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

The speakers will present their own views and not those of their current or past 
employers or clients.

Not all slides may be covered in detail. Some are for reference only. Additional reference 
materials are provided in a supplement. 

The slides are the result of collaboration of your panelists and reflect their individual and 
collective thoughts and observations. 

This presentation may include discussion of hypothetical scenarios. These hypothetical 
scenarios have been devised to be realistic and to elicit thoughtful and lively discussion, 
but do not represent actual events. 

This presentation includes discussion of certain ongoing and settled lawsuits. The 
discussion is based on publicly available documents regarding allegations in the lawsuits. 
We wish to remind participants  thatallegations are allegations only. We also wish to 
remind participants that this is a selected list of cases and not a comprehensive list.
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*Based on Merriam Webster definition.

Something (e.g., a payment 
or withhold of payment) that 
incites, or has a tendency to 
incite, to determination or 
action.
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Introduction
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Words to Live By 
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òThereare known knowns. There are things that we know that we

know. Thereare known unknowns. That is to say, there are things that

we know that we donõtknow. But there are also unknown unknowns.

There are things that we donõtknow we donõtknow.óðDonald

Rumsfeld

òYougo to war with the army you have, not the army you might want

or wish to have at a later time.óðDonald Rumsfeld

òTryingto predict the future is like trying to drive down a country road

at night with no lights while looking out the back window.óςPeter
Drucker

òThe Final Rule is the Final Rule until the next Final Ruleê unless there 

is a waiver.ó ðAndrea Ferrari 
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The Situation
General
ÅOngoing transition to value-based payment 

models
ÅRegulatory changes, both pending and 

effectuated
ÅShifting trends in regulatory enforcement

COVID-19
ÅtǊƻǾƛŘŜǊ ŜȄǇŜƴǎŜǎ ҧ 
ÅtǊƻǾƛŘŜǊ ǊŜǾŜƴǳŜǎ Ҩ
Å Service priorities shifted away from historical 

revenue centers
Å Magnified distress among hospitals already in 

distress
Å Sec. 1135 waivers and suspension of certain 

government quality initiatives
Å Duration of emergency, of its 

financial/operational effects and of regulatory 
waivers unknown

EVERYTHING IS CHANGING

Å For sure? 
Å Maybe?
Å How? 
Å For how long?
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The Situation
ÅAtmosphere of uncertainty can be particularly 

challenging for counsel who are tasked with 
reviewing, analyzing or preparing transaction 
documents, or overseeing regulatory 
compliance and/or legal due diligence

ÅFinancial incentives for healthcare providers ς
in particular, physicians ςto do or not do 
specific things can pose particularly challenging 
questions when circumstances are continuously 
changing

ÅThe unique circumstances of the COVID-19 
emergency perhaps (probably!) make the 
questions even more challenging
ÅUncertainty of unknown duration
ÅUncertainty applies to both financial and 

regulatory affairs, which may be 
intertwined

CHANGE IS HARD, 
PARTICULARLY WHEN 

UNCERTAIN
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The Situation

Reasons Clients Have Requested Payment/Fair Market Value 
Review in the Last 3 Months:

Lack of prior experience/knowledge with the type of arrangement
ά²ŜΩǾŜ ƴŜǾŜǊ ǇŀƛŘ ŦƻǊ ǘƘƛǎκǳƴŘŜǊ ǘƘŜǎŜ ŎƛǊŎǳƳǎǘŀƴŎŜǎ ōŜŦƻǊŜΦέ

Longevity/Equity concerns
Å ¦ƴƛǉǳŜ ŀǊǊŀƴƎŜƳŜƴǘǎ ǿƛƭƭ ƘŀǾŜ ŀƴ ƛƴŘŜŦƛƴƛǘŜ ǘŜǊƳΣ ǳƴǘƛƭ ǘƘŜ ŎǊƛǎƛǎ ƛǎ άƻǾŜǊέ
Å Arrangements may have significant financial and PR impacts if not consistent with the 

market or otherwise reasonable by objective criteria
Å 5ǳǊƛƴƎ ŎǊƛǎƛǎΣ ŜǾŜǊȅƻƴŜ ǿŀƴǘǎ Ǉŀȅ ŀƴŘ ǘŜǊƳǎ ǘƻ ōŜ άŦŀƛǊέ ǘƻ Ƴŀƛƴǘŀƛƴ ƎƻƻŘǿƛƭƭ

Desire not to deviate too far from established compensation review processes and guardrails, 
despite extenuating circumstances

Non-ǇǊƻŦƛǘκǇǊƛǾŀǘŜ ƛƴǳǊŜƳŜƴǘκǇǳōƭƛŎ ƛƴǘŜƎǊƛǘȅ ŎƻƴǎƛŘŜǊŀǘƛƻƴǎ όŦƻǊ ǘŀȄ ŜȄŜƳǇǘκƎƻǾΩǘ ŜƴǘƛǘƛŜǎύ

Fraud & abuse concerns, particularly w/arrangements for large $ amounts, for provider income 
protection, or for reevaluation of existing arrangements (incl. incentive arrangements)



14

The Situation

Sample COVID-19 Impacts

Physicians

Stay at home orders + no elective procedures + patient fears about healthcare environments = 
projections or assumptions about productivity, revenue, case mix, payor mix, costs and patient 
demographics may need to be revisited

Hospitals

All assumptions about service demand/volume, revenue, fixed/variable costs and appropriate 
staffing and resource allocation may need to be revisited

Other Healthcare Businesses

All assumptions about product or service demand/volume, revenue, fixed/variable costs and 
appropriate staffing and resource allocation may need to be revisited
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Historical Emerging

Å Provider eligible for greater compensation 
based on:
Å wRVUs/productivity in excess of a 

threshold
Å Improved patient or staff satisfaction 

scores
Å Door-to-procedure times
Å EHR adoption
Å Attendance at CME, meetings, or other 
άŎƛǘƛȊŜƴǎƘƛǇέ ŀŎǘƛǾƛǘƛŜǎ

Å Sometimes, readmission rates and/or 
infection rates consistent with a national 
benchmark

Å Aggregate payments, including incentives, 
generally required to be within FMV limits of 
compensation for underlying items or services, 
and/or of survey benchmarks for total 
compensation

Å Provider eligible for higher compensation based 
on:
Å Performance relative to peers
Å Performance of peers (and staff)
Å Screening or follow-up tests ordered in 

conformity with practice guidelines 
Å Performance to national benchmarks 

and/or demonstrated improvements in 
quality measures such as infections, 
mortality, preventable readmissions, etc., 
usually with respect to specific services 
or procedures

Å Demonstrated cost savings (gainsharing) 
with respect to specific services or 
procedures

Å Positive performance results in an 
ACO/CIN or APM

Å Incentive payments increasingly desired to be 
incremental to FMV limits of compensation for 
underlying items or services, and in some cases 
of survey benchmarks for total compensation



TheMarket
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The Current Stark Law:

ÅStrict liability = intent is not relevant to compliance
ÅLiability for each claim submitted to Medicare or 

Medicaid** unless an explicitly-enumerated 
exception applies
ÅBurden is on the defendant to establish that all 

elements of an exception are met 
ÅVery high price tag for violations, particularly when 

violations are adjudicated through the lens of the 
False Claims Act (FCA) and with accompanying 
claims related to violations of Antikickback Statute 
(AKS) and/or state law 
ÅQui tam provisions = rising number of FCA cases 

with multiple claims
Å{ǘŀǘŜǎ ƘŀǾŜ άƳƛƴƛ-{ǘŀǊƪέ ƭŀǿǎ ǘƘŀǘ Ƴŀȅ ŀǇǇƭȅ ǘƻ 

services payable by non-government payors 

** See ¦Φ{Φ ŀƴŘ {ǘŀǘŜ ƻŦ CƭƻǊƛŘŀ ŜȄ ǊŜƭΦ {ŎƘǳōŜǊǘ ǾΦ !ƭƭ /ƘƛƭŘǊŜƴΩǎ IŜŀƭǘƘ {ȅǎǘŜƳ 

Current Liability Exposure:

ÅMany potentially applicable exceptions for 
compensation arrangements have a fair market 
value (FMV) requirement:
ÅStark Law has a specific definition of FMV 

codified in the statute and expanded in 
promulgating regs 

ÅMany exceptions that have the FMV requirement 
also require that the arrangement be 
άŎƻƳƳŜǊŎƛŀƭƭȅ ǊŜŀǎƻƴŀōƭŜέ ό/wύ ƻǊ ǎƻƳŜǘƘƛƴƎ 
similar:
ÅAlthough it is required that arrangements be CR, 

the Stark Law does not define CR, but we think 
we know what it means, at least in the context of 
the fee-for-service world 

ÅSome exceptions that have FMV and CR 
requirements also have a requirement that 
compensation not be determined in a manner that 
takes into account the volume or value of referrals 
(V + V) by the physician:
ÅAlthough this is a requirement of many 

exceptions, there is currently no actual definition 
of what it means to take into account V + V
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ά9ƴǘƛǘƛŜǎ ŦǳǊƴƛǎƘƛƴƎ ώ5I{ϐ ŦŀŎŜ ǘƘŜ 
predicament of trying to achieve clinical 

and financial integration with other 
providers, including physicians, while 
simultaneously having to satisfy the 
requirements of an exception to the 
ώ{ǘŀǊƪ [ŀǿΩǎϐ ǇǊƻƘƛōƛǘƛƻƴǎ ƛŦ ǘƘŜȅ ǿƛǎƘ ǘƻ 
ŎƻƳǇŜƴǎŀǘŜ ǇƘȅǎƛŎƛŀƴǎ ǘƻ ƘŜƭǇ ǘƘŜƳΦέ  

80 Fed. Reg. 41685, 41928 (Jul. 15, 2015)

άώ¢ϐƘŜ {ǘŀǊƪ [ŀǿΩǎ ƻǾŜǊǎƛƎƘǘ ƻŦ 
compensation arrangements is anchored 

in a fee-for-service world where 
physicians were self-employed, hospitals 
were separate entities, and both billed 
ŦƻǊ ǎŜǊǾƛŎŜǎ ƻƴ ŀ ǇƛŜŎŜƳŜŀƭ ōŀǎƛǎΧΦώƴŜǿ 

value-based service goals] can be 
accomplished only through teamwork 
among hospitals, physicians and other 

health care providers across sites of care 
[which requires] the use of financial 

incentives ςspecifically, arrangements 
ǘƘŀǘ ŀƭƛƎƴ ƛƴŎŜƴǘƛǾŜǎΦέ 

ςAHA, January 2018 
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Regulatory Sprint to Coordinated Care

June 2018 Regulatory Sprint was initiated w/RFI regarding potential changes to the Stark Law 
regulations

August 2018 Follow-on RFI regarding potential changes to the Antikickback Statute

October 2018 Final RFI responses due

October 2019 Highly anticipated issuance of new proposed rules, with comments due December 31 
and a stated government goal to issue final rules by end of 2020
Å New proposed regulatory definition of FMV
Å New proposed regulatory definition of CR
Å bŜǿ ǇǊƻǇƻǎŜŘ ǊŜƎǳƭŀǘƻǊȅ ŘŜŦƛƴƛǘƛƻƴκŎƭŀǊƛŦƛŎŀǘƛƻƴ ƻŦ άǘŀƪŜǎ ƛƴǘƻ ŀŎŎƻǳƴǘέ ±Ҍ±
Å New proposed Stark Law exceptions and AKS safe harbors for value-based 

arrangements, with multiple requirements for meeting them, including 
physician risk

December 2020 Thousands of comments to proposed rules submitted to CMS, including by AHA, FAH, 
AMA, and other organizations representing large numbers of hospitals and physicians; 
comment review officially began in January 

Feb/March 2020 Start of COVID-19 public health emergency



TheMarket

20

Regulatory Sprint to Coordinated Care

October 2019 Stark Law Proposed Rule: Three New Distinct Definitions of FMV

General ¢ƘŜ ǾŀƭǳŜ ƛƴ ŀƴ ŀǊƳΩǎ ƭŜƴƎǘƘ ǘǊŀƴǎŀŎǘƛƻƴ ǿƛǘƘ ƭƛƪŜ ǇŀǊǘƛŜǎ ǳƴŘŜǊ ƭƛƪŜ ŎƛǊŎǳƳǎǘŀƴŎŜǎ ƻŦ ƭƛƪŜ 
assets or services, consistent with the general market value of the subject transaction

Equipment Rental ²ƛǘƘ ǊŜǎǇŜŎǘ ǘƻ ǘƘŜ ǊŜƴǘŀƭ ƻŦ ŜǉǳƛǇƳŜƴǘΣ ǘƘŜ ǾŀƭǳŜ ƛƴ ŀƴ ŀǊƳΩǎ ƭŜƴƎǘƘ ǘǊŀƴǎŀŎǘƛƻƴΣ ǿƛǘƘ 
like parties under like circumstances, of rental property for general commercial purposes 
(not taking into account its intended use), consistent with the general market value of 
the subject transaction

Rental of Office Space ²ƛǘƘ ǊŜǎǇŜŎǘ ǘƻ ǘƘŜ ǊŜƴǘŀƭ ƻŦ ƻŦŦƛŎŜ ǎǇŀŎŜΣ ǘƘŜ ǾŀƭǳŜ ƛƴ ŀƴ ŀǊƳΩǎ ƭŜƴƎǘƘ ǘǊŀƴǎŀŎǘƛƻƴΣ ǿƛǘƘ 
like parties under like circumstances, of rental property for general commercial purposes 
(not taking into account its intended use) without adjustment to reflect the additional 
value that the prospective lessee or lessor would attribute to the proximity or 
convenience of the lessor where the lessor is a potential source of patient referrals to 
the lessee, and consistent with the general market value of the subject transaction
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Regulatory Sprint to Coordinated Care

October 2019 Stark Law Proposed Rule: New Definitions of Commercially Reasonable

²Ŝ ŀǊŜ ǇǊƻǇƻǎƛƴƎ ǘǿƻ ŀƭǘŜǊƴŀǘƛǾŜ ŘŜŦƛƴƛǘƛƻƴǎ ŦƻǊ ǘƘŜ ǘŜǊƳ άŎƻƳƳŜǊŎƛŀƭƭȅ ǊŜŀǎƻƴŀōƭŜέ Χ 

1. The particular arrangement furthers a legitimate business purpose of the parties and is on similar terms and 
conditions as like arrangements. 

2. The arrangement makes commercial sense and is entered into by a reasonable entity of similar type and size 
and a reasonable physician of similar scope and specialty. 

Χώ²ϐŜ ōŜƭƛŜǾŜ ǘƘŀǘ ǘƘŜ ƪŜȅ ǉǳŜǎǘƛƻƴ ǘƻ ŀǎƪ ǿƘŜƴ ŘŜǘŜǊƳƛƴƛƴƎ ǿƘŜǘƘŜǊ ŀƴ ŀǊǊŀƴƎŜƳŜƴǘ ƛǎ ŎƻƳƳŜǊŎƛŀƭƭȅ 
ǊŜŀǎƻƴŀōƭŜ ƛǎ ǎƛƳǇƭȅ ǿƘŜǘƘŜǊ ǘƘŜ ŀǊǊŀƴƎŜƳŜƴǘ ƳŀƪŜǎ ǎŜƴǎŜ ŀǎ ŀ ƳŜŀƴǎ ǘƻ ŀŎŎƻƳǇƭƛǎƘ ǘƘŜ ǇŀǊǘƛŜǎΩ ƎƻŀƭǎΧ¢ƘŜ 

determination of commercial reasonableness is not one of valuation. Nor does the determination that an 
arrangement is commercially reasonable turn whether the arrangement is profitable. 

Χ²Ŝ ǿƛǎƘ ǘƻ ŎƭŀǊƛŦȅ ǘƘŀǘ ŎƻƳǇŜƴǎŀǘƛƻƴ ŀǊǊŀƴƎŜƳŜƴǘǎ ǘƘŀǘ Řƻ ƴƻǘ ǊŜǎǳƭǘ ƛƴ ǇǊƻŦƛǘ ŦƻǊ ƻƴŜ ƻǊ ƳƻǊŜ ƻŦ ǘƘŜ ǇŀǊǘƛŜǎ 
may nonetheless be commercially reasonable.
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Regulatory Sprint to Coordinated Care

October 2019 Stark Law Proposed Rule: Clarification on Taking Into Account V+V

Å Productivity bonus takes into account V+V only when compensation varies directly with volume or value

Å The fact that a physician is paid based on professional services that are accompanied by facility services that 
are DHS does not itself mean that compensation varies with V+V
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Regulatory Sprint to Coordinated Care

October 2019 Stark Law Proposed Rule: 3 Value-Based Payment Exceptions

ά¢ƘŜ {ǘŀǊƪ [ŀǿΩǎ ƴŜǿ ǾŀƭǳŜ-ōŀǎŜŘ ŜȄŎŜǇǘƛƻƴǎΧŀŎƪƴƻǿƭŜŘƎŜ ǘƘŀǘ ƛƴŎŜƴǘƛǾŜǎ ŀǊŜ ŘƛŦŦŜǊŜƴǘ ƛƴ ŀ ƘŜŀƭǘƘŎŀǊŜ ǎȅǎǘŜƳ 
ǘƘŀǘ Ǉŀȅǎ ŦƻǊ ǾŀƭǳŜΣ ǊŀǘƘŜǊ ǘƘŀƴ ǘƘŜ ǾƻƭǳƳŜΣ ƻŦ ǎŜǊǾƛŎŜǎ ǇǊƻǾƛŘŜŘΦέ

1. Full Financial Risk ςcapitation, global budget payments 

2. Meaningful Downside Financial Risk ςphysician responsible to repay at least 25% of the remuneration 
received prospectively 

3. Value-Based Arrangements

i. the arrangement is in writing, signed by the parties and includes: (a) the value-based activities, (b) 
how they further the value-based purposes of the value-based enterprise, (c) the target 
population, (d) the type or nature of remuneration, (e) the method used to determine the 
remuneration and (f) the performance or quality standards against which the recipient of the 
remuneration will be measured; and 

ii. the performance or quality standards against which the recipient will be measured are objective 
and measurable 

Proposed AKS safe harbors largely mirror the proposed Stark Law exceptions
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Regulatory Sprint to Coordinated Care

October 2019 Stark Law Proposed Rule: 3 Value-Based Payment Exceptions

If adopted as proposed:  

Å Will be applicable to specific types of arrangements that meet specific requirements, including (in 2 out 
of 3 cases) presence of significant downside physician risk

Å Do not apply to arrangements with laboratories, pharmaceutical companies, etc., which are specifically 
excluded in the text of the proposed exceptions

Å Do not include the requirement of being FMV or commercially reasonable, but CMS sought comments on 
whether they should include these requirements to prevent abuse (deadline for comments was 
December 31, 2019) 
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COVID-19 Public Health Emergency

Å Revenue-generating elective procedures, including most surgeries, cancelled for a period of 2 to 3+ months

Å wŜǎǳƳǇǘƛƻƴ ƛǎ ŜȄǇŜŎǘŜŘ ƎǊŀŘǳŀƭƭȅ ǿƛǘƘ ǎŜǾŜǊŀƭ ƳƻƴǘƘǎ ǘƻ ǊŜǎǘƻǊŜ ǾƻƭǳƳŜǎ ǘƻ άƴƻǊƳŀƭΣέ ŀǎǎǳƳƛƴƎ ƴƻ 
additional COVID-19 surge

Å Most hospitals, other healthcare providers and businesses facing significant financial stress and without any 
certain timeline for righting the ship, even with optimistic outlook

Å Healthcare providers and public-at-large facing furloughs and layoffs, which may cause declines in health, 
shifts in demand/supply of some services (and case-mix shifts)

Å Sec. 1135 Blanket Stark Law Waivers, but also government commitment to action against fraudulent, abusive 
and deceptive practices 

Å Stark and AKS proposed rules ςnew exceptions for value-based arrangements, new definition of FMV, new 
definition of commercially reasonable, etc. remain in the background but are perhaps stalled until abatement 
of the crisis



Legal 
Considerations

Stark is still Stark, andthere 

ƛǎ ǎǘƛƭƭ ƳƻǊŜ ǘƻ ŎƻƴǎƛŘŜǊΧ 
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Stark Law 42 U.S.C. § 1395nn-
Å Strict liability civil statute
Å Prohibits submission of claims to Medicare (and possibly Medicaid) that result from a referral by a 

physician with which the entity has a financial relationship, unless a specifically-enumerated 
exception applies

Å Burden is on a defendant to show that requirements for an exception are met
Å Violations result in repayment obligations, civil monetary penalties and potential exclusion from 

participation in Federal health care programs
Å There are certain common requirements in many compensation exceptions: (i) compensation 

must be fair market value (FMV); (ii) compensation arrangement must be commercially 
reasonable (CR); (iii) compensation must not be determined in a manner that takes into account 
volume or value of referrals (V+V); (iv) arrangement must not violate Federal Antikickback Statute 
or state laws governing billing or claims submission

Federal 
Antikickback 
Statute (AKS)

42 USC § 1320a-7b(b) ς
Å 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 and Tricare

Å Prosecutions and penalties may apply to parties on both sides of a prohibited arrangement or 
transaction

Å Civil and criminal statute- provides for criminal and/or civil penalties as well as administrative 
exclusion from participation in Federal health care programs

Å United States v. Greber, 760 F.2d 68 (3d Cir. 1985), cert. denied, 474 U.S. 988 (1985)-άƻƴŜ ǇǳǊǇƻǎŜ 
ǘŜǎǘέ - an arrangement implicates AKS if even one purpose is to induce referrals

Å U.S. v. Lipkis, 770 F.2d 1447, 1449 (9th Cir, 1985) ςIf a payment exceeds FMV, it may be inferred 
that the amount in excess of FMV is a payment for referrals that may implicate AKS
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Federal False 
Claims Act (FCA)

31 USC § 3729-
Å Prohibits knowingly presenting or causing to be presented a false or fraudulent claim for 

payment by the Federal government 
Å {ŜǊǾŜǎ ŀǎ ŀ άƳŀƎƴƛŦȅƛƴƎ Ǝƭŀǎǎέ ŦƻǊ Ǿƛƻƭŀǘƛƻƴǎ ƻŦ ǘƘŜ {ǘŀǊƪ [ŀǿΣ !Y{ ŀƴŘ ŎŜǊǘŀƛƴ ǎǘŀǘŜ aŜŘƛŎŀƛŘ 

laws, in part due to its qui tam relator provisions- 70% of cases are the result of qui tam suits
Å Under the ACA, AKS violations are per se violations of FCA
Å Certain other recent changes may have made it easier to bring and pursue claims
Å Per claim penalties with treble damages 
Å Universal Health Services v. United States ex rel. Escobar 579 U.S. __ (2016) ςa defendant 

makes an implied certification of compliance with Medicare/Medicaid requirements when 
submitting Medicare/Medicaid claims; a false claim for purposes of FCA is a claim of something 
ǘƘŀǘ ǿƻǳƭŘ ōŜ ƳŀǘŜǊƛŀƭ ǘƻ DƻǾŜǊƴƳŜƴǘΩǎ ŘŜŎƛǎƛƻƴ ǘƻ Ǉŀȅ

Fed Internal 
Revenue Code 
(IRC) Sec 501(c)(3)

Å A tax-ŜȄŜƳǇǘ ŜƴǘƛǘȅΩǎ ŜŀǊƴƛƴƎǎ Ƴŀȅ ƴƻǘ ƛƴǳǊŜ ǘƻ ǘƘŜ ōŜƴŜŦƛǘ ƻŦ ŀ ǇǊƛǾŀǘŜ ǇŀǊǘȅ
Å Penalties for violation include intermediate sanctions up to loss of tax-exempt status
Å ¢ƻ ŎƻƳǇƭȅΣ ŎƻƳǇŜƴǎŀǘƛƻƴ ǇŀƛŘ ǎƘƻǳƭŘ ōŜ άǊŜŀǎƻƴŀōƭŜέ ŦƻǊ ǘƘŜ ƳŀǊƪŜǘΣ ǎǇŜŎƛŀƭǘȅ ŀƴŘ ǊŜǎǇƻƴǎƛōƛƭƛǘƛŜǎ
Å Lw/ {ŜŎΦ мснΥ άǊŜŀǎƻƴŀōƭŜέ ŎƻƳǇŜƴǎŀǘƛƻƴ ƛǎ ǘƘŜ ŀƳƻǳƴǘ ǘƘŀǘ ǿƻǳƭŘ ƻǊŘƛƴŀǊƛƭȅ ōŜ ǇŀƛŘ ŦƻǊ ƭƛƪŜ ǎŜǊǾƛŎŜǎ 

by like enterprises under like circumstances
Å Generally, compensation should be FMV for services provided

State/local tax 
exemption laws, 
including for 
property taxes

Å May mirror Federal IRC or have other specific requirements to maintain tax-exemption
Å Penalties for non-compliance may include loss of tax-exempt status for purposes of income taxes 

and/or property taxes, and may give rise to criminal liability in some cases (knowing violation of a 
state false claims act)

Å Recent enforcement actions/court cases suggest that operations that subsidize for-profit enterprises, 
and payments that are not FMV for reasonable items or services, may cause risk
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Civil Monetary 
Penalties Law 
(CMPL), including 
Gainsharing CMP

Gainsharing CMP (§ 1128(a)(b) of Social Security Act, 42 U.S.C. §1320a-7a) - Prohibits inducements to 
limit items or services to Medicare or Medicaid beneficiaries

Å aŜŘƛŎŀǊŜ !ŎŎŜǎǎ ŀƴŘ /ILt wŜŀǳǘƘƻǊƛȊŀǘƛƻƴ !Ŏǘ όa!/w!ύ όнлмрύ ŀŘŘŜŘ ǘƘŜ ǿƻǊŘǎ άƳŜŘƛŎŀƭƭȅ 
ƴŜŎŜǎǎŀǊȅέ ōŜǘǿŜŜƴ άƭƛƳƛǘέ ŀƴŘ άƛǘŜƳǎέΤ ǇǊƛƻǊ ǘƻ нлмрΣ ǘƘŜ ƎŀƛƴǎƘŀǊƛƴƎ /at ŀǇǇƭƛŜŘ ǘƻ ŀƴȅ 
arrangement to limit items or services to applicable patients

Å Incentives that are not created and implemented with proper safeguards may implicate the 
gainsharing CMP, even with the post-2015 modification, BUT, gainsharing and incentive-based 
arrangements are more common than ever

State Laws Å State physician self-referral prohibitions
Å State antikickback statutes and/or fee-splitting prohibitions
Å State billing and payment laws and rules (anti-supplementation laws, laws/rules against percentage 

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

subsidization of medical practice
Å Newer (maybe): state anti-bribery laws, enforced through the Travel Act

Restrictions for 
Bond-Financed 
Facilities

Å Restrictions under IRS Rev Proc 97-13 and 16-44
Å Safe harbors shift August 18, 2017
Å tŀȅƳŜƴǘǎ ǘƻ ŀ ǎŜǊǾƛŎŜ ǇǊƻǾƛŘŜǊ Ƴǳǎǘ ōŜ άǊŜŀǎƻƴŀōƭŜέ ŎƻƳǇŜƴǎŀǘƛƻƴ
Å Generally, a management contract results in private use if the contract provides for compensation 

based in whole or in part on a share of the net profits from the operations of the bond-financed 
facility

Å LƴŎŜƴǘƛǾŜ ŎƻƳǇŜƴǎŀǘƛƻƴ ƛǎ ƴƻǘ ǘǊŜŀǘŜŘ ŀǎ άǇǊƻǾƛŘƛƴƎ ŀ ǎƘŀǊŜ ƻŦ ǘƘŜ ƴŜǘ ǇǊƻŦƛǘǎέ ƛŦ ƛǘ ƛǎ ōŀǎŜŘ ƻƴ 
standards that measure quality, performance or productivity
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Federal Travel 
Act

18 U.S.C §1952-
Å Passed in 1961
Å !ΦƪΦŀΦ ǘƘŜ άLƴǘŜǊƴŀǘƛƻƴŀƭ ¢ǊŀǾŜƭ !Ŏǘέ
Å Prohibits travel or use of mail or any facility in interstate or foreign commerce to engage in 

unlawful activity
Å 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

Å Criminal statute that carries penalties up to 20 years in prison
Å Currently being used to prosecute payment for commercial patient referrals under state anti-

bribery law (TX); prior somewhat similar case in NJ ended in guilty plea (2013)

Foreign Corrupt 
Practices Act
(FCPA)

14 U.S.C. §78dd-1, et seq.-
Å Passed 1977
Å Prohibits making payments to foreign government officials to assist in obtaining or retaining 

business
Å Applies to publicly-traded companies and their officers, directors, stockholders and agents; 

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

unless those payments are established as FMV payments in legitimate transactions for goods or 
services

Other anti-
corruption 
enforcement 
tools

Racketeer Influenced and Corrupt Practices Act (RICO) ς18 U.S.C. §§1961-1969 (1970)
Å Recently been used as a tool against corrupt healthcare practices
Å RICO-based statutes in 33 states, Puerto Rico and the USVI, often with broader application than 

the Federal law
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Eliminating 
Kickbacks in 
Recovery Act 
(EKRA)

18 U.S.C. § 220 ς
Å Passed October 2018 as part of the SUPPORT Act to address the opioid crisis
Å !ƴ άŀƭƭ ǇŀȅƻǊέ ŀƴǘƛƪƛŎƪōŀŎƪ ƭŀǿ- applicability likely extends to services paid by commercial 

health plans
Å Prohibits knowingly and willfully soliciting, receiving, paying or offering any remuneration, 

directly or indirectly, overtly or covertly, in cash or in kind, in exchange for referrals to a 
clinical treatment facility, laboratory or recovery home

Å Criminal and civil liability - up to $200,000 per violation, up to 10 years in prison
Å 7 exceptions protect particular types of arrangements, but the exceptions do not match AKS 

safe harbors = potentially, EKRA may be violated even by arrangements that satisfy a safe 
harbor of the AKS

Employment and 
Labor Laws (state 
and Federal)

Å Vary by state and circumstances
Å Incentives that incentivize illegal and/or discriminatory behavior can create legal and regulatory 

risk
- Risk: False certifications of compliance with applicable laws
- Risk: Individual causes of action against the employer
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COVID-19 Diagnosis and Treatment - Diagnosis or medically necessary treatment of COVID-19 for 
any patient or individual, whether or not the patient or individual is diagnosed with a confirmed 
case of COVID-19.

Securing Services of Physicians and Other Practitioners - Securing services of physicians and 
other health care practitioners and professionals to furnish medically necessary patient care 
services, including services not related to the diagnosis and treatment of COVID-19, in response to 
the COVID-19 outbreak in the United States.

Addressing Patient and Community Needs - Ensuring the ability of health care providers to 
address patient and community needs due to the COVID-19 outbreak in the United States.

Expanding Capacity- Expanding the capacity of health care providers to address patient and 
community needs due to the COVID-19 outbreak in the United States.

Shifting to Alternative Care Settings. - Shifting the diagnosis and care of patients to appropriate 
alternative settings due to the COVID-19 outbreak in the United States.

Addressing Medical Practice or Business Interruption - Addressing medical practice or business 
interruption due to the COVID-19 outbreak in the United States in order to maintain the 
availability of medical care and related services for patients and the community.

Sec. 1135 Stark Law Blanket Waivers
9ŦŦŜŎǘƛǾŜ ŦǊƻƳ aŀǊŎƘ нлнл ŦƻǊ /ƻƳǇŜƴǎŀǘƛƻƴ !ǊǊŀƴƎŜƳŜƴǘǎ ǿƛǘƘ ŀ ά/h±L5-мф tǳǊǇƻǎŜǎέ
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Sec. 1135 Stark Law Blanket Waivers
9ŦŦŜŎǘƛǾŜ ŦǊƻƳ aŀǊŎƘ нлнл ŦƻǊ /ƻƳǇŜƴǎŀǘƛƻƴ !ǊǊŀƴƎŜƳŜƴǘǎ ǿƛǘƘ ŀ ά/h±L5-мф tǳǊǇƻǎŜǎέ

Blanket 

Waiver #

Payment

From

Payment

To 

Service/Resource Above FMV Ok? Below FMV Ok?

1 Entity Physician* Services personally performed by Physician Yes Yes

2 Entity Physician Office space provided by Physician No Yes

3 Entity Physician Equipment leased from a Physician No Yes

4 Entity Physician Items or services purchased from a Physician No Yes

5 Physician Entity Office space provided by Entity No Yes

6 Physician Entity Equipment leased from an Entity No Yes

7 Physician Entity ¦ǎŜ ƻŦ 9ƴǘƛǘȅΩǎ ǇǊŜƳƛǎŜǎΣ ƻǊ ƛǘŜƳǎ ƻǊ ǎŜǊǾƛŎŜǎ 

purchased from Entity

No Yes

8 Hospital Physician Medical Staff benefits 

provided by Hospital

FMV not applicable.  Ok to provide Physician incidental benefits 

that exceed limits in 42 CFR 411.357(m)(5) 

9 Entity Physician Nonmonetary 

compensation provided by 

Entity

FMV not applicable.  Ok to provide Physician nonmonetary 

compensation that exceeds limits in 42 CFR 411.357(k)(1)

10 Entity Physician Loan from Entity to 

Physician

Below FMV interest rate; or terms that are unavailable from a 

lender to whom Physician does not refer

11 Physician Entity Loan from Physician to 

Entity

Below FMV interest rate; or terms that are unavailable from a 

lender that is not in a position to generate business for Physician



LegalConsiderations

34

Sec. 1135 Stark Law Blanket Waivers
Effective from March 2020 for Direct/ƻƳǇŜƴǎŀǘƛƻƴ !ǊǊŀƴƎŜƳŜƴǘǎ ǿƛǘƘ ŀ ά/h±L5-мф tǳǊǇƻǎŜǎέ

Arrangement Type Possible Example
COVID-19 
Purpose?

Incremental Staffing Å ²Ƙŀǘ ǘƻ Ǉŀȅ ŦƻǊ ƴŜǿκŀŘŘƛǘΩƭ ƻƴǎƛǘŜ ƛƴǘŜƴǎƛǾƛǎǘ ƻǊ L5 ǇƘȅǎƛŎƛŀƴ ŎƻǾŜǊŀƎŜ ŦƻǊ 
ICUs

Yes

Provider redeployment Å What to pay anesthesiologists/surgeons/cardiologists performing 
coverage shifts for the ICU; paying PCPs for staffing hospital testing sites 
or telemed centers

Yes

Provider standby availabilityÅ What to pay specialists to standby for activation and for onsite shift 
coverage when ICU or ED census reaches a specific threshold

Yes

Provider income protection Å Hospital maintains, increases, expands or initiates an income guarantee 
for physicians whose services are in a downturn but are still, or will be, 
critical to the hospital or the community

Yes, usually

Reevaluation of provider 
incentive arrangements 
due to impracticability

Å Reassessment of payments under gainsharing, co-management or 
quality incentive arrangements due to decline in specific service 
volumes or change in market costs or applicable case mix that makes 
performance measurement unreliable

No, usually
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Common COVID-19 FMV and CR Questions
Re-evaluation of New, Planned or Ongoing Relationships

Stark Law AKS FCA State Laws 501(c)(3) Contract Obligations BJR

Enforcement Waiver?Only for certain 
circumstances

No No Only for 
certain 
circumstances

No Only for certain 
circumstances

No

High Liability Risk? Yes Yes Yes Depends Yes Depends Yes

Careful Process is a 
Risk Mitigation 
Strategy

Yes
(Indirectly)

Yes Yes Yes Yes Yes
(Indirectly)

Yes

Careful 
Documentation is a 
Risk Mitigation 
Strategy?

Yes Yes Yes Yes Yes Yes Yes

Use of Outside 
Experts is a Risk 
Mitigation Strategy

Yes Yes Yes Depends Yes Depends Yes
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CMS Innovation Center Models COVID-19 Related Adjustments

CMS has made adjustments to several of the 
CMMI program models to address the COVID-19 
public health emergency 

Å Changes to reporting requirements

Å Changes to timelines 

Å Changes to financial methodologies (e.g., 
capping up-side potential, reducing 
downside risk, eliminating episodes 
involving COVID-19 patients, etc.)
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[ǳǊƪƛƴƎ ά5ŀƴƎŜǊ ½ƻƴŜέ ŦƻǊ IƻǎǇƛǘŀƭǎ ŀƴŘ hǘƘŜǊ hǊƎŀƴƛȊŀǘƛƻƴǎ ƛƴ 5ƛǎǘǊŜǎǎ

Director Liability in Tort:

Å Breach of Good Faith

Å Breach of Duty of Care

Å Breach of Duty of Loyalty 

Business Judgment Rule (BJR)

Ç Protects directors from liability on assumption that directors acted on an informed 
basis, in good faith, and with belief that the actions were in the best interest of the 
organization

Ç Assumptions underlying BJR can be rebutted by evidence of grossly negligent process 
as indicated by lack of investigation, failure to consider material facts, lack of 
independence, failing to act rationally

Ç Assumptions underlying BJR can also be negated by fraud, dereliction of duty, 
conscious disregard of responsibilities
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CMH Liquidating Trust v. Community Mem. Hospital d/b/a 
Cheboygan Memorial Hospital
Survived Motion to Dismiss August 2018

Å Defendant officers and directors alleged to have breached their fiduciary duties and/or were 
negligent with regard to acts or omissions which Plaintiff claims resulted in the financial 
collapse of the hospital. Specific claims:
Å Defendants failed to address losses from employed physician practices.
Å Defendants failed to address billing and coding issues.
Å Defendants failed to ensure adequate control over financial issues, allowing the financial 
ǎǘŀǘŜƳŜƴǘǎ ǘƻ ƻǾŜǊǎǘŀǘŜ ǘƘŜ ƘƻǎǇƛǘŀƭΩǎ ǊŜǾŜƴǳŜǎΦ

Å 5ŜŦŜƴŘŀƴǘǎ ŀǇǇǊƻǾŜŘ ǘƘŜ ǎŀƭŜ ƻŦ ǘƘŜ ƘƻǎǇƛǘŀƭΩǎ ƛƴǘŜǊŜǎǘ ƛƴ ŀ Ƨƻƛƴǘ ǾŜƴǘǳǊŜ ŦƻǊ ƭŜǎǎ ǘƘŀƴ 
fair market value.

Å Defendants allowed excessive senior management turnover to continue.
Å Defendants allowed excessive compensation of Physician Board Members.
Å Defendants were involved in allowing a conflict of interest to exist in transactions 

involving board member interests 

39

Officer and Director Liability for Distressed/Bankrupt Facilities



CautionaryTales

U.S. ex rel. Bookwalterv. UPMC (3d. Cir., October 2019)

Å Qui tam FCA case related to compensation paid to neurosurgeons employed by UPMC 
subsidiaries

Å District Court found plaintiffs failed to state a plausible claim and dismissed
Å On appeal, 3rd/ƛǊΦ /ƻǳǊǘ ƻŦ !ǇǇŜŀƭǎ ŘŜǘŜǊƳƛƴŜŘ ǘƘŀǘ ǊŜƭŀǘƻǊǎΩ ŎƻƳǇƭŀƛƴǘ ƛǎ ǇŀǊǘƛŎǳƭŀǊ ŜƴƻǳƎƘ 
ǘƻ ǇǊƻŎŜŜŘ όŎƭŀƛƳ ǘƘŀǘ ǎǳǊƎŜƻƴǎΩ Ǉŀȅ ǘŀƪŜǎ ƛƴǘƻ ŀŎŎƻǳƴǘ ±Ҍ±ύ

40

Productivity Incentives that Take Into Account V+V

The surgeons were rewarded or punished based on how many Work Units they generated. If a surgeon failed to 
meet his yearly quota, his employer could lower his future base salary. But if he exceeded his quota, he earned a 
Ϸпр ōƻƴǳǎ ŦƻǊ ŜǾŜǊȅ ŜȄǘǊŀ ²ƻǊƪ ¦ƴƛǘΦ Χ ¢Ƙƛǎ ŎƻƳǇŜƴǎŀǘƛƻƴ ǎǘǊǳŎǘǳǊŜ ƎŀǾŜ ǘƘŜ ǎǳǊƎŜƻƴǎ ŀƴ ƛƴŎŜƴǘƛǾŜ ǘƻ 
ƳŀȄƛƳƛȊŜ ǘƘŜƛǊ ²ƻǊƪ ¦ƴƛǘǎΦ !ƴŘ ǘƘŜ ƛƴŎŜƴǘƛǾŜ ǎŜŜƳǎ ǘƻ ƘŀǾŜ ǿƻǊƪŜŘΧ ǘƘŜ ƴǳƳōŜǊ ƻŦ ²ƻǊƪ ¦ƴƛǘǎ ōƛƭƭŜŘ ōȅ ǘƘŜ 
Neurosurgery Department more than doubled between 2006 and 2009.

Much of this increase allegedly stemmed from fraud. The relators accuse the surgeons of artificially boosting 
their Work Units: The surgeons said they acted as assistants on surgeries when they did not. They said they 
acted as teaching physicians when they did not. They billed for parts of surgeries that never happened. They did 
surgeries that were medically unnecessary or needlessly complex. And they did these things, say the relators, 
άώǿϐƛǘƘ ǘƘŜ Ŧǳƭƭ ƪƴƻǿƭŜŘƎŜ ŀƴŘ ŜƴŘƻǊǎŜƳŜƴǘ ƻŦέ ǘƘŜ aŜŘƛŎŀƭ /ŜƴǘŜǊΧ
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Productivity Incentives that Take Into Account V+V

U.S. exrel. Baklid-Kunzv. HalifaxHospitalMed. Ctr., et al.ς

Filed: 2009, governmentintervened2011

Relator:IŀƭƛŦŀȄΩǎDirectorof PhysicianServices

Allegationsincluded: Halifaxknowinglyviolatedthe StarkLawby executingcontractswith sixemployed

medical oncologists that provided above-FMV compensation, including an incentive bonus that

improperly includedV+Vof prescriptiondrugsand tests that the oncologistsordered and that Halifax

billed to Medicare

ÅNovember2013 - court ruled that thesearrangementswith the medicaloncologistsviolated the

StarkLawviathe incentivebonuses,whichwere improperlybasedon V+V

ÅCasewas set for trial in 2014 to adjudicate the ƎƻǾŜǊƴƳŜƴǘΩǎremainingclaimsagainstHalifax

(related to compensationof neurosurgeonsand the questionof whether the improper incentive

compensationwasaάƪƴƻǿƛƴƎέviolationof the StarkLaw,aswould violatethe FCA

ÅTotalpotentialdamagesandpenaltiesestimatedat $1 billion

ÅCasesettledon the eveof trial in 2014for $85 million,a record-settingamount

ÅIŀƭƛŦŀȄΩǎlegalfeesfrom the casereportedas$21million
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Quality Incentives that Take Into Account V+V

U.S. exrel. Parikh,et al. v. CitizensMedicalCenterςSettledApril 2015

Filed: 2012, amendedcomplaint2013

Settlement: $21million,5 yearCIA

Relators: Staffphysicianswho hadbeenpenalizedunderthe arrangements

Allegationsincluded: AllegedStarkLaw,AKSand FCAviolationsvia EDphysicianquality-bonuses/incentivesthat were basedon

V+Vof referralsto chestpaincenterrather than true indicationsof quality

U.S. exrel. Moore v. MercyHealthSpringfieldCommunitiesςSettledAugust2015

Filed: 2014

Settlement: $5.5 million (settlementof separatesuit in 2017for $34 million)

Relator: Physicianemployedbyoneof the defendants

Allegations included: Mercy SpringfieldCommunitiesentities violated the Stark Law, AKSand FCAby engagingin improper

financialrelationshipsthroughspecialty-specificincentivebonuspools;

Mercy SpringfieldCommunitiesstatement: άLǘis important to note that during this sametime, Mercy SpringfieldCommunities

wasactivelyworkingto savethe governmentmoney. It wasoneof a handfulof healthsystemsinvolvedin the MedicarePhysician

GroupPracticeDemonstrationProject(PGP). Thepilot program,throughthe Centersfor MedicareandMedicaidServices,aimedto

better coordinatecareandimprovehealthoutcomesfor patientswhilesavingthe governmentmoneyΧέ
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Quality Incentives that Take Into Account V+V

HealthManagementAssociates,LLC- SettledSept2018

Filed: Multiple separatequi tam complaintsfiled in multiple states,mostly pre-2014 (prior to

CHSacquisition)

Settlement: $262million total, CIA,DPA

Relators: Variousphysiciansandemployees(8 separatecomplaintsin FL,GA,MS,NC,PA,SC)

Allegationsincluded: Hospitalsviolated the StarkLawand AKS,leadingto submissionof false

claimsfor paymentto Medicare,Medicaidand/or Tricarein violation of the FCA,by, in multiple

states, paying incentives to induce emergencydepartment physiciansto meet άŀŘƳƛǎǎƛƻƴǎ

ōŜƴŎƘƳŀǊƪǎέand admit patients to the hospital regardlessof whether admissionswere

medicallynecessary
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Questionable Physician Recruitment Incentives 

U.S. andCommonwealthof VAexrel. Bollingerv. CentraHealthet. al.ςSettledApril 2020

Filed: 2016

Settlement: $9.5 million

Relator: ENTphysicianwho wasofferedrecruitment incentives

Allegationsincluded: Hospitalandcommunitypracticeviolatedthe StarkLawandAKSby improperlyentering

into improperάǊŜŎǊǳƛǘƳŜƴǘƛƴŎŜƴǘƛǾŜέarrangementsthat improperly subsidizedand benefited the recruiting

physicianpracticerather than a relocatingphysician

U.S. exrel. LouisLongov. WheelingHospital,Inc. et al.

Filed: DOJfiled complaintin interventionagainstWheelingHospital,its contractedmanagementcompanyandCEOin March2019

Relator: Hospitalaccountingexecutive

AllegationsIncluded: PphysicianάƛƴŎŜƴǘƛǾŜέandrecruitmentpackagesthat:

Å Werebasedon V+Vof referralsto the hospitalsrather thanactualneeds,servicesor achievements

Å ExceededFMVof theǇƘȅǎƛŎƛŀƴǎΩactualservices
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Incentives Based on Incorrect/Improper/Erroneous Benchmarks and Data
(and that generate practice losses)

U.S. exrel. Payne/Dorsey,et al. v AdventistHealthςSettledSept2015

Filed: 2010

Settlementamount: $118million ($115million to FederalGovernment,balanceto stategovernments)

Relators: IncludedComplianceOfficer,RiskManager,andChiefOperatingOfficerof physicianenterprise

Allegationsincluded: Compensationto employedphysiciansandmidlevelproviderswasaboveFMV,not CRandbasedon V+Vof

referrals; evidenceincluded substantialand consistent lossesby the employer and inflated RVUsused as the basis for the

compensation; allegation that inpatient and ancillary servicescontribution margins from referralswere internally tracked and

includedin methodologyfor calculating incentivebonuses; allegedcorporate policy of improper billing of services,including

upcoding,improperunbundling,andbilling for servicesperformedby practitionerswho lackedappropriatecredentialsto perform

them

U.S. exrel. Schaengoldv. Memorial HealthInc., et al.ςSettledFeb2016

Filed: 2011, unsealed2014

Settlementamount: $9.89million

Relator:IƻǎǇƛǘŀƭΩǎformer PresidentandCEO

Allegationsincluded: AllegedStarkLaw,AKSandFCAviolationsthroughabove-FMV,non-CRcompensationto employedprimary

carephysiciansthat resultedin excessivepracticelosses; part of the reasonfor losses

wasexcessiveincentivebonusesthat werebasedon erroneousdata
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Incentives/Payments that Result in Subsidization of an Independent Enterprise

AHS Hospitals v. Town of Morristown (2015)

Ruling against hospital on continuation of its state property tax exemption, 
based on finding that the hospital was profit-sharing with for-profit entities 
through financial support for a for-profit venture, and paying excessive 
compensation

Å Potential concernfor certain tax-exempt entities that support commercialACOs,CINsand

other for-profit venturesthat payphysicianincentiveswithout coveringoperatingcosts?



Cautionary Tales
/ǊƛƳƛƴŀƭ tǊƻǎŜŎǳǘƛƻƴ ¢ǊŜƴŘǎ ŦƻǊ LƳǇǊƻǇŜǊ tƘȅǎƛŎƛŀƴ άLƴŎŜƴǘƛǾŜέ tŀȅƳŜƴǘǎ

Telemedicine and DME provider executives and physicians indicted April 2019
ÅFederal indictment of various corporate executives and physicians in various states 

for violation of the Antikickback Statute through a scheme incentives for referrals

Forest Park Medical Center criminal trial and conviction April 2019
ÅInvolved criminal charges against 21 individuals, including physicians and hospital 

executives; conviction of 7 individuals, including 3 physicians, in April 2019; charges 
arose from alleged violations of (1) the Antikickback Statute and (2) the Travel Act, 
which was alleged to be violated through payments to induce referrals in violation of 
state (TX) anti-bribery laws

INSYS Therapeutics criminal trial and convictions April 2019
ÅConvictions on Federal racketeering (RICO) charges against drug company chief 

executive and four employees related to incentive payments made to prescribing 
ǇƘȅǎƛŎƛŀƴǎΣ ƛƴŎƭǳŘƛƴƎ ǇŀȅƳŜƴǘǎ ƳŀŘŜ ǘƘǊƻǳƎƘ ŀƴ ŀƭƭŜƎŜŘƭȅ άǎƘŀƳέ ǎǇŜŀƪŜǊǎ ǇǊƻƎǊŀƳ 
and bonuses/incentives tied to higher prescribing
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Fresenius Medical Care FCPA case settled April 2019 for $231 million and Non-
Prosecution Agreement
ÅSettlement to resolve allegations that FMC and its agents violated the Foreign 

Corrupt Practices Act (FCPA) by making payments to foreign health care providers 
that were bribes for business
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Whatever. It. Takes.



Government focus areas based on interpretation of 

recent government commentary, prosecutions, 

settlements, guidance documents and OIG work 

plans:

Å Downside risk (or lack thereof) for physicians and other 

providers ςincentives that could and should include 

downside risk, and new regulatory requirements of 

downside risk

Å Improper subsidization and/or physician practice losses 

ςincentives that create practice losses create risk, 

especially if the incentives involve only upside for the 

physician (see above); this may be true regardless of the 

proposed Stark Law rules/clarifications

Å Opioid prescribing, use and abuse and incentives for 

and against 

Å Improper coding, billing or financial measures, and 

incentives related thereto

Å Improper incentive payments/remuneration to 

providers by pharma, compounding pharmacies and 

labs (recognizing that these may be paid through an 

intermediary such as a practice entity)
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ACO/CINdistributions reflect PMPMachievementsand/or measuresof medicationsprescribed

and/or screeningor follow-up testsperformed

FMVConsiderations:

Å Contributionsto entity and/or achievements,if not otherwisecompensatedςservices,goods,equity

Å Statelaw considerationsor restrictions

Å Stacking/potentiallyduplicativecompensation

Å Dolegal/regulatorywaiversmatter?

Å Doesthe recipientof the distributionmatter (entity v. individual)

CRConsiderations:

Å SeeFMVConsiderations+V+VConsiderations

Å Otherfactorsςstatelaw,criminalandcivil prohibitions

V+VConsiderations:

Å Doesthe amountof the distributionrelate to andrequiretrackingof:

Å V+Vof DHSreferrals?

Å V+Vof non-DHSreferrals?

COVID-19Considerations:

Å Arethe availablebenchmarksandmeasurementsreliableandanappropriatebasisfor payment?
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New employed physicianannual bonus plan is to be basedon a combination of productivity and

quality measuresof άǘƻŘŀȅΣέincludingpanel size/patientsseen,cost per patient, drugsprescribed,

andscreeningand follow-up servicesperformed/not performed

FMVConsiderations:

Å Known/reasonablevalueof activitiesor other contributionstriggeringthe bonuses

Å Statelaw considerationsor restrictions

Å Stacking/potentiallyduplicativecompensation

Å Dolegal/regulatorywaiversmatter?

Å Doesthe recipientof the distributionmatter (entity v. individual)

CRConsiderations:

Å Doesthe bonusplanmakebusinesssense?

Å SeeFMVConsiderations+V+VConsiderations

V+VConsiderations:

Å Dothe bonusamountsrequiretrackingof and/or varywith:

Å V+Vof DHSreferrals?

Å V+Vof non-DHSreferrals?

Å Dowaiversmatter?DoesCOVID-19matter?
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Facility/provider alignment arrangement is basedon gainsharingand co-managementprinciples

and includesincentivepaymentsfor achievementof specificcost,quality andutilization targets

FMVConsiderations:

Å Known/reasonablevalueof activitiesor other contributionstriggeringthe bonuses

Å CMP,ethicsor statelaw considerationsor restrictions

Å Stacking/potentiallyduplicativecompensation

Å Doregulatorywaiversmatter?

Å Doesthe recipientof the distributionmatter (entity v. individual)

CRConsiderations:

Å Doesthe bonusplan makebusinesssense,taking into considerationclinicalconsiderationsand the current

marketandserviceenvironment/volume?

Å SeeFMVConsiderations+V+VConsiderations

V+VConsiderations:

Å Dothe bonusamountsrequiretrackingof and/or varywith:

Å V+Vof DHSreferrals?

Å V+Vof non-DHSreferrals?

Å Dowaiversmatter?DoesCOVID-19matter?
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Considerthe top 10pitfalls (Updatedfor 2020with text in bold)

1. Incentivesthat aretoo high,taking into considerationthe current market andcircumstances

2. Incentivesthat aretoo low, taking into considerationthat current market andcircumstances

3. Incentivesthat are inappropriatelyduplicative

4. Incentivesthat encouragebad behavioror the wrong behaviorόϝέ²ŜǎƘƻǳƭŘƴΩǘpay docsto kill

people.έύ

5. Incentivesthat, on their face,areobviouslyor veryarguablyillegalor sanctionable(considerstate

law andlicensingregulationsin additionto MedicarepaymentrulesandFederallaws)

6. Incentivesbasedon activities or achievementsthat cannot and will not be measuredin the

contextof the arrangementor arenow impracticableto measureor implement

7. Incentivesthat haveno explainedpurposeor a purposethat is no longerreasonableandvalid

8. Incentives that do not άƳŀǘŎƘέtheir explained purpose, including because of changes in

circumstances

9. Incentivesthat aretoo complicatedfor their purpose

10. Incentivesthat fail theάǎƳŜƭƭǘŜǎǘέΣno matter how muchάŀƛǊŦǊŜǎƘŜƴŜǊέisapplied.
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Considerrecent legal and regulatory changes,as well as changingfinancial

realities

1. Understandscopeandlimitation of fraudandabuselaw waivers.

2. Stayabreastof current statutory and regulatorychanges,includinghow activitiesthat were

previouslyallowedor prohibited by specificlawsand are not nowςe.g., EKRA,changesto

gainsharingCMP,changesto ACO/ACO-participantrisk-bearingrequirementsvia Pathwaysto

Success.

3. Stayabreastof caselaw trends to understandthe άŦƻŎǳǎŀǊŜŀǎέςe.g., physicianpractice

losses,improper codingor billing leadingto improper payment,prosecutionof άǎǿŀǇǇƛƴƎέ

arrangements,use of organizedcrime laws to provide more powerful tools to combat

healthcare fraud and abuse and safeguard resources (e.g., new risk assessmentfor

Medicare/Medicaidcarveoutsgiven recent prosecutionsunder the TravelAct and/or state

RICOstatutes).

4. Developrelationshipsandpartnershipswith expertsasappropriateto assistwith #s1 to 3.

5. Readand understandthe financialsof any incentiveproposal,includingthe finer detailsas

well asthe bigpicture(magnifyingglassviewaswell as30,000foot view).
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Honorthe generallyάƎƻƭŘŜƴέrules

1. Incrementalpayonly for incremental(a)goods,(b)work and/or (c)risk.

2. Considerthe potential importanceof FMV,CR,and V + V, evenif the StarkLawis waivedor

not implicated.

3. Beopento (but appropriatelyskepticalof) unusualplans,ideas,or proposals.

4. Understandthe power and limitations of data, includingsurveydata and populationhealth

data.

5. Trustyour instincts,unlessyour instinctsareoverruledby goodandtrustedadvisors.



Parting Words

òItõs all about the 

money.ó ðAlmost 

everyone, 

everywhere, with 

a few exceptions

òIncentives are like a 

box of chocolates, 

you never know 

what you are going 

to get, unless you 

research or poke 

them first.ó ðA few 

wise someones, 

somewhere άYŜŜǇyoureyeson the StarkLaw,butŘƻƴΩǘ
be blindedby it. Thereis so muchmore to
see.έςAnonymous
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