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Speaker Profile

ANDREA FERRARI

AFERRARI@JONESWALKER.COM

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, including hospitals and health systems, academic medical centers, 
pharmaceutical and medical device companies, pharmacies, and physicians and physician groups. She 
focuses on structuring, documenting, analyzing and defending financial arrangements in healthcare. 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. Andrea’s current focus areas include:
• Transition to value-based payments, including formation of and payment from clinically integrated 

networks, ACOs, and gainsharing arrangements
• Assisting clients with compensation compliance in the context of clinical research, including clinical 

research budgeting and clinical trial agreements
• Provider recruitment and retention strategies, including income guarantees and recruitment 

bonuses for providers in shortage areas
• Provider and executive compensation considerations in public, tax-supported and safety-net 

provider organizations, including public hospitals and health systems;
• Compensation for academic and uniquely experienced Thought Leader and “Rockstar” physicians
• Compensation analysis for due diligence and litigation support.

Partner, Jones Walker  |  Miami 

D: 305.679.5734
aferrari@joneswalker.com

Practices: Healthcare
• Commercial Transactions
• Corporate Compliance & 

White Collar Defense
• Corporate Governance
• Executive Compensation

Education
• Boston Univ. School of Law, JD,

Certificate of Concentration in 
Health Law

• Boston Univ. School of Public 
Health, MPH, Certificate of 
Concentration in Health Law 
with secondary focus in 
epidemiology and biostatistics

• Smith College- BA, Economics

Bar Admissions
• Florida
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Speaker Profile

CLEVONNE “VONNE” JACOBS

VJACOBS@HALLRENDER.COM

Based in the firm’s Raleigh office, Vonne Jacobs focuses her practice in the area of health care 
transactions. Calling upon her years of dedicated experience, Vonne provides practical, pragmatic advice 
to help her clients achieve their strategic goals.

Within the highly regulated health care industry, Vonne advises clients, including hospitals, health systems, 
AMCs and large physician groups, on transactions. She serves as a regulatory advisor, providing fraud and 
abuse analysis in the context of a deal and ensuring her clients remain compliant with the regulations that 
govern health care transactions.

Vonne is a member of the American Health Law Association and is a Board member for the Lucy Daniels 
Center, a non-profit that focuses on children with behavioral needs. Additionally, she is an active member 
of Delta Sigma Theta Sorority, Inc., through which she participates in local community service. In her free 
time, Vonne enjoys good bourbon, good music and good trouble.

ATTORNEY, HALL RENDER  |  
RALEIGH 

D: 919-228-2406
VJACOBS@HALLRENDER.COM

Practices: Healthcare
• Fraud and Abuse Counsel
• Mergers and Acquisitions

Education
• Duke University School of Law, JD,
• Furman University, BA

Bar Admissions
• Ohio
• Tennessee
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Speaker Profile

BOB WADE

BOB.WADE@NELSONMULLINS.COM

Bob has more than 25 years of experience in the healthcare industry and counsels clients on 
fraud and abuse issues, fair market value, commercial reasonableness and developing, 
monitoring, and documenting effective healthcare compliance programs. He serves clients 
nationally as a compliance professional and assists in negotiating and implementing corporate 
integrity agreements and in documenting and defending financial arrangements being of fair 
market value and commercially reasonable between healthcare providers. 

Bob has represented healthcare providers, including hospitals, large health systems, and referring 
physicians in such matters and has also represented healthcare clients under investigation by the 
U.S. Department of Justice and the Office of Inspector General.
Previously, Bob served as a general counsel and organizational integrity officer for a multi-hospital 
system, giving him first hand experience working with challenges faced across their organization. As 
a result, he is able to provide valuable and practical insight to his clients in complex healthcare legal 
matters that is also from an operational and regulatory perspective.

Bob is a frequent speaker at many national and regional healthcare legal, compliance, and 
regulatory conferences, including conferences sponsored by the American Health Lawyers 
Association and Health Care Compliance Association. He also provides his professional insight as 
the host of the Stark Integrity: The Stark Law and Compliance Podcast. 

PARTNER, NELSON MULLINS  |  NASHVILLE

D: 615-664-5326
BOB.WADE@NELSONMULLINS.COM

Practices: Healthcare
• Healthcare Providers and Suppliers
• Government Investigations and 

Litigation

Education:
• Ohio State Moritz College of Law, JD
• Bowling Green State University, BA

Bar Admissions
• District of Columbia
• Indiana
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General Disclaimers

• This program is a general discussion of legal and business topics. It should not be relied upon 
as legal, valuation, business, financial or other professional advice.

• The panelists will provide their own views and not those of their current or past employers or
clients.

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

• This program may include a discussion of certain ongoing or settled qui tam or other lawsuits. 
The discussion is based on publicly available documents and allegations in the lawsuits. We 
wish to remind participants that allegations are allegations only. We also wish to remind 
participants that the list of cases and related issues we discuss may not be comprehensive.

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

• Some questions in the questions section have been asked and answered in other forums and 
programs; we will ask and answer them again here with different perspectives. There is no 
one right answer, generally.
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Compliance is always/often/ frequently all 
about the money.

-Pivotal Question(s): Who gets paid how much for 

what under which circumstances…

“
”
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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. These are things we 
don’t know we don’t know. 

- Donald Rumsfeld, speaking after the 1st Gulf War

“

”
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“The only thing that is constant is change.” 
~ Heraclitus 

Still true. 

“The more things change, the more they stay the same.”
~ Alphonse Karr 

Also still true. 
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Program Agenda

Background: Overview of Legal Risk Areas in Compensation 
Arrangements/Reasons for Concern About Due Diligence

Examples of Enforcement Actions Related to 
Compensation Compliance

Due Diligence: Examples of How it May Shape 
Transactions and Outcomes

Tips and Takeaways
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ProgramAgenda

Overview of New Rules and Key Market Changes Affecting
Regulatory Questions

Sample Incentive Issues

Panel Q&A

Background: Overview of Legal Risk Areas in Compensation 
Arrangements/Reasons for Concern About Due Diligence
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The Compensation Compliance Worldview: The “Big Three”  

3. Not Taking into Account Volume or Value of Referrals (V+V)
An arrangement/compensation should not be based on volume or value of Designated 

Health Services (DHS) or other business referrals

2. Commercially Reasonable Arrangement (CR)

Compensation should be pursuant to a commercially reasonable arrangement

1. Fair Market Value Compensation (FMV)

Compensation for items and services should be fair market value
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The Compensation Compliance Worldview: The “Big Three”

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...”
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The Compensation Compliance Worldview: The “Big Three” 

Stark Law 42 U.S.C.§1395nn
•Strict liability civil statute that prohibits submission of claims to Medicare/Medicaid 

that result from a referral by a physician with which the entity has a financial
relationship (compensation or ownership), unless a specifically-enumerated
exception applies
•Burden is on a defendant to show that requirements for an exception are met
•Some of the most commonly applicable exceptions for compensation require the Big 

Three
•Violations trigger repayment obligations, civil monetary penalties and potential 

Federal exclusion
•Stark Law has a specific definition for fair market value  and (after Jan 2021) for 

commercially reasonable
•Historically,  alleged violations are associated with very high monetary liabilities –

example (among many):

❖ U.S. ex rel Drakeford v. Tuomey Healthcare System (D.S.C)  - $237 million verdict 
against health system settled to $74.5 million after 2 jury trials, 2 appeals and over a 
decade of litigation; allegations involved all of the Big Three
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Rule Changes

Regulatory Background

Overview of New Rules and Key Market Changes Affecting
Regulatory Questions

Top Ten Issues/Questions of 2022

Panel Q&A

# Change Overview Effective Date of 
Associated Rule

1. New Stark Law 
Definitions for the 
Big Three

Revised Definitions (3) for “Fair Market Value” 
– Addition of “of the subject transaction”
– New Definitions (3) for “General Market Value”

New Definition of “Commercially Reasonable”  (with specific elements 
that must be met)
-There was not one previously

New V+V Test
-There was not one previously
-New V+V Test is a mathematical test that requires some financial 
understanding of how variables affect one other in healthcare contexts

January 19, 2021

2. Selected CMS 
clarifications 
regarding the Big 
Three

The new definitions of the Big Three are separate and distinct and each 
must be applied separately if multiple of the Big Three are required

The 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 the Antikickback Statute or IRS regulations

The V+V prohibition does not prohibit “shadow referrals” from the 
perspective of CMS

January 19, 2021
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Rule Changes

Regulatory Background

Overview of New Rules and Key Market Changes Affecting
Regulatory Questions

Top Ten Issues/Questions of 2022

Panel Q&A

Change Overview Effective Date of 
Associated Rule

3. 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

4. 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

18



New Stark Law Final Rule: Commercially Reasonable

Prior to January 19, 2021 January 19, 2021 and Forward

No codified definition, but commonly interpreted to have a 
meaning consistent with 1998 commentary stating that an 
arrangement is commercially reasonable if it is a sensible, 
prudent business agreement, from the perspective of the 
particular parties involved, even in the absence of any potential 
referrals.

Regulations expressly provide that an arrangement is
commercially reasonable if the particular arrangement furthers 
a legitimate business purpose of the parties to the arrangement
and is sensible, considering the characteristics of the parties, 
including size, type, scope and specialty. 42 C.F.R. § 411.351

Re: Profitability

Courts frequently interpret losses as evidence that 
arrangements are not commercially reasonable

Re: Profitability

CMS finalized the language in the 2019 proposed rule that an 
arrangement need not be profitable to be commercially 
reasonable, but explicitly declined to say commercial 
reasonableness is unrelated to profitability:

[W]e are not convinced that the profitability of an arrangement 
is completely irrelevant or always unrelated to a determination 
of its commercial reasonableness, for instance, in a case where 
the parties enter into an arrangement aware of its certain 
unprofitability and there exists no identifiable need or 
justification – other than to capture the physician’s referrals –
for the arrangement. 85 FR 77534
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Rule Changes

Regulatory Background

Overview of New Rules and Key Market Changes Affecting
Regulatory Questions

Top Ten Issues/Questions of 2022

Panel Q&A

Some of what CMS Said with the New Stark Law 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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Rule Changes

Regulatory Background

Overview of New Rules and Key Market Changes Affecting
Regulatory Questions

Top Ten Issues/Questions of 2022

Panel Q&A

Some of what CMS Said with the New Stark Law 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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Rule Changes

Regulatory Background

Overview of New Rules and Key Market Changes Affecting
Regulatory Questions

Top Ten Issues/Questions of 2022

Panel Q&A

Some of what CMS Said with the New Stark Law 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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The Compensation Compliance Worldview: The “Big Three”  

Federal Anti-kickback Statute (AKS)  42 USC §1320a-7b(b)
• 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–
violations may result in criminal and/or penalties, including jail time
• 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 a s.h. must be completely met for the s.h. 
protection)
• Some s.h. requirements include the Big Three, and even if not required, the Big Three are 

advisable:

❖ 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

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

❖ U.S. ex rel Bingham v. HCA (11th Cir, 2019) – Comp that is FMV is not remuneration 
implicating 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 FMV 23



The Compensation Compliance Worldview: The “Big Three”  

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

payment by the Federal government
• Serves as a “magnifying glass” for violations of the Stark Law, AKS and certain state

Medicaid laws, in part due to its qui tam relator/whistleblower provisions (70% of cases are 
qui tam)
• Under the ACA, AKS violations are per se violations of FCA
• Per claim penalties with trebling of damages

❖ Universal Health Services v. United States ex rel. Escobar 579 U.S. (2016) – a
defendant makes an implied certification of compliance with Medicare/Medicaid
requirements, including Stark and AKS, when submitting Medicare/Medicaid claims; a
false claim for purposes of FCA is a claim of something that would be material to
Government’s decision to pay

❖ U.S. and IL. ex rel. Prose v. Molina Healthcare, Inc. (7th Cir., 2021) –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, 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 change that a violation of AKS is a 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. 
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The Compensation Compliance Worldview: The “Big Three” 

Federal Tax Exemption Under IRC 501(c)(3)
• A tax-exempt entity’s earnings may not inure to the benefit of a private party
• Penalties for violation include intermediate sanctions up to loss of tax-exempt status
• To comply, compensation paid should be “reasonable” for the market, specialty and

responsibilities
• IRC Sec. 162: “reasonable” compensation is the amount that would ordinarily be paid for

like services by like enterprises under like circumstances
• Proper advance approval by an authorized body having no conflict of interest, relying on  

appropriate data as to comparability, and documenting the basis of its determination 
concurrently creates a rebuttable presumption of a reasonable compensation arrangement 
at FMV. Without proper procedures, the burden may be on the entity to provide that 
compensation is FMV
• Revenue ruling 59-60 sets forth a specific definition for FMV for most IRS purposes

Tax Exemption Under State and Local Laws and Regulations

• Generally, entities are required to operate exclusively for tax exempt purposes
• Excessive compensation or compensation that benefits a for profit party with losses to the 

non profit entity may not be consistent with tax exempt purposes
• Series of cases in NJ, PA challenge tax exemption on grounds related compensation 

practices
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The Compensation Compliance Worldview: The “Big Three” 

State Laws Related to Fraud and Abuse/Billing

• State physician self-referral prohibitions (“mini Stark Laws”)

• State antikickback statutes and/or fee-splitting prohibitions
• State billing and payment laws and rules (anti-supplementation laws, laws and rules against

percentage of revenue contracts, state laws and practice rules limiting scope of practice for
some providers, etc.)
• State false claims acts
• State laws prohibiting corporate practice of medicine, including, in some cases, corporate

subsidization
of medical practice by paying more than can be collected from third party payors
• Newer (maybe): state anti-bribery laws, possibly enforced through the Federal Travel Act

Federal Travel Act (“International Travel Act”) 18 U.S.C. 
§1952

• Prohibits travel or use of mail or any facility in interstate or foreign commerce to engage in
unlawful activity
• Unlawful activity includes violation of the laws of states, the District of Columbia, any United

States commonwealth or possession, or the United States, specifically including violation of
anti-bribery laws
• It is a criminal statute that carries penalties up to 20 years in prison
❖ Forest Park Medical Center cases (N.D. Tx) – 14 defendants convicted in 2019 and sentenced 

to $82 million in restitution and prison for criminal violations of the Travel Act in connection 
with compensation for surgeries that was not FMV and based on V+V 26



The Compensation Compliance Worldview: The “Big Three”  

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

• Prohibits making payments to foreign government officials to assist in obtaining or retaining
business
• Applies to publicly-traded companies and their officers, directors, stockholders and agents;

agents can include consultants, distributors, JV partner and certain other parties
• Allows for substantial civil penalties and disgorgement of ill-gotten gains
• May be implicated by payments to healthcare providers in countries with nationalized

healthcare and in the case of international expansion of health systems or programs to foreign 
nations by companies like HCS, Google Health, etc.

• 2019:
❖ Fresenius Medical Care AG- agreed to pay $231 million to settle charges by the SEC and DOJ 

that it violated the FCPA

• 2020:
❖ Novartis AG agreed to pay $340 million to settle SEC and DOJ allegations of FCPA violations
❖ Cardinal Health agreed to pay $8 million to settle FCPA charges
❖ Alexion Pharma agreed to pay $21 million to settle FCPA charges

2022:
❖ Stericyle, Inc. agreed to pay $28 million to settle charges it violated the FCPA 
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The Compensation Compliance Worldview: The “Big Three”  

D&O Liability for Entities in Distress
• E.g.: CMH Liquidating Trust v. Anderson (in re Community Mem. Hospital d/b/a Cheboygan 

Memorial Hospital) (Bankr. ED Mich., 2018) – Bankruptcy court allowed lawsuit against 
directors and officers of bankrupt hospital for poor financial oversight, including non-FMV, non-
CR transactions

Employment and Labor Laws (State and Federal)

• Vary by state and circumstances
• Incentives that incentivize illegal and/or discriminatory behavior can create legal/ regulatory risk
• Risk: False certifications of compliance with applicable laws
• Risk: Individual causes of action against the employer
• Michigan health system settled provider wage discrimination lawsuit Jan 2020
• Maine health system sued for provider wage discrimination Jan 2020

Antitrust Laws (State and Federal)
• Prohibit collusion, price fixing, monopolistic behavior, including sharing certain compensation info
• U.S. v. Neeraj Jindal and John Rodgers (E.D. Tx) - 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.
• U.S. v. VDA OC LLC (D. Nev) –Successor corp to On Call LLC pleaded guilty to conspiring to fix and 

depress the wages of nurses in Nevada
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The Compensation Compliance Worldview: The “Big Three”  

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

• Prohibits knowingly and willfully eliciting, receiving, offering or paying any remuneration 
(including any kickback, bribe, or rebate) directly or indirectly, overtly or covertly, in cash or in 
kind, in return for referring a patient or patronage to a recovery home, clinical treatment facility 
or laboratory
• Regulatory safe harbors allow exceptions for certain types of FMV and reasonable 

compensation

SEC Pay v. Performance Rule 17 C.F.R. 229,232

• Current rule effective October 11. 2022, amended SEC requirement to report exec pay v. 
performance
• New Item 402(v) of S-K will require registrants to provide a table disclosing specified executive 

compensation and financial performance measures for the registrant’s 5 most recently 
completed fiscal years. Registrants will be required to include info for principal executive officer 
(“PEO”) and, as an average, for the other named executive officers (“NEOs”) “executive 
compensation actually paid,” as calculated as prescribed by the rule
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Due Diligence

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

Yates Memo Revitalized:

• Yates Memo guidance reaffirmed/revitalized in remarks of Lisa Monaco, Deputy 
Attorney General, in 2021/2022

• 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
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Due Diligence

U.S. Department of Justice 
Criminal Division

Memo re “Evaluation of Corporate Compliance Programs” 
(Updated June 2020)

A well-designed compliance program should apply risk-based due diligence to its third-party relationships. 

Although the need for, and degree of, appropriate due diligence may vary based on the size and nature of the 

company, transaction, and third party, prosecutors should assess the extent to which the company has an 

understanding of the qualifications and associations of third-party partners, including the agents, consultants, 

and distributors that are commonly used to conceal misconduct, such as the payment of bribes to foreign officials 

in international business transactions.

Prosecutors should also assess whether the company knows the business rationale for needing the third party in 

the transaction, and the risks posed by third-party partners, including the third-party partners’ reputations and 

relationships, if any, with foreign officials. For example, a prosecutor should analyze whether the company has 

ensured that contract terms with third parties specifically describe the services to be performed, that the third 

party is actually performing the work, and that its compensation is commensurate with the work being provided 

in that industry and geographical region. Prosecutors should further assess whether the company engaged in 

ongoing monitoring of the third-party relationships, be it through updated due diligence, training, audits, and/or 

annual compliance certifications by the third party. 31



Due Diligence

U.S. Department of Justice 
Criminal Division

Memo re “Evaluation of Corporate Compliance Programs” 
(Updated June 2020)

A well-designed compliance program should include comprehensive due diligence of any acquisition targets, 

as well as a process for timely and orderly integration of the acquired entity into existing compliance program 

structures and internal controls. Pre-M&A due diligence, where possible, enables the acquiring company to 

evaluate more accurately each target’s value and negotiate for the costs of any corruption or misconduct to 

be borne by the target. Flawed or incomplete pre- or post-acquisition due diligence and integration can allow 

misconduct to continue at the target company, causing resulting harm to a business’s profitability and 

reputation and risking civil and criminal liability. 
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Due Diligence

Definition:
Via Miriam Webster

1. Law: The care that a reasonable person exercises to avoid harm to other 
persons or their property

2. Business: Research and analysis of a company or organization done in 
preparation for a business transaction (such as a corporate merger or 
purchase of securities)
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Due Diligence

Working Definitions:
From the panelists

Target Due Diligence:
Comprehensive Review of a party’s contracts and 
legal issues to assess potential liability

Transactional Due Diligence:
Evaluation of the terms and implications of a specific 
target transaction

Example Circumstances:
Mergers, acquisitions, financially integrating joint 
ventures

Example Circumstances: 
Limited joint venture, affiliation, services 
arrangement

34



Due Diligence

Costs/Benefits:

Target Due Diligence:
Costs:
• Time consuming if target has complex or unusual 

operations and/or DD process uncovers practices 
that require self-disclosure or other 
action/remedy

• “Expensive” If the process requires external 
resources such as outside counsel or experts    
(e.g. valuation, accounting, billing and coding, 
QOE, etc.)

Transactional Due Diligence:
Costs: 
• Time consuming if transaction is complex or novel
• “Expensive” If the process requires external 

resources such as outside counsel or experts    
(e.g. valuation, accounting, billing and coding, 
QOE, etc.)

Benefits:
• Issue spotting
• Issue resolution
• Future risk mitigation/better position with 

government if something goes wrong
• $1 of DD can save millions in bad outcome 

(although this is not a “sure thing”)

Benefits:
• Issue spotting
• Issue resolution
• Future risk mitigation/better position with 

government if something goes wrong
• $1 of DD can save millions in bad outcome 

(although this is not a “sure thing”)
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Examples – Enforcement Actions

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 
V+V prohibition; settlement included 5-year CIA. Qui tam relator was former hospital 
compliance officer.

❖ 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 CIA. Qui tam relator was physician who refused to enter the deal. Pivotal 
testimony/evidence was the opinion of a former government lawyer who advised against the 
deals during due diligence.

❖ U.S. ex rel. Longo v. Wheeling Hospital, Inc. et al. (N.D.W. Va.) - $50 million settlement based 
on allegations that 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. Qui tam relator was former 
hospital CEO.
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Examples – Enforcement Actions

Some of the notable historical enforcement examples (among many):

❖ CMH Liquidating Trust v. Anderson (in re Community Mem. Hospital d/b/a Cheboygan 
Memorial Hospital) (Bankr. ED Mich.) – Bankruptcy court allowed lawsuit against directors 
and officers of bankrupt hospital for poor financial oversight, including non-FMV, non-CR 
transactions that were allowed to proceed without proper due diligence

❖ AHS Hospital Corporation v. Town of Morristown (N.J. Tax Ct) –Tax court determined that 
NJ hospital was no longer eligible for tax exemption as a non-profit corporation due to 
compensation arrangement under which it subsidized losses of a for profit corporation; 
hospital lost its property tax exemption; case was one a string of similar cases in the 
northeast that have continued.
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Examples – Enforcement Actions
U.S. v. Taro 
Pharmaceuticals
U.S. v. Sandoz, 
Inc.
U.S. v. Apotex 
Corporation

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

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

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
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Examples – Enforcement Actions

Unique CIA terms – Taro/Sandoz/Apotex:

• 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
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Due Diligence - Examples

U.S. Department of Justice 
Criminal Division

Memo re “Evaluation of Corporate Compliance Programs” 
(Updated June 2020)

What Prosecutors May Look for/at:

The extent to which a company subjects its acquisition targets to appropriate scrutiny is 
indicative of whether its compliance program is, as implemented, able to effectively enforce its 
internal controls and remediate misconduct at all levels of the organization.

 Due Diligence Process – Was the company able to complete pre-acquisition due diligence 
and, if not, why not? Was the misconduct or the risk of misconduct
identified during due diligence?Who conducted the risk review for the 
acquired/merged entities and how was it done? What is the M&A due diligence process 
generally?

 Integration in the M&A Process – How has the compliance function been integrated
into the merger, acquisition, and integration process?

 Process Connecting Due Diligence to Implementation – What has been the company’s process 
for tracking and remediating misconduct or misconduct risks identified during the due 
diligence process? What has been the company’s process for implementing compliance 
policies and procedures, and conducting post-acquisition audits, at newly acquired 
entities?
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Due Diligence - Examples

U.S. Department of Justice 
Criminal Division

Memo re “Evaluation of Corporate Compliance Programs” 
(Updated June 2020)

What Prosecutors May Look for/at:

[A] company’s third-party management practices are a factor that prosecutors should
assess to determine whether a compliance program is in fact able to “detect the
particular types of misconduct most likely to occur in a particular corporation’s line of
business.”

 Risk-Based and Integrated Processes – How has the company’s third-party
management process corresponded to the nature and level of the enterprise risk
identified by the company? How has this process been integrated into the relevant
procurement and vendor management processes?

 Appropriate Controls – How does the company ensure there is an appropriate business
rationale for the use of third parties? If third parties were involved in the underlying
misconduct, what was the business rationale for using those third parties? What
mechanisms exist to ensure that the contract terms specifically describe the services to
be performed, that the payment terms are appropriate, that the described contractual
work is performed, and that compensation is commensurate with the services rendered?
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Due Diligence - Examples

U.S. Department of Justice 
Criminal Division

Memo re “Evaluation of Corporate Compliance Programs” 
(Updated June 2020)

What Prosecutors May Look for/at:

[A] company’s third-party management practices are a factor that prosecutors should assess
to determine whether a compliance program is in fact able to “detect the particular types of
misconduct most likely to occur in a particular corporation’s line of business.”

 Management of Relationships – How has the company considered and analyzed the
compensation and incentive structures for third parties against compliance risks? How does
the company monitor its third parties? Does the company have audit rights to analyze the
books and accounts of third parties, and has the company exercised those rights in the past?
How does the company train its third party relationship managers about compliance risks
and how to manage them? How does the company incentivize compliance and ethical
behavior by third parties? Does the company engage in risk management of third parties
throughout the lifespan of the relationship, or primarily during the onboarding process?

 Real Actions and Consequences – Does the company track red flags that are identified from
due diligence of third parties and how those red flags are addressed? Does the company
keep track of third parties that do not pass the company’s due diligence or that are
terminated, and does the company take steps to ensure that those third parties are not hired
or re-hired at a later date? If third parties were involved in the misconduct at issue in the
investigation, were red flags identified from the due diligence or after hiring the third party,
and how were they resolved? Has a similar third party been suspended, terminated, or
audited as a result of compliance issues? 44



Due Diligence - Examples

Detroit Medical Center (DMC) Acquisition-

• Detroit Medical Center agreed to pay $30 million to settle allegations that it violated the 
False Claims Act, the Anti-Kickback Statute, and the Stark Law by "engaging in improper 
financial [compensation] relationships with referring physicians....“

• The violations of law were brought to the attention of the DOJ by Detroit Medical 
Center, which voluntarily disclosed the violations to the government after discovering 
them during a due diligence review in connection with the sale of Detroit Medical Center 
to Vanguard Health Systems, Inc.

• According to the Chicago Tribune, the $30 million settlement amount was determined 
based on Detroit Medical Center's ability to pay. Detroit Medical Center's CEO 
reportedly told the Chicago Tribune that the settlement amount "could have been 10-
times higher based on Vanguard's better financial state.“

• Discovery, disclosure and resolution before sale was a benefit to the buyer and possibly 
limited liability for the seller (especially if this had occurred in today’s environment)
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Due Diligence - Examples

Therakos Settlement-

• Therakos was sold by J&J subsidiary (“MDBS”) to The Gores Group (“TGG”), 
a private equity portfolio company

• In a qui tam FCA suit, the relator/government alleged that before and after 
the acquisition, Therakos engaged in improper and illegal practices

• The DOJ entered into a settlement in which MDBS was required to pay a 
certain amount to settle the allegations and TGG was required to pay a 
separate amount for “practices after TGG acquired Therakos…”

• Case is illustrative in re government guidance that PE investors may need 
to be educated and vigilant about compliance practices of their portfolio 
companies
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Tips and Takeaways

1. Know your responsibilities (as counsel, board member, executive, advisor, investor, 
buyer, seller, etc.)

-Before, during and after a transaction
-With respect to specific laws and violations thereof

2. Have tailored policies and processes for due diligence review and documentation
-Understand the business, the market, the regulatory landscape and the risks
-Have reasonable triggers for simple and more in-depth review
-Have a reasoned consistent process to protect against liability under AKS, FCA, 501(c)(3), business judgement rule, 
other challenges

3. Have and use resources as needed and appropriate
-External objectivity and subject matter expertise can be a valuable and important part of due diligence
-Reasonable reliance on experts can be a defense to liability in some circumstances
• U.S. ex rel Fallard v Govplace – defendant cannot act knowingly for purposes of FCA scienter when it reasonably 

relied on outside expert to determine if legal standard was met
• Ravenswood Investment Co. v. Estate of Winmill – lack of evidence of outside review can evidence of lack of 

process consistent with duties of directors

4. Document well
-If it isn’t in writing, it didn’t happen?
-Documentation can be used for and against a defendant in healthcare matters
-Good documentation can keep the burden on the plaintiff and off the defendant in an enforcement action
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Tips and Takeaways

5. Be careful of the Big Three
- The government didn’t dub them the “Big Three” for nothing!
- 9 times out of 10, issues and investigations are about the money – how much, under what arrangements and on 

what conditions

6. Be careful of the unknown unknowns
- Laws, rules, practices and enforcement trends are evolving rapidly
- Being up to date is essential for effectively identifying and mitigating risk

7. Review, Remember, Remind of and Test the Seven Elements of an Effective 
Compliance Program (and the DOJ’s statements on compliance with them)

- DOJ guidance warns of risks of not checking for these elements
- Parties on both sides of a transaction can have liability for failures that are not properly addressed

1) Written policies and procedures
2) Designating an appropriate Chief Compliance Officer/Compliance Committee
3) Conducting effective education and training
4) Developing effective lines of communication for reporting
5) Monitoring and Auditing
6) Enforcement of standards
7) Responding promptly to offenses and taking corrective action
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