scheme to 
pay certain favored physicians to induce and reward 
their use of Biotronik’s pacemakers, defibrillators and 
other cardiac devices. In particular, Biotronik allegedly 
abused a new employee training program by paying 
physicians for an excessive number of trainings and, in 
some cases, for training events that either never 
occurred or were of little or no value to trainees. 
Biotronik allegedly made these payments despite 
concerns raised by its own compliance department, 
which warned that salespeople had too much influence 
in selecting physicians to conduct new employee 
training and that the training payments were being 
over-utilized.

FCA whistleblower case; the two 
relators were former employees of 
Biotronik who were sales 
representatives for Biotronik

U.S. ex rel. 
Thompson & Brez 
v. Essilor Int’l
(N.D. Tex.)

U.S. ex rel. 
Rudolph v. 
Essilor Labs. of 
Am., Inc.
(E.D. Pa.)

Settled (August
2022)  
$16.4 million 
settlement with 5-
year CIA

Allegations: Between 2011, and 2016, Essilor 
knowingly and willfully offered or paid remuneration to 
optometrists and ophthalmologists to induce those 
providers to purchase Essilor products for their 
patients, including Medicare and Medicaid 
beneficiaries, in violation of the AKS

Investigation based on self-
disclosure
5-year CIA requires that Essilor 
hire an independent review 
organization (IRO) to review its 
systems, policies, processes and 
procedures for ensuring that any 
discounts, rebates, or other 
reductions in price offered to 
providers comply with the AKS
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Selected AKS Cases from the Last 24 Months

U.S. ex rel. 
Dillon v. 
Incyte Corp., 
(E.D. Pa.)

Settled (May 2021) $12.6 
million settlement

Allegations: Incyte was the sole donor to a fund that was opened by a 
nonprofit foundation to assist only myleofibrosis patients. From 2011 
through 2014, Incyte used its influence as the sole donor of the fund to 
have the foundation pay copays of Medicare and TRICARE patients 
taking Jakafi that did not have myelofibrosis, and thus were not eligible 
for assistance from the fund. Incyte managers allegedly pressured the 
foundation, through phone calls and emails, to provide economic 
assistance to these ineligible patients, and Incyte’s contractor helped 
ineligible patients to complete their applications that were submitted to 
the fund for assistance. The government alleges that through this 
conduct, Incyte violated AKS and caused false claims to be submitted 
to Medicare and TRICARE.

FCA 
whistleblower
case by former 
compliance 
executive at 
Incyte

U.S et al., ex 
rel. Frain v. 
Medicrea 
USA 
Corporation 
(E.D. Pa.)

Settled (May 2021)  
$2 million settlement-
-$1 million to U.S. and 
participating states to 
resolve allegations of 
kickbacks + $1 million to 
U.S. to resolve 
allegations of violating 
the Open Payments 
Program (formerly the 
“Sunshine Act”) by failing 
to report expenditures to 
CMS

Allegations: Medicrea (acquired by Medtronic USA) provided items of 
value in the form of meals, alcoholic beverages, entertainment, and 
travel expenses to U.S.-based physicians at events surrounding the 
Scoliosis Research Society’s September 2013 Congress in Lyon, 
France. Medicrea had paid consulting agreements with physicians for 
services that never occurred. Medicrea provided the benefits to induce 
the physicians to purchase or order Medicrea’s spinal devices, and 
this resulted in false payment claims to federal healthcare programs.  
This settlement also resolves Medicrea’s liability under CMS’s Open 
Payments Program. As part of the Affordable Care Act, Congress 
created the Open Payments Program, which requires medical device 
manufacturers to disclose payments and other transfers of value to 
physicians

FCA 
whistleblower 
case filed under 
seal in 2016 on 
behalf of U.S., 29 
states and District 
of Columbia; 
relator was 
Medicrea’s Chief 
Training Officer 
until 2016
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New AKS Law Regulations of December 2020 (Selected Changes from 1,000+ Fed. Reg. Pages)

Regulatory
Change

Overview Effective 
Date

New Anti-
kickback 
Statute Safe 
Harbors for 
Value-Based 
Arrangements

Care Coordination Arrangements  - Applies to in-kind remuneration only and requires that the 
arrangement be based on at least one evidence- based outcome measure determined in advance, is
commercially reasonable and the recipient of remuneration contributes at least 15% of either the cost or the 
fair market value of the remuneration

Substantial Downside Financial Risk – Prospective risk of at least one year; recipient of remuneration is
required to be at risk for at least 5% of the amount for which the value-based enterprise is at risk

Full Financial Risk – Requires recipient of remuneration to be responsible for all costs of all items and
services covered by a payor for each patient in the target population for the term of at least one year;
protection is for remuneration to or from a value-based enterprise and value- based participant.
- Requirements & applicability not the same as Stark Law exceptions
- All elements of the safe harbor must be met for the safe harbor 
- protection ⤍reviewing the details of each element is important
- Definitions are similar but not identical to the definitions in the Stark Law Final Rule ⤍reviewing the

details of each definition is important

January 19, 
2021
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New AKS Law Regulations of December 2020 (Selected Changes from 1,000+ Fed. Reg. Pages)

Regulatory
Change

Overview Effective 
Date

New AKS Safe 
Harbor for 
Outcomes -
Based 
Payment 
Arrangements

Eight Requirements, including:

(i) To receive an outcomes-based payment, the agent achieves one or more legitimate outcome 
measures that: (A) Are selected based on clinical evidence or credible medical support; and (B) Have 
benchmarks that are used to quantify: (1) Improvements in, or the maintenance of improvements in, the 
quality of patient care; (2) A material reduction in costs to or growth in expenditures of payors while 
maintaining or improving quality of care for patients; or (3) Both.

(ii) The methodology for determining the aggregate compensation (including any outcomes-based 
payments) paid between or among the parties over the term of the agreement is Set in advance and 
has all three of the Big Three

January 19, 
2021
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New AKS Law Regulations of December 2020 (Selected Changes from 1,000+ Fed. Reg. Pages)

Regulatory
Change

Overview Effective 
Date

New AKS Safe 
Harbor for 
Outcomes -
Based 
Payment 
Arrangements

Outcomes-based payments exclude any payments:
(A) Made directly or indirectly by the following entities:
(1) A pharmaceutical manufacturer, distributor, or wholesaler; 
(2) A pharmacy benefit manager; 
(3) A laboratory company; 
(4) A pharmacy that primarily compounds drugs or primarily dispenses compounded drugs; 
(5) A manufacturer of a device or medical supply (as defined) 
(6) A medical device distributor or wholesaler that is not otherwise a manufacturer of a device or medical 

supply; 
(7) An entity or individual that sells or rents durable medical equipment, prosthetics, orthotics, or supplies 

covered by a Federal health care program (other than a pharmacy or a physician, provider, or other 
entity that primarily furnishes services); or

(B) Related solely to the achievement of internal cost savings for the principal; or
(C) Based solely on patient satisfaction or patient convenience measures

January 19, 
2021



Federal False Claims Act (FCA) – 31 U.S.C. §3729
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• Prohibits knowingly presenting or causing to be presented a 
false or fraudulent claim for payment by the Federal 
government

• Serves as “magnifying glass” for violations of the Stark Law, 
AKS and certain state Medicaid laws, in part due to its qui tam 
relator provisions (70% + of cases are qui tam)

• Under the Affordable Care Act of 2010, AKS violations are per 
se violations of FCA

• Per claim penalties with trebling of damages



Federal False Claims Act (FCA) – 31 U.S.C. §3729
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Some notable cases:
Universal Health Services v. U.S. ex rel. Escobar 579 U.S. (2016) – A defendant makes an implied 

certification of compliance with Medicare/Medicaid requirements, including Stark Law and AKS, when submitting 
Medicare/Medicaid claims; a false claim for purposes of FCA is a claim of something that would be material to 
the government’s decision to pay.

U.S. and IL. ex rel. Prose v. Molina Healthcare, Inc. (7th Cir., 2021) – The Escobar materiality standard is 
demanding. As such, “if the [g]overnment regularly pays a particular type of claim in full despite actual 
knowledge that certain requirements were violated, and has signaled no change in position, that is strong 
evidence that the requirements are not material.”

U.S. ex rel Cairns v. D.S. Medical, LLC et al. (8th Cir., 2022) - To establish a violation of the FCA pursuant to 
the 2010 provision of the Affordable Care Act that states that  a claim to the government that “includes items or 
services resulting from an Anti-kickback statute violation”  is per se false or fraudulent under the FCA, the 
plaintiff must meet the high bar of showing “but for” causation linking the alleged AKS violation to the claims 
submitted. 

U.S, ex rel. Polansky v. Executive Health Resources, Inc. (Cert. granted 6/21/22)- This case involves the 
government's dismissal authority under 31 U.S.C. 3730(c)(2)(A). Courts are sharply divided over whether, and 
when, the government can invoke this authority and dismiss a relator's FCA case after initially "declin[ing] to take 
over the action." The Seventh Cir. held that the gov’t could dismiss the case if it first intervenes and then 
satisfies Fed. R. Civ. P. 41(a)'s general standard. Other circuits expressly disagree on every single part of that 
determination. The question presented is: Whether the government has authority to dismiss an FCA suit after 
initially declining to proceed with the action, and what standard applies if the government has that authority. 



Federal False Claims Act (FCA) – 31 U.S.C. §3729
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Selected FCA Cases from the Last 24 Months

U.S. ex rel. 
Bomar v. 
Bayfront HMA 
Medical Center, 
et al. (M.D Fla.)

Settled (April 
2022)
$20 million 
settlement

Allegations: Between 2013 and 2015, BayCare, which consists of four hospitals, 
knowingly caused false claims for federal Medicaid matching funds to be submitted to 
the government by making improper, non-bona fide cash donations to the Juvenile 
Welfare Board of Pinellas County (JWB), knowing that JWB would and then did 
transfer a portion of the cash donations to the State of Florida’s Agency for Health 
Care Administration for Florida’s Medicaid Program. The funds transferred by JWB to 
the state were “matched” by the federal government before being returned to the 
BayCare hospitals as Medicaid payments, and BayCare was thus able to recoup its 
original donations to JWB and also receive federal matching funds, in violation of the 
federal prohibition on non-bona fide donations. BayCare’s donations to JWB 
increased Medicaid payments received by BayCare, without any actual expenditure 
of state or local fund

FCA whistleblower
case by former 
hospital 
reimbursement 
manager; Not 
technically an AKS 
case

United States, et 
al. ex rel. 
Maithel, et al. v. 
Ventura Co. 
Medi-Cal 
Managed Care 
Commission 
d/b/a Gold Coast 
Health Plan, et 
al.        (C.D. 
Cal.). 

Settled 
(August
2022)  
$70.1 million 
settlement

Allegations: Ventura County Medi-Cal Managed Care Commission d/b/a Gold Coast 
Health Plan, a county organized health system that contracts to arrange for the 
provision of health care services under CA’s Medicaid program in Ventura County; 
Ventura County, which owns and operates Ventura County Medical Center,  a health 
care system that provides hospital, clinic, and specialty services; Dignity Health, a 
not-for-profit hospital system that operates two acute care hospitals in Ventura 
County; and Clinicas del Camino Real Inc., a non-profit health care organization 
located in Ventura County, knowingly submitted or caused the submission of false 
claims to Medi-Cal for “Additional Services” provided to Adult Expansion Medi-Cal 
members; the payments were not “allowed medical expenses” under Gold Coast’s 
contract with DHCS; were pre-determined amounts that did not reflect the fair market 
value of any Additional Services provided; and/or the Additional Services were 
duplicative of services already required to be rendered. The United States and 
California further alleged that the payments were unlawful gifts of public funds in 
violation of Article IV, section 17 of the California Constitution.

FCA whistleblower 
case brought by 
relators who were 
Gold Coast’s former 
Controller and 
Former Director of 
Member Services; 
case also involved 
claims under the 
California False 
Claims Act



Health Care Fraud Statute – 18 U.S.C. §1347
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• Makes it a criminal offense to knowingly and willfully execute, or attempt to execute, a 
scheme or artifice  (1) to defraud any health care benefit program; or (2) to obtain, by 
means of false or fraudulent pretenses, representations, or promises, any of the money or 
property owned by, or under the custody or control of, any health care benefit program.

• Violations punishable by imprisonment for up to 10 years (20 years in the case of resulting 
bodily injury and life in the case of death) and criminal fines of up to $250,000 per offense 
for individuals and up to $500,000 per offense for organizations. 

• In cases of pecuniary loss or gain, liability may include up to twice the loss of the victim or 
gain of the offender.

• Specific knowledge of law or intent to violate is not required for an offense

Notable Recent Cases:
 U.S. v. Hamilton  (5th Cir., 2022)- Evidence of discussions, offer and acceptance of 

money may be sufficient evidence of an agreement to prove a scheme or artifice; evidence 
need not be direct but can be a “logical inference”

 U.S. v Cooper (5th Cir. 2022) - Conviction for conspiracy to commit health care fraud can 
stand even without conviction for an underlying crime of paying illegal kickbacks. The fact 
that the conspiracy was directed towards carrying out a kickback scheme does not mean 
that the government has to prove violations of other statutory provisions criminalizing such 
kickbacks to prove the conspiracy. The government simply has to prove an agreement to 
defraud (in this case, TRICARE).



Other Healthcare Laws and Rules of Concern 
(from OIG Compliance Guidance)
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Mail and Wire Fraud 
(18 U.S.C. §1341 and 1343)

Theft or Embezzlement in 
Connection with Health Care 

(18 U.S.C. §669) 

Obstruction of Criminal 
Investigations of Health Care 

Offenses 
(18 U.S.C. §1518) 

Description of Unlawful 
Conduct It is a crime to use the 
mail, private courier or wire 
service to defraud another of 
money or property. The term 
“wire services” includes includes 
the use of a telephone, fax 
machine or computer. Each use 
of mail or wire services to further 
fraudulent activities is 
considered a separate crime. 
For instance, each fraudulent 
claim that is submitted 
electronically to an insurance 
carrier is a separate violation.

Description of Unlawful 
Conduct It is a crime to 
knowingly and willfully embezzle, 
steal or intentionally misapply 
any of the assets of a health 
care benefit program. Note that 
this law applies not only to 
Federal health care programs, 
but to most other types of health 
care benefit programs as well. 

Description of Unlawful 
Conduct It is a crime to willfully 
prevent, obstruct, mislead, delay 
or attempt to prevent, obstruct, 
mislead, or delay the 
communication of records 
relating to a Federal health care 
offense to a criminal investigator. 
Note that this law applies not 
only to Federal health care 
programs, but to most other 
types of health care benefit 
programs as well. 



Recent News Items
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July 1, 2022: DOJ Released its FY 2021 Healthcare Fraud Annual Report  –

In FY 2021:

• USAOs/DOJ opened 831 new criminal healthcare fraud investigations and filed criminal charges in 
462 cases involving 741 defendants

• USAOs/DOJ opened 805 new civil healthcare fraud investigations and had 1,432 civil fraud cases 
pending as of the close of the FY

• In addition to $5 billion in federal healthcare fraud recoveries, $5 billion plus in recovery for state law 
claims in 2021

• Emerging trends in USAO’s actions include:
 Multi-district telehealth lab and DME schemes
 EHR kickback and other schemes
 Medicare Part C fraud involving manipulation of diagnosis codes
 Sophisticated kickback and other fraud schemes involving complex ownership structures of 

healthcare entities, including by private equity and real estate investment vehicles
 Nationwide investigations of Controlled Substances Act (CSA) violations by pharmacy chains
 Pharmaceutical pricing cases brought under the FCA and AKS based on allegations of price-

fixing and market allocation in the generic pharmaceutical industry



Recent News Items
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Nationwide Coordinated Law Enforcement Action to Combat Telemedicine, Clinical 
Laboratory, and Durable Medical Equipment Fraud (July 20, 2022)

Charges announced against 36 defendants in 13 Federal districts

• Investigations have primarily targeted alleged schemes involving the payment of illegal 
kickbacks and bribes by laboratory owners and operators in exchange for the referral of 
patients by medical professionals working with allegedly fraudulent telemedicine and 
digital medical technology companies

• DOJ alleged $1.2 billion in healthcare fraud through payment schemes
• Investigations and enforcement actions were through the Health Care Fraud Unit’s 

Strike Forces (SF) in Brooklyn, Detroit, the Gulf Coast, Houston, Miami, Newark
• U.S. Attorneys’ Offices for the District of New Jersey, Eastern District of Louisiana, 

Eastern District of Texas, Middle District of Florida, Middle District of Tennessee, 
Northern District of Georgia, Northern District of Mississippi, and Western District of 
North Carolina are prosecuting these cases.

• Telemedicine Case Summaries (justice.gov)

https://www.justice.gov/criminal-fraud/telemedicine-case-summaries


Recent News Items
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OIG Special Fraud Alert re Telemedicine Arrangements (July 20, 2022)

• OIG issued Special Fraud Alert on July 20, 2022, coincident with the latest charges against 36 defendants 
in alleged telemedicine schemes

• OIG identified seven arrangement characteristics that will raise scrutiny:

1. The purported patients for whom the Practitioner orders or prescribes items or services were 
identified or recruited by the Telemedicine Company, telemarketing company, sales agent, 
recruiter, call center, health fair, and/or through internet, television, or social media advertising for 
free or low out-of-pocket cost items or services. 

2. The Practitioner does not have sufficient contact with or information from the purported patient to 
meaningfully assess the medical necessity of the items or services ordered or prescribed. 

3. The Telemedicine Company compensates the Practitioner based on the volume of items or 
services ordered or prescribed, which may be characterized to the Practitioner as compensation 
based on the number of purported medical records that the Practitioner reviewed. 

4. The Telemedicine Company only furnishes items and services to Federal health care program 
beneficiaries and does not accept insurance from any other payor.  

5. The Telemedicine Company claims to only furnish items and services to individuals who are not 
Federal health care program beneficiaries but may in fact bill Federal health care programs. 

6. The Telemedicine Company only furnishes one product or a single class of products (e.g., durable 
medical equipment, genetic testing, diabetic supplies, or various prescription creams), potentially 
restricting a Practitioner's treating options to a predetermined course of treatment.

7. The Telemedicine Company does not expect Practitioners (or another Practitioner) to follow up 
with purported patients nor does it provide Practitioners with the information required to follow up 
with purported patients (e.g., the Telemedicine Company does not require Practitioners to discuss 
genetic testing results with each purported patient). 



Recent News Items
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Ruan v. United States (June 27, 2022):
• 9-0 decision vacating and remanding the convictions of two physicians who were (separately) 

convicted/sentenced to prison for excessively prescribing opioids in violation of the Controlled 
Substances Act (CSA)

• Holding: The “knowingly or intentionally” scienter requirement of the CSA applies to the clause which 
precedes it (“Except as authorized”)

• Subjective intent of wrongdoing- of acting not as authorized, proven beyond a reasonable doubt, is 
required to convict under the “knowingly or intentionally” standard of the CSA; negligent activity is not 
enough

• This decision may have implications for:
• Ongoing and future civil opioid litigation, including against Walmart, Walgreens, CVS, Rite Aid, 

etc. 
• Opioid dispensing practices/compliance programs
• Criminal charges as well as civil actions against non-physicians such as pharmacists, physician 

assistants, clinic administrators and pharmacies and other corporate actors

It is a crime “[e]xcept as authorized[,] . . . for any person knowingly or intentionally . . . to 
manufacture, distribute, or dispense . . . a controlled substance”



Select District Court Cases
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U.S. v. Surgical Care Affiliates, LLC et al. 
(Northern District of Texas, indictment Jan. 2021, last activity July 26, 2022)

• Criminal “no poach” case alleging conspiracy in restraint of trade to allocate employees ; ASC 
defendants were alleged to have entered into agreements with other healthcare companies to 
suppress competition between them for services of high level employees

Of Note: U.S. v. DaVita, Inc., et al.- similar criminal “no poach” prosecution resulted in acquittal of 
DaVita and its former CEO in  April  2022 in Colorado

U.S. v. Neeraj Jindal and John Rodgers
(Eastern District of Texas, acquittal April 2022)

• Criminal wage fixing case in which the DOJ charged two employees of a Texas-based healthcare 
staffing company with criminal wage-fixing for conspiring with another staffing company to share 
non-public pay rates for physical therapists and physical therapist assistants, and agreeing to 
decrease those rates.

Of Note: July 25, 2022 - Cargill, Inc., Sanderson Farms, Inc. and Wayne Farms, LLC agree to $85 
million settlement and consent decree to resolve allegations of wage fixing by improperly 
communicating about worker wages and benefits



CIAs – Common Features
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CIAs- common elements historically:

• Five year term
• Requirement to hire a compliance officer/appoint a compliance committee 
• Requirement to develop written standards and policies
• Requirement to implement a comprehensive employee training program
• Requirement to retain an independent review organization (IRO) to conduct annual reviews of 

focus arrangements/compliance program- focus arrangements may be referral source 
arrangements

• Requirement to establish a confidential disclosure program
• Requirement to restrict employment of ineligible persons
• Requirement to report overpayments, reportable events, and ongoing investigations/legal 

proceedings
• Requirement to provide an implementation report and annual reports to OIG on the status of the 

entity's compliance activities
• Beach and default provisions that allow OIG to impose monetary penalties (Stipulated Penalties) 

for the failure to comply with obligations set forth in the CIA 
• Material breach of the CIA constitutes an independent basis for the provider's exclusion from 

participation in Federal health care programs



2022 Taro/Sandoz/Apotex CIA
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The common elements with:
• An Employee and Executive Incentive Compensation Restriction Program “to ensure 

that financial incentives do not improperly motivate…to engage in improper sales, 
pricing or contracting activities or other improper conduct…”

• An Executive Financial Recoupment Program that “puts at risk of forfeiture and 
recoupment an amount equivalent to up to three year of annual performance pay for an 
executive who is discovered to have been involved in any significant misconduct”

• Reporting price related information, to include a summary of internal decisions and 
decision making process regarding increases in list prices and contract prices for the 
top ten government reimbursed products

• Stipulated penalties of $2,500 per day per incident of non-compliance for most 
requirements, and $50,000 for each false certification of its implementation report



NPAs/DPAs – Common Features
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NPAs/DPAs- common elements historically:
• A vehicle for pre-trial diversion

• Typical three year term

• Acknowledge responsibility via a Statement of Facts

• Penalty payments that may reflect sentencing guidelines

• Agreement to correct violations/misconduct

• Agreement to implement compliance program with an appointed monitor (approved by 
DOJ) and regular government reporting

• Agreement to cooperate with ongoing investigations and, if applicable, prosecution of 
individuals

• Generally very negotiated

• Prosecutor agrees to dismissal of charges at the end of the three year period if the 
agreement is not breached



2022 NPAs/ DPAs – Yates Memo “Revitalized”
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2015 Yates Memo:
• Companies wishing to receive cooperation credit must disclose all non-privileged 

information related to all individuals involved in corporate misconduct

2018 Partial Reversal:
• Companies may receive cooperation credit for identifying individuals “significantly 

involved” in corporate misconduct– allowed greater prosecutor discretion in giving 
cooperation credit

2021 Yates Memo Revitalized:
• Yates Memo guidance reaffirmed/revitalized in remarks of Lisa Monaco, Deputy 

Attorney General, in 2021
• Monaco added that DOJ will consider all prior corporate misconduct when assessing 

appropriate resolution of a case (including appropriateness of an NPA/DPA ), while 
previously, guidance was to consider only similar misconduct



Anatomy of an FCA Case
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Phase I – May last years
A. Complaint 
• May be under seal
• May be dismissed, amended and refiled more than once (3rd time is the charm)
B. Discovery/investigation by relator & government
• May include subpoenas and CIDs, among other discovery requests
• A/C priv may be invoked, intentionally waived, and/or challenged 
• Conferences, motions and in camera review may be needed to resolve 

discovery/privilege questions
C. Defendant motion to dismiss and/or motion for summary judgment
• Defendant may raise affirmative defenses
• Defendant may challenge standing, substance of allegations and/or that claims have 

been pleaded with particularity
• Counsel’s and judge’s understanding of nuances of the law, similar past cases, 

agency guidance & regs, may all be key



Anatomy of an FCA Case
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Phase II – May last years
A. Settlement negotiations – may occur at any time during Phase I or Phase II
• May be influenced by strength of case, magnitude of potential liability and attorney’s fees, 

and other factors
• Relator may resist settlement and/or may depart from the government on some questions
B. Government complaint/intervention in the case – may occur at various times during 
Phase I or phase II
• Recently, the government sometimes initially declines to intervene then finds evidence 

causing it to change position & intervene
• Generally, relator may proceed whether or not the government intervenes, although pending 

Supreme Court case may affect this
C. Trial
• May be preceded by additional motions if the issues are complicated
• May be preceded or followed by appeals court review of specific issues/court actions
D. Appeal
• Significant appeals in these cases
• Appeals include challenges to orders on dismissal motions, summary judgment, discovery, 

jury instructions, trial rulings/issues



What does the government/ prosecutor consider when deciding 
whether to pursue or intervene in a case?
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Overview

• Strength of the evidence of a legal violation v. possible defenses, and the 
usability of each (given A/C privilege exclusions, etc.)

• Evidence of the required scienter – “a knowing” violation for FCA, “knowingly 
and willfully” for AKS, etc.

• Damages → cost/benefit of pursuing the case
• Policies/guidance – e.g. Yates Memo, other Policy 

Statements or relevant agency guidance
• Settled areas of law affecting potential outcome –

e.g. the Escobar materiality standard for an FCA 
case

• Laws implicated and the relevant standard of proof – beyond a reasonable 
doubt (criminal)/preponderance of evidence (civil)

• Circuit court of review, and the history of the issues in that circuit if there is a 
circuit split (e.g. with respect to the “one purpose test”)



The government’s decision to pursue or not pursue is necessarily 
preceded by some investigation. What do parties need to know about 
such an investigation?
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Overview

• Government may issue search warrants (criminal case), subpoenas or civil 
investigative demands (civil cases)

• CIDs can lead to criminal search warrants or subpoenas if they produce strong 
evidence of criminal conduct

• Subpoenas and CIDs may be issued to suspects, witnesses 
and even parties who are neither → receiving one does not 
mean a party is itself under investigation, but failure to 
properly respond may make a party who was not a target 
become one

• Evidence collected and reviewed may include:
 Information/breadcrumb trail from relators and witnesses
 Results of internal and external audits
 Expert reports or findings (e.g. fair market value reports)
 Communications and documents evidencing intent and 

actions, including letters, emails, memos, minutes, notes, 
etc.



What else should healthcare providers who might be facing an 
investigation and/ or prosecution know about subpoenas and CIDs? 
Are there specific things they should do if they receive one?
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Overview

• CIDs/certain subpoenas do not require a judge’s order to be issued, 
but are still subject to judicial enforcement; a party receiving one 
must comply or risk being in contempt 

• Counsel may be helpful to understand the scope of the CID or subpoena, 
as well as if it can or should be challenged/quashed

• Immediately ensure a proper “legal hold, "to include properly 
preserving electronic information as well as paper; failure to 
do so may mean charges of contempt or obstruction

• Identify any documents or other items that may be subject to 
attorney client privilege –- this is best done long before ever 
receiving any subpoena or CID to more easily create a 
privilege log

• Determine whether there is an obligation or need for direct 
communication with the agency that is issuing the 
CID/subpoena (to “meet and confer”)



Regarding attorney-client privilege, how and when does it apply and 
how is it typically a factor in an investigation or prosecution?
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Overview
• Keeps confidential the communications between an attorney and client and can be raised in the 

case of a discovery request or demand that the lawyer testify

• Merely copying an attorney on a communication does not make the communication privileged; the 
communication must be related to seeking legal advice

• Communications that include or are released to third parties are 
generally not privileged. Also, if parties intend to rely on the 
communications or a report that results from the communications as 
part of their defense, they may be waiving the privilege (privilege is “all 
or nothing” in certain jurisdictions)

• BUT, It is generally accepted in U.S. courts that lawyers may require 
the expertise of non-lawyer consultants to render appropriate legal 
advice, and that attorney-client privilege can extend to third party non-
lawyer consultants (including accountants and valuation/fair market 
value experts who assist the lawyer

• To determine if a communication with a third party such as an expert 
consultant is privileged, courts analyze whether the primary purpose or 
dominant intent of the communication is to seek or provide legal 
advice; the process may require detailed privilege and redaction logs 
and/or in camera review with a judge



Regarding attorney-client privilege, how and when does it apply and 
how is it typically a factor in an investigation or prosecution?
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Sample Privilege Log
Document ID/ 

General 
Description

Sender Recipient(s) Date/time Detailed 
Description

Basis for
Withholding 

from Discovery
Correspondence 

# 150A
Jane

Smith, 
AGC

Joseph Chief
Mark Accountant

Jane 
Compliance

5/2/16
8:16 am 

ET

Correspondence 
from legal counsel 

conveying legal 
advice re ____

Communication
subject to 

attorney-client 
privilege

Sample Court Ruling on Privilege:



What are the important considerations when negotiating a settlement 
with the government?
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Overview
Government/Prosecutor: 
• Restitution/making victim whole
• Deter and prevent future misconduct
• Tailor scope of release accordingly to preserve rights to pursue individual wrongdoers
• Follow government guidance such as Yates Memo or individual agency guidance

Defendant:
• Mitigate financial liability, including attorneys fees as well as damages
• Minimize or avoid criminal penalties, if applicable
• Minimize reputational/PR impacts
• Maximize breadth of release from claims
• Minimize go forward CIA obligations/costs, bearing in mind that OIG publishes identities of 

parties that refuse a CIA

Qui Tam Relator:
• Maximize recovery, including attorney’s fees
• Ensuring appropriate releases/non-retaliation
• Any bases to object to settlement or carry a case forward despite 

government settlement and/or dismissal



Are there any other key considerations, things to watch or things to 
keep in mind about healthcare investigations and prosecutions in 2022 
and forward?
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Overview

2022 and prior FCA and related cases arise from pre-2021 conduct, laws and regulations: 
• 2021/2022 FCA cases generally focus on retrospective questions and use pre-2021 

precedents 
• There has been no court review of new Stark Law regulatory definitions or exceptions, 

or of new AKS safe harbors, to date
• New significant S.C. and appellate decisions of just the last 3 monhts could affect 

interpretation of laws and rules going forward

Enforcement trends evolve with the market and the market is changing rapidly:
• Enforcement trends are evolving, including in use of criminal v. civil tools, Federal 

and/or state enforcement tools, use of enforcement tools other than Stark, AKS and 
traditional Medicare/Medicaid fraud and abuse laws – e.g. new use of Travel Act, EKRA, 
criminal and civil antitrust enforcement, labor laws

• Changing modes of care delivery and new/changing regulations bring opportunities but 
also risks for those who are not vigilant – e.g. changing telemedicine rules, changing 
rules re permissible billing practices, new physician fee schedules and rules for shared 
services and IOAS
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