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DISCLAIMERS

O O W o ®

WU

This program is a general discussion of legal and related transaction issues. It should nc
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 thailegations are allegations onive also wish to

remind participants that this is a selected list of cases and not a comprehensive list.




on Merriam Webster definition.

illc entive noun

in‘cen-tive | \in-sen-tiv@)\

Something €.g., a payment
or withhold of payment) that
Incites, or has a tendency to
Incite, to determination or
action.
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| Words toLive By

0 T h eare &nown knowns. There are things that we know that we
know. There are known unknowns. That is to say, there are things that
we know that we d o nkdaw. But there are also unknown unknowns.
There are things that we d o nkhow we d o nlkhowd 6 Donald
Rumsfeld

0 Y gaoto war with the army you have, not the army you might want
or wish to have at a later time0d Donald Rumsfeld

.‘f) o0 T r yta pmedict the future is like trying to drive down a country road
at night with no lights while looking out the back windowo ¢ Peter

Drucker

OoThe Final Rule iIis the Final Rul e
I S a WAndreaeFerrad




| TheSituation

-

EVERYTHING IS CHANGI

For sure?
Maybe?
How?

For how long?

General

A Ongoing transition to valubased payment
models

A Regulatory changes, both pending and
effectuated

A Shifting trends in regulatory enforcement

CoVvIBP19

At NPOARSNI SELISyasSa m

At NRPOARSNI NB@SydzSa @

A Service priorities shifted away from historical
revenue centers

A Magnified distress among hospitals already in
distress

A Sec. 1135 waivers and suspension of certain
government quality initiatives

A Duration of emergency, of its
financial/operational effects and of regulatory
waivers unknown



| TheSituation

2

CHANGE IS HARD,
PARTICULARLY WHEN
UNCERTAIN

A Atmosphere 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

A Financial incentives for healthcare providers
in particular, physiciansto do or not do
specific things can pose particularly challenging
guestions when circumstances are continuously
changing

A The unique circumstances of the COX D
emergency perhaps (probably!) make the
guestions even more challenging

A Uncertainty of unknown duration

A Uncertainty applies to both financial and
regulatory affairs, which may be
intertwined
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lue

Lack of prior experience/knowledge with the type of arrangement
G2SQBS YySOSNI LI AR F2NJ KAaAKkdzyRSNI 61 KS&AaS OANDdzyail

Longevity/Equity concerns
AVYAldzS NN y3ISYSyiua gAaftt KIFEIGS 'y AYRSTA
A Arrangements may have significant financial and PR impacts if not consistent with the
market or otherwise reasonable by objective criteria
AS5dzZNAYy3I ONAAAAT SOSNER2YS glydGa LI & FyR (
Desire not to deviate too far from established compensation review processes and guardre
despite extenuating circumstances

NonLINB FAGKLINA OF 0S AYdZNBYSYy(GkLIzot AO Ay dSIANRIG

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



| TheSituation
- sampleCOVWOImpacts

Physicians

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

Hospitals

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

Other Healthcare Businesses

All assumptions about product or service demand/volume, revenue, fixed/variable costs ar
appropriate staffing and resource allocation may need to be revisited
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| Anatomy ofs ¢ & LJIA OF f ¢ L

Historical Emerging
A Provider eligible for greater compensation A Provider eligible for higher compensation based
based on: on:
A wRVUs/productivity in excess of a A Performance relative to peers

threshold A Performance of peers (and staff)
Improved patient or staff satisfaction A Screening or followup tests ordered in
scores conformity with practice guidelines
Doorto-procedure times A Performance to national benchmarks

EHR adoption
Attendance at CME, meetings, or other
GOAGAT SYyakaL¥E | OGAAAGASE
Sometimes, readmission rates and/or
infection rates consistent with a national
benchmark A
A Aggregate payments, including incentives,
generally required to be within FMV limits of
compensation for underlying items or services, A
and/or of survey benchmarks for total

o oo Do I

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

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

Positive performance results in an
ACO/CIN or APM

compensation A 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

The Current Stark Law: Current Liability Exposure:
A Strict liability = intent is not relevant to compliance AMany potentially applicable exceptions for
ALiability for each claim submitted to Medicare or compensation arrangements have a fair market
Medicaid** unless an explicittgnumerated value (FMV) requirement
exception applies AStark Law has a specific definition of FMV
ABurden is on the defendant to establish that all codified in the statute and expanded in
elements of an exception are met promulgating regs
AVery high price tag for violations, particularly when AMany exceptions that have the FMV requirement
violations are adjudicated through the lens of the also require that the arrangement be
False Claims Act (FCA) and with accompanying GO2YYSNOALFtte NBFazylof
claims related to violations of Antikickback Statute similar
(AKS) and/or state law AAlthough it is required that arrangements be CR,
AQui tamprovisions = rising number of FCA cases the Stark Law does not define CR, but we think
with multiple claims we know what it means, at least in the context of
AfGriGSa KHOINJEYAYAsE (KL Y | &he fedfdrEekiceivarld
services payable by negpvernment payors ASome 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:
AAlthough this is a requirement of many
exceptions, there is currently no actual definition
of what it means to take into account V + V

»See! ®{ ® yR {GFGS 2F Ct2NARF SE NBt® {OKdoSNI G0 !t /KAtRNByQa 1SHtGK {eadsy .
17



| TheMarket

Go¢B8KS {GIFIN] [loQ
compensation arrangements is anchored
in a feefor-service world where
physicians were sefmployed, hospitals
were separate entities, and both billed
FT2NJ AaSNBAOSa 2y | | L
valuebased service goals] can be
requirements of an exception to the accomplished only through teamwork
w{OdFNJ [l 6Qa6 LINEP K among hospitals, physicians and othen a
O2YLISyal S LIKe& aaA OA health care providers across sites of care
[which requires] the use of financial

iIncentives; specifically, arrangements
80 Fed. Reg. 41685, 41928 (Jul. 15, 201" GKIFG FEtAIYy AyOS)

GOYUGAGASE Fdz2NYAAK
predicament of trying to achieve clinical
and financial integration with other
providers, including physicians, while
simultaneously having to satisfy the

¢ AHA, January 2018




| TheMarket

Regulatory Sprint to Coordinated Care

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

August 2018 Followon 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 .

and a stated government goal to issue final rules by end of 2020

A New proposed regulatory definition of FMV
A New proposed regulatory definition of CR
A bS¢ LINRPLIZASR NB3IdzZ  G2NBE RSTFAYAUAZ2YKO
A New proposed Stark Law exceptions and AKS safe harbors foibzsed
arrangements, with multiple requirements for meeting them, including
physician risk
December 2020 Thousands of comments to proposed rules submitted to CMS, including by AHA, F/

AMA, and other organizations representing large numbers of hospitals and physicia
comment review officially began in January

Feb/March 2020 Start of COVI19 public health emergency
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Regulatory Sprint to Coordinated Care

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

General ¢KS @FtdzS Ay Fy FN¥YQa fSyaadkK GNr¥yal Of
assets or services, consistent with the general market value of the subject transacti
Equipment Rental 2 A0K NBaLIlSOl G2 GKS NBydalrft 2F Sldz LIS

like parties under like circumstances, of rental property for general commercial purp
(not taking into account its intended use), consistent with the general market value ¢
the subject transaction

Rental of Office Space 2 A1 K NBALISOG (2 GKS NByidlft 2F 2FFAOS
like parties under like circumstances, of rental property for general commercial purp
(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 -
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

2SS FNB LINRLRAaAAY3T (G2 IfGSNYFGADBS RSTFAYAIGAZ2Y A

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.

X©w28S 0StASPS (GKIG GKS 1Seé ljdSadAazy (G2 a1 o6KSy |
NEBFaz2ylofS Ad aAravyLieée gKSUGKSNI GKS NN y3aISYSyid YI 1S3
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.

A

X2S gAakK 2 OfIFNATEe GKFEIG O2YLISyal A2y NN y3ISYSyila

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

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

A 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 VaBased Payment Exceptions

G¢KS {GFNY] [@160%R ySHOWE MBSy a Xk Oly26t SRAS GKI G Ao
GKFG LIrea F2N) ZFfdzSE NFGKSNI GKFy (GKS @21t d

1. Full Financial Rigkcapitation, global budget payments

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

3. ValueBased Arrangements

I. the arrangement is in writing, signed by the parties and includes: (a) the-kaked activities, (b)
how they further the valuédased purposes of the vald®msed 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



TheMarket

Regulatory Sprint to Coordinated Care

October 2019 Stark Law Proposed Rule: 3 VaBased Payment Exceptions

If adopted as proposed:

A 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

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

A Do not include the requirement of being FMV or commercially reasonable, but CMS sought comm

whether they should include these requirements to prevent abuse (deadline for comments was
December 31, 2019)




| TheMarket

A Revenuegenerating elective procedures, including most surgeries, cancelled for a period of 2 to 3+ months

A -~ 7 A

A wSadzYLliAzy Aa SELISOGSR INIRdzZ ffe gAGK aSOSNIE Y2y
additional COVIR9 surge

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

A Healthcare providers and publat-large facing furloughs and layoffs, which may cause declines in health,
shifts in demand/supply of some services (and eageshifts)

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

A Stark and AKS proposed rutesew exceptions for valubased 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 Starlandthere
Aa adAtt Y2




LegalConsiderations

DM

Dunt

AY%

Stark Law 42 U.S.C81395nn
A Strict liability civil statute
A Prohibits submission of claims to Medicare (and possibly Medicaid) that result from a referra
physician with which the entity has a financial relationship, unless a specitcaliyperated
exception applies
A Burden is on a defendant to show that requirements for an exception are met
A Violations result in repayment obligations, civil monetary penalties and potential exclusion fr
participation in Federal health care programs
A There are certain common requirements in many compensation exceptions: (i) compensatidn
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 acc
volume or value of referrals (V+V); (iv) arrangement must not violate Federal Antikickback Statute
or state laws governing billing or claims submission
Federal 42 US®@ 1320a7b(b)¢
Antikickback Prohibits knowingly and willfully offering, paying, solicitiigeceiving remuneration in exchang

Statute (AKS)

Do 3o Do P>

for referrals for items or services payable by a Federal health care program, including Medic
Medicaid and Tricare

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

transaction

Civilandcriminal statute provides for criminal and/or civil penalties as well as administrative

exclusion from participation in Federal health care programs

United States v. Greber, 760 F.2d 68 (3d Cir. 1985), cert. denied, 474 U.S. 988855 LJ
( S &ah &rrangement implicates AKS if eyare purposds to induce referrals

U.S. v. Lipkis, 770 F.2d 1447, 14498, 1985Y; 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

are,




| LegalConsiderations

Federal False
Claims Act (FCA)

31 US@ 3729

A Prohibits knowingly presenting or causing to be presented a false or fraudulent claim for
payment by the Federal government

{SNWBSa a | aYlI3IyAFeAy3d 3t aaé¢ F2N OA2f |
laws, in part due to its qui tam relator provisie™®% of cases are the result of qui tam suits
Under the ACA, AKS violations are per se violations of FCA

Certain other recent changes may have made it easier to bring and pursue claims

Per claim penalties with treble damages

Universal Health Services v. United States ex rel. Escobar 579 U.S. ¢ @@&&ndant
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 som

To o T I

GKFG ¢62dZ R 0S YFGSNAIE (2 D2OSNYyYSyidiQa R

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

AtaxSESYLIi SyidAadeQa SIENYyAy3Ia Yleée y2i AydaNB |
Penalties for violation include intermediate sanctions up to loss eéi@mpt status

¢2 O2YLX ez O2YLISyaldAazy LI AR &aK2dzZ R 0
Lw/ {SO® McHY aGaNBlFazylofSé¢ O2YLISyal GAa
by like enterprises under like circumstances

Generally, compensation should be FMV for services provided

S &N
2y A

Q¢ b’)

y

State/local tax
exemption laws,
including for
property taxes

ToTo| o o To o Iw

T

May mirror Federal IRC or have other specific requirements to maintaiex@mxption
Penalties for norcompliance may include loss of taxempt status for purposes of income taxes

0 A

N)Y

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

state false claims act)
Recent enforcement actions/court cases suggest that operations that subsidigeofdrenterprises,
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 CMR (L1128(a)(b) of Social Security Act, 42 U.&.820a7a)- Prohibits inducements to
limit items or services to Medicare or Medicaid beneficiaries

A aSRAOIFINB ! 00Saa FyR /I Lt wSFdzikK2NAT I {A3Z
ySOSaalNEég 0SisSSy atAYAUE YR aGAGSYaé
arrangement to limit items or services to applicable patients

y |
LIN

A Incentives that are not created and implemented with proper safeguards may implicate {he

gainsharing CMP, even with the p&15 modification, BUT, gainsharing and incenbased
arrangements are more common than ever

standards that measure quality, performance or productivity

ation

State Laws A State physician setiferral prohibitions
A State antikickback statutes and/or fesplitting prohibitions
A State billing and payment laws and rules (atpplementation laws, laws/rules against percenta
of revenue contracts, state laws/rules limiting scope of practice for some providers, etc.)
A State false claims acts
A State laws prohibiting corporate practice of medicine, including, in some cases, corporate
subsidization of medical practice
A Newer (maybe): state antiribery laws, enforced through the Travel Act
Restrictions for A Restrictions under IRS Rev Proel@7and 1644
Bond-Financed A Safe harbors shift August 18, 2017 i i i
= il es A treySyda G2 | aSNBAOS LINPOARSNI Ydzal o6S GNBI a
A Generally, a management contract results in private use if the contract provides for compens
based in whole or in part on a share of the net profits from the operations of the {ioadced
facility
A LYOSyGA@S O2YLISyalaArzy Aa y2id GNBFGISR I a

a LIN
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Federal Travel
Act

18 U.S.@1952

A Passedin 1961

Al o]l o d GKS GLYUGSNYIFGA2yFE ¢NF @St | OG¢

A Pronhibits travel or use of mail or any facility in interstate or foreign commerce to engage in
unlawful activity

A Unlawful activity includes violation of the laws of states, the District of Columbia, any Unite
States commonwealth or possession, or the United States, specifically including violation ¢
bribery laws

A Criminal statute that carries penalties up to 20 years in prison

A Currently being used to prosecute payment for commercial patient referrals under state ant

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

)|
f anti

Foreign Corrupt

14 U.S.C878dd 1, et setr

than

Practices Act A Passed 1977 _ » - . .
(FCPA) A tI?rohlbns making payments to foreign government officials to assist in obtaining or retaining
usiness
A Applies to publicitraded companies and their officers, directors, stockholders and agents;
agents can include consultants, distributors, JV partner and certain other parties
A Allows for substantial civil penalties and disgorgement -@fatten gains
A May be implicated by payments to healthcare providers in counties with nationalized health
unless those payments are established as FMV payments in legitimate transactions for go@ds or
services
Other antk Racketeer Influenced and Corrupt Practices Act (RIG®)J.S.C881961-1969 (1970)
corruption A Recently been used as a tool against corrupt healthcare practices
enforcement A RIC@ased statutes in 33 states, Puerto Rico and the USVI, often with broader application
tools the Federal law
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Eliminating 18 U.S.C§ 220¢

Kickbacks in A Passed October 2018 as part of the SUPPORT Act to adgress the opioid crisis

Recovery Act Aty alf¢ LJ- & 2 Ndapplicabilitlikely €xierads t@ §erviteb gaid by commercia
health plans

(EKRA) A Prohibits knowingly and willfully soliciting, receiving, paying or offering any remuneratiop,

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

A Criminal and civil liabilityup to $200,000 per violation, up to 10 years in prison

A 7 exceptions protect particular types of arrangements, but the exceptions do not match JAKS
safe harbors = potentially, EKRA may be violated even by arrangements that satisfy a safe
harbor of the AKS

Employment and A Vary by state and circumstances
Labor Laws (state A Incentives that incentivize illegal and/or discriminatory behavior can create legal and regulatqry
isk
and Federal sk L . . .
) - Risk: False certifications of compliance with applicable laws
- Risk: Individual causes of action against the employer
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Sec. 1135 Stark Law Blanket Waivers
9FFSOGADBS FTNRBY al NOK HAaHAn F2N /ey LOSIyNaLB2iaAREyE | NNI Y 3

Securing Services of Physicians and Other Practitior&scuring 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 €OViDresponse tc
the COVIEL9 outbreak in the United States.

Addressing Patient and Community NeedEnsuring the ability of health care providers to
address patient and community needs due to the COGMDutbreak in the United States.

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

Addressing Medical Practice or Business Interruptiofddressing medical practice or business
interruption due to the COVHD9 outbreak in the United States in order to maintain the
availability of medical care and related services for patients and the community.
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Sec. 1135 Stark Law Blanket Waivers
9FFSOGADBS FTNRBY al NOK HAaHAn F2N /ey LOSIyNaLB2iaAREyE | NNI Y 3

Blanket | Payment | Payment Service/Resource Above FMV Ok? | Below FMV Ok?
Waiver # | From To

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 raS 2F 9yidAiteQa LINBYAaNo Yes

purchased from Entity

8 Hospital Physician Medical Staff benefits FMV not applicable. Ok to provide Physician incidental bene

provided by Hospital that exceed limits in 42 CFR 411.357(m)(5)
9 Entity Physician Nonmonetary FMV not applicable. Ok to provide Physician nonmonetary
compensation provided by compensation that exceeds limits in 42 CFR 411.357(k)(1)
Entity
10 Entity Physician Loan from Entity to Below FMV interest rate; or terms that are unavailable from ¢
Physician lender to whom Physician does not refer
11 Physician Entity Loan from Physician to Below FMV interest rate; or terms that are unavailable from ¢

Entity lender that is not in a position to generate business for Physi
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Sec. 1135 Stark Law Blanket Waivers

Effective from March 2020 f@irect/ 2 YLISy al G A2y | NN vy &HY S yaNiRz aB5&Kk | 4
Incremental Staffing A 2KFG G2 LIe& F2N ySokl RRAGQE 2y aAvasS AyaSyar
ICUs
Provider redeployment A What to pay anesthesiologists/surgeons/cardiologists performing Yes

coverage shifts for the ICU; paying PCPs for staffing hospital testing sites
or telemed centers

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

Provider income protection A  Hospital maintains, increases, expands or initiates an income guarantee’es, usually
for physicians whose services are in a downturn but are still, or will be,
critical to the hospital or the community
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Common COVI29 FMV and CR Questions

Reevaluation of New, Planned or Ongoing Relationships

Enforcement Waiver” Only for certain No No Only for No Only for certain No
circumstances certain circumstances
circumstances

High Liability Risk? Yes Yes Yes  Depends Yes Depends Yes
Careful Processis a Yes Yes Yes Yes Yes Yes Yes
Risk Mitigation (Indirectly) (Indirectly)

Strategy

Careful Yes Yes Yes Yes Yes Yes Yes

Documentation is a

Risk Mitigation

Strategy?

Use of Outside Yes Yes Yes  Depends Yes Depends Yes

Experts is a Risk
Mitigation Strategy




CMS Innovation Center Models COVID-19 Related Adjustments

The table below describes adjustments that have been made or that CMS will be making to

certain Centers for Medicare & Medicaid Services (CMS) Innovation Center Models to address the
COVID-19 public health emergency (PHE). The table specifically focuses on model adjustments
related to financial methodologies, quality reporting, and model timelines. The Innovation Center
model adjustments described here are not exhaustive; Innovation Center has already implemented
several changes and there is the potential for future adjustments, as the COVID-19 PHE continues to
evolve. Additional information about each of these model adjustments is available here
(https://innovation.cms.gov/innovation-models/covid-19-flexibilities).

We used the following principles to determine which changes are appropriate:

* Utilize flexibilities that already exist in current model design

* Continue sufficient financial incentives that encourage higher quality outcomes to
participate in value based arrangements

* Ensure equity and consistency across models

* Align as much as possible with national value based and quality payment programs.

* Minimize risk to both model participants, the Medicaid program, and the Medicare
Trust Funds

* Minimize delays in new model implementation while providing additional opportunities
for participation in new models

* Minimize reporting burden

* Complements and builds off of new CMS COVID-19 PHE flexibilities as outlined in
regulation and waivers

Additional information regarding the implementation of these changes will be provided to model
participants by CMS, and such changes may involve amendments to participation agreements and
other model documents. We also note that, based on the future evolution of the COVID-19 PHE,
there is a possibility that the implementation of new models may be further delayed.

This document supplements emergency rules and waivers granted under section 1135 of the Act
specifically to address the COVID-19 PHE. Additional information is available at:
https://www.cms.gov/About-CMS/Agency-Information/Emergency/EPRO/Current-Emergencies/
Current-Emergencies-page

06/03/2020
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CMS Innovation Center Models COVID Related Adjustments

CMS has made adjustments to several of the
CMMI program models to address the COY®D
public health emergency

A
A

Changes to reporting requirements
Changes to timelines

Changes to financial methodologies (e.qg.,
capping upside potential, reducing
downside risk, eliminating episodes
involving COVH29 patients, etc.)
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Director Liability in Tort:
A Breach of Good Faith

A Breach of Duty of Care

A Breach of Duty of Loyalty
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| CautionaryTales B

Officer and Director Liability for Distressed/Bankrupt Facilities

CMH Liquidating Trust v. Community Mem. Hospital d/b/a

Cheboygan Memorial Hospital
Survived Motion to Dismiss August 2018

A 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:

To o Jo Do Io Io I»

Defendants failed to address losses from employed physician practices.

Defendants failed to address billing and coding issues.

Defendants failed to ensure adequate control over financial issues, allowing the financia
aiuldSySyiua G2 20SNREGFIGS GKS K2aLmhidal f Qa
5STSYRIy(da ILIWINRPOSR (KS alrtsS 2F GKS Kz2a
fair market value.

Defendants allowed excessive senior management turnover to continue.

Defendants allowed excessive compensation of Physician Board Members.

Defendants were involved in allowing a conflict of interest to exist in transactions
involving board member interests
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Productivity Incentives that Take Into Account V+V

U.S. ex relBookwalterv. UPMQ3d. Cir., October 2019)

A Qui tamFCA case related to compensation paid to neurosurgeons employed by UPMC
subsidiaries

A District Court found plaintiffs failed to state a plausible claim and dismissed

A Onappeal, 9/ ANId / 2dzNI 2F ! LISt a4 RSUSNN¥AYSR GKI
G2 LINRPOSSR O6O0flAY GKIG adz2NBS2yaQ LI e Gl 1S

The surgeons were rewarded or punished based on how many Work Units they generated. If a surgeon failed
meet his yearly quota, his employer could lower his future base salary. But if he exceeded his quota, he earne
bnp 02ydzA F2NJ SOSNEB SEGNI 22N)] ! yAGPd X ¢KA&a O2YLX
YFEAYATS GKSANI22N)] !yAdGao 'yR GKS AyOSyiaAargsS assh
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
surgeries that were medically unnecessary or needlessly complex. And they did these things, say the relators
GOeBAGK GKS Fdzt (y26fSR3IS YR SYR2NBESYSYyG 2F¢
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Productivity Incentives that Take Into Account V+V

U.S exrel. BaklidcKunzv. Halifax HospitalMed. Ctr, et al. ¢

Filed 2009 governmentintervened2011
Relator | | £ ADiréctorof®hysiciarServices

Allegationsincluded Halifaxknowinglyviolatedthe StarkLawby executingcontractswith sixemployed
medical oncologiststhat provided aboveFMV compensation,including an incentive bonus that
improperly includedV+Vof prescriptiondrugsand tests that the oncologistsordered and that Halifax
billedto Medicare

A November2013 - court ruled that these arrangementswith the medicaloncologistsviolated the
StarkLawviathe incentivebonuseswhichwere improperlybasedon V+V

A Casewas set for trial in 2014 to adjudicatethe 3 2 @ S NJ/ ¥@ahingriims againstHalifax
(related to compensationof neurosurgeonsand the question of whether the improper incentive
compensatiorwasad | Yy 2 gvioldtinof the StarkLaw,aswould violatethe FCA

A Totalpotential damagesand penaltiesestimatedat $1 billion
A Casesettled on the eveof trial in 2014for $85 million, a record-settingamount

Al I f AldgalfeeSfiom the casereported as$21 million
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Quality Incentives that Take Into Account V+V

U.S exrel. Parikh,et al. v. CitizendMedical Centerg SettledApril 2015
Filed 2012 amendedcomplaint2013

Settlement $21 million, 5 yearCIA

Relators Staffphysicianavho hadbeenpenalizedunderthe arrangements

Allegationsincluded AllegedStarkLaw,AKSand FCAviolationsvia EDphysicianquality-bonuses/incentiveshat were basedon
V+Vof referralsto chestpaincenterrather than true indicationsof quality

U.S exrel. Moore v. Mercy Health SpringfieldCommunities; Settled August2015
Filed 2014

Settlement $5.5 million (settlementof separatesuitin 2017 for $34 million)

Relator. Physiciaremployedby one of the defendants

Allegationsincluded Mercy Springfield Communitiesentities violated the Stark Law, AKSand FCAby engagingin improper
financialrelationshipghroughspecialtyspecificincentivebonuspools

Mercy Springfield Communitiesstatement & Lisiimportant to note that during this sametime, Mercy SpringfieldCommunities
was activelyworkingto savethe governmentmoney It was one of a handful of health systemsnvolvedin the MedicarePhysician
GroupPracticeDemonstrationProject(PGP,)Thepilot program,throughthe Centerdor Medicareand MedicaidServicesaimedto
better coordinatecareand improvehealthoutcomesfor patientswhile savingthe governmentmoneyXé
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Quality Incentives that Take Into Account V+V

HealthManagementAssociates|. LG Settled Sept2018

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

Settlement $262 million total, CIA,DPA

Relators Variousphysician@andemployeeq8 separatecomplaintsin FL,GA,MS,NC,PA,SC)

Allegationsincluded Hospitalsviolatedthe StarkLawand AKSJeadingto submissionof false
claimsfor paymentto Medicare,Medicaidand/or Tricarein violation of the FCA py, in multiple
states, paying incentivesto induce emergencydepartment physiciansto meet ¢ F RY A & & A
0 Sy OK Y anNJding patients to the hospital regardlessof whether admissionswere
medicallynecessary
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Questionable Physician Recruitment Incentives

U.S and Commonwealthof VAexrel. Bollingerv. CentraHealthet. al. ¢ SettledApril 2020
Filed 2016

Settlement $9.5 million

Relator. ENTphysiciarwho wasoffered recruitmentincentives

Allegationsincluded Hospitaland community practiceviolatedthe StarkLawand AKSby improperly entering
into improper & NB O NHM i OrSyifiiangeBentsthat improperly subsidizedand benefited the recruiting
physicianpracticerather than arelocatingphysician

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

Filed DOJiled complaintin interventionagainstWheelingHospital its contractedmanagementompanyand CEQGn March2019
Relator. Hospitalaccountingexecutive

Allegationsincluded Pphysiciart A y O SahdrdciiBnéntpackageshat:

A Werebasedon V+Vof referralsto the hospitalsrather than actualneeds,serviceor achievements

A ExceededMVofthe LIK & & A dothalsghacs
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Incentives Based on Incorrect/Improper/Erroneous Benchmarks and Data
(and that generate practice losses)

U.S exrel. Payne/Dorseyet al. v AdventistHealth ¢ SettledSept2015

Filed 2010

Settlementamount: $118million ($115million to FederalGovernmentpalanceto state governments)
Relators IncludedComplianceDfficer,RiskManagerand ChiefOperatingOfficerof physicianenterprise

Allegationsincluded Compensatiorio employedphysiciansand midlevelproviderswasaboveFMV,not CRand basedon V+Vof
referrals evidenceincluded substantialand consistentlossesby the employer and inflated RVUsused as the basisfor the
compensation allegation that inpatient and ancillary servicescontribution marginsfrom referrals were internally tracked and
includedin methodologyfor calculatingincentive bonuses alleged corporate policy of improper billing of services,including
upcoding,improperunbundling,andbilling for servicegperformedby practitionerswho lackedappropriatecredentialsto perform
them

U.S exrel. Schaengold.. Memorial HealthInc, et al. ¢ SettledFeb2016
Filed 2011 unsealed2014

Settlementamount: $9.89 million

Relator. | 2 & LJfoimerfPi@sidentand CEO

Allegationsincluded AllegedStarkLaw,AKSand FCAviolationsthrough aboveFMV,non-CRcompensatiorto employedprimary

carephysicianghat resultedin excessiveracticelosses part of the reasonfor losses

wasexcessivencentivebonuseghat were basedon erroneousdata .
45
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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 predtharing with forprofit entities

through financial support for a feurofit venture, and paying excessive
compensation

A Potential concernfor certain tax-exempt entities that support commercialACOs,CINsand
other for-profit venturesthat pay physicianncentiveswvithout coveringoperatingcosts?




| Cautionary Tales

I NAYAYLFET t NRPaSOdziAzy ¢NBYRAa F2NJ

Telemedicine and DME provider executives and physicians indicted April 2019
El A Federal 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
AInvolved 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) antbribery laws

INSYS Therapeutics criminal trial and convictions April 2019
| A Convictions on Federal racketeering (RICO) charges against drug company chief
executive and four employees related to incentive payments made to prescribing
LIKEAAOAlFIYy&asE AyOfdzZRAY3I LI &YSyida YIRS (K
and bonuses/incentives tied to higher prescribing

Fresenius Medical Care FCPA case settled April 2019 for $231 million and Non
El Prosecution Agreement

A Settlement 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

TINE L.

alhl
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Government focus areas based on interpretation of
recent government commentary, prosecutions,
settlements, guidance documents and OIG work
plans:

A Downside risk (or lack thereof) for physicians and othe
providersc incentives that could and should include
downside risk, and new regulatory requirements of
downside risk

A Improper subsidization and/or physician practice losse
¢ incentives that create practice losses create risk,
especially if the incentives involve only upside for the
physician (see abovahis may be true regardless of the
proposed Stark Law rules/clarifications

A Opioid prescribing, use and abuse and incentives for
and against

A Improper coding, billing or financial measurgand
incentives related thereto

A Improper incentive payments/remuneration to
providers by pharma, compounding pharmacies and

3 I
wna t we labs(recognizing that these may be paid through an

. | intermediary such as a practice entity)
have we learned?
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| Hypothetical #1 I

ACO/CINdistributions reflect PMPMachievementsand/or measuresof medicationsprescribed
and/or screeningor follow-up tests performed

FMVConsiderations
A Contributionsto entity and/or achievementsif not otherwisecompensated; servicesgoods,equity
A Statelaw considerationsor restrictions
A Stacking/potentiallyduplicativecompensation
A Dolegal/regulatorywaiversmatter?
A Doesthe recipientof the distribution matter (entity v. individual)
CRConsiderations
A SeeFMVConsiderations V+VConsiderations
A Otherfactorsc state law, criminalandcivil prohibitions
V+VConsiderations
A Doesthe amountof the distribution relate to andrequire trackingof:
A V+Vof DHSeferrals?
A V+Vof non-DHSeferrals?
COVIBR19 Considerations

A Arethe availablebenchmarksand measurementseliableand an appropriatebasisfor payment?



| Hypothetical #2 ?

New employed physicianannual bonus plan is to be basedon a combination of productivity and
quality measuresof & G 2 RihcBiding panel size/patients seen,cost per patient, drugs prescribed,
and screeningand follow-up servicesperformed/not performed
FMVConsiderations
A Known/reasonablealueof activitiesor other contributionstriggeringthe bonuses
A Statelaw considerationsor restrictions
A Stacking/potentiallyduplicativecompensation
A Dolegal/regulatorywaiversmatter?
A Doesthe recipientof the distribution matter (entity v. individual)
CRConsiderations
A Doesthe bonusplan makebusinessense?
A SeeFMVConsiderations- V+VConsiderations
V+VConsiderations
A Dothe bonusamountsrequire trackingof and/or varywith:
A V+Vof DHSeferrals?
A V+Vof non-DHSeferrals?

A Dowaiversmatter? DoesCOVIBEL9 matter?




Hypothetical #3 I

Facility/provider alignment arrangementis based on gainsharingand co-managementprinciples
and includesincentive paymentsfor achievementof specificcost, quality and utilization targets

FMVConsiderations
A Known/reasonablealueof activitiesor other contributionstriggeringthe bonuses
A CMPgthicsor state law considerationr restrictions
A Stacking/potentiallyduplicativecompensation
A Doregulatorywaiversmatter?
A Doesthe recipientof the distribution matter (entity v. individual)
CRConsiderations

A Doesthe bonusplan make businesssense taking into considerationclinical considerationsand the current
marketandserviceenvironment/volume?

A SeeFMVConsiderations- V+VConsiderations
V+VConsiderations
A Dothe bonusamountsrequire trackingof and/or varywith:
A V+Vof DHSeferrals?
A V+Vof non-DHSeferrals?

A Dowaiversmatter? DoesCOVIEL9 matter?







| Tips& Takeaways o

Considetrthe top 10 pitfalls (Updatedfor 2020with text in bold)

1.

2
3.
4

9.

Incentiveshat aretoo high,taking into considerationthe current market and circumstances
Incentivesthat aretoo low, taking into considerationthat current market and circumstances
Incentivesthat are inappropriatelyduplicative

Incentivesthat encouragebad behavioror the wrong behavioro r ¢ & & 2 dzfpdy gloSsio Kill
peopleg 0

Incentivesthat, on their face,are obviouslyor very arguablyillegalor sanctionablgconsiderstate
law andlicensingregulationsin additionto Medicarepaymentrulesand Federallaws)

Incentivesbasedon activities or achievementsthat cannot and will not be measuredin the
contextof the arrangementor are now impracticableto measureor implement

Incentivesthat haveno explainedpurposeor a purposethat is no longerreasonableand valid

Incentivesthat do not & Y I {i thdiréexplained purpose, including because of changesin
circumstances

Incentivesthat aretoo complicatedfor their purpose

10. Incentivesthat failthe & & Y& $ @nd rdakter how muchd | A NG & KiSappBedk
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.
P
Considerrecent legal and regulatory changes,as well as changingfinancial
realities
1.
2.

Understandscopeandlimitation of fraud and abuselaw waivers

Stayabreastof current statutory and regulatorychangesjncludinghow activitiesthat were
previouslyallowed or prohibited by specificlaws and are not now ¢ e.g., EKRA¢changesto

gainsharingCMP,changedo ACO/AC&participantrisk-bearingrequirementsvia Pathwayso
Success

Stayabreastof caselaw trends to understandthe & F 2 © MB £ &g, physicianpractice

losses,improper codingor billing leadingto improper payment, prosecutionof ¢ a ¢ | LILJA y
arrangements,use of organizedcrime laws to provide more powerful tools to combat
healthcare fraud and abuse and safeguardresources (e.g., new risk assessmentfor

Medicare/Medicaidcarveoutsgiven recent prosecutionsunder the Travel Act and/or state
RICGstatutes)
4,

Developrelationshipsand partnershipswith expertsasappropriateto assistwith #s1to 3

Readand understandthe financialsof any incentive proposal,includingthe finer detailsas
well asthe big picture (magnifyingglassview aswell as30,000 foot view)
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o
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Honorthe generallyd 3 2 f RISsy €

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

2. Considetthe potential importanceof FMV,CR,andV +V, evenif the StarkLawis waivedor

not implicated
3. Beopento (but appropriatelyskepticalof) unusualplans,ideas,or proposals
4. Understandthe power and limitations of data, includingsurveydata and population health
data
5.

Trustyour instincts,unlessyour instinctsare overruledby goodandtrusted advisors




| Parting

oltodos all a
mo n edyAlmost
everyone,

everywhere, with

a few exceptions

Ol ncenti ves
box of chocolates,

you never know

what you are going

to get, unless you
research or poke
them dAfews t .

Wwise someones, o ] ]
somewhere a Y Sysurgyesonthe StarkLaw,butR 2 y Q U

be blinded by it. Thereis so muchmore to
seet ¢ Anonymous



