Recent Developments In
Inducement Enforcement

Stark, Antikickback and
the False Claims Act

Ben Durie
Hooper Lundy & Bookman P.C.

September 17 ¢ HFMA Northern California

HOOPER, LUNDY & B
HEALTH CARE LAWYERS & ¢

OOKMAN, PC ] ) )
«~ovisors | LOS Angeles | San Francisco | San Diego | Washington D.C. |




Topics Covered Today

AStark Law Developments/Updates
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Stark Law ©Qvenview




Stark Law Overview

AGoal of the Stark LawPrevent financial relationships from
corrupting physician judgment, address overutilization.

AApproach of the Stark Law:
A Strict liability statutec32 2 R AYUSY U A2V &
A Physician is prohibited from referring Medicare patients
F2NJ GaRSaAaAIYIFI ISR KSIf UK &
GFAYIFIYOALFIET NBEFIAZ2YAKALX
the entity,unless an exception applies

A Entity is prohibited from billing for designated health
services provided pursuant to any prohibited referrals.
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Referral, 42 US@ 1395nn(h)(5)

A the request by a physician for the item or service,
Including the request by a physician for a consultation
with another physician (and any test or procedure
ordered by, or to be performed by (or under the
supervision of) that other physician)

A the request or establishment of a plan of care by a
physician which includes the provision of the
designated health service
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DHS, 42 USE 1395nn(h)(6)

(A) Clinical laboratory services. (G) Parenteral and enteral
(B) Physical therapy services. nutrients, equipment, and
supplies.

(C) Occupational therapy

services. (H) Prosthetics, orthotics, and

prosthetic devices and

(D) Radiology services, including supplies.
MRI, CAT scans, and .
ultrasound services. (I) Home health services.
(J) Outpatient prescription

E) Radiation therapy services
(E) a by drugs.

and supplies.
(K) Inpatient and outpatient

F) Durable medical equipment _ .
(F) auip hospital services.

and supplies.
(L) Outpatient speech
language pathology services
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LegalRamifications

Alf Stark applieand
ALF y2 {0aF NJ

N N\

EOSLIIAZY

AThe referral is prohibited

AThe DHS provider cannot make a claim for
payment from Medicare or Medicaid, bill the
patient, or seek third party payment for the DHS
service

[7)

Hooper, Lundy & Bookman, PC



New Stark Regulations/
Statutory Changes

ooooooooooooooooooooooo



Requlations Update: List of Key Chang

ALeniency on written agreement and one-year
term requirements

ANew exception for recruitment of mitkvel
clinicians

ANew exception for timeshare arrangements
AExtensions on permittedholdover arrangements
AMore latitude on missing signatures
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Written Agreement/Term Requirements

ADepending on the facts and circumstances, a
collection of documents, e.g.;malls, drafts,
Invoices, cancelled checks, timesheets, etc. can
constitute a written agreement

AThe onevyear term requirement can be satisfied
If the arrangement lasted one year, even if the
written agreement does not specify a term

AThese are bothclarifications of existing law,
meaning that they apply retroactively too

[ 10]
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Recruiting Nonphysician Practitioners

APreviously, there was just ghysician recruitment

exception

ANow, hospitals
levels to provio
servicestoap

ACovers PAs, N

nurse, midwives, LCSWs and psychologists

AUp to 50% of compensation, once every 3 years (
other restrictions apply)
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(and FQHC/RHC) can recruit mid
e primary care or mental health
nysician practice

Ps, clinical nurse, specialists, certif

(1)




TimeshareArrangements

A Protects certain timeshare arrangements (not leases)
between hospital or physician organization and a physicie
or medical group

ASpace, equipment and other items are predominantly for
evaluation and management (E/M) visits

AAny equipment is in the same building as E/M visits and
used for diagnostic imaging only if incidental to E/M visit,
and not used advanced imaging, radiation therapy or
clinical laboratory services (other than Glalaived tests)
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Holdovers on Expired Arrangements

AThe old rule allowed expired leases and persona
services arrangements to continue after expiratio
on the same terms for up to 6 months, if excepti
otherwise satisfied

ATheir new rule extends the 6 months to an
unlimited period of time

ABut, beware of fair market value issues and chan
INn services and/or compensation
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Signatures on Written Agreements

AThe old rule allowed arrangements where
onlya signature was missing, for up to 90
days If inadvertent and 30 days if advertent

ANow, all arrangements are allowed, whenly
a signature is missing, for up to 90 days

AThis grace periodo longer limitedo once
per physician every 3 years
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Stark SelfDisclosure

AStark SelReferral Disclosure Protocol mandated
ACA in 2010

AEffective June 1, 2017; Updated Mandatory For
for SRDP

CMS.gov

Centers for Medicare & Medicaid Services
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Stark SelfDisclosure

A &SR FT2NJ G {distlosidle 2y f & ¢
A2ffa 0KS cn RI& NBLI &
permit payment with the selflisclosure!
MRequires detailed submission, including:
Afacts and circumstances of violation
At STl E lylrfteara 2F sgKé Al
Acalculation of financial damages

ANew: Formula for calculating pervasiveness of non
compliance

ANew: Requires certification of necompliance ( 16)
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Antikickback Statute (©vervie
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Antikickback Prohibition

AKnowingly and willfully

ASolicit, receive, offer or pay
ARemuneration

AFor referring, for purchasing or ordering
AFor arranging for or recommending
AServices covered by Medicare/Medicaid

[ 18]
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Antikickback Penalties

A Felony--$25,000 fine + 5 years in prison
A Exclusion

A Civil Money Penalties

A False Claims Act?
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Antikickback vs. Stark

AKS Prohibition
. Stark Prohibition

(Remuneration to Induce
or in Return
for Referrals)

to DHS provider with
whom s/he has a
financial relationship)
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AKS vs. Stark

AKS Stark
ACriminal and Civil Penalties AMainly Civil penalties
AKnowledge requirement unless in combination with

AConduct involves an(_)the_r statute
a NB Y dzy SNI G A 2 y'eStrig liabiligy gtageo §

referrals AAll financial/compensation
AAny payment made by relationships unless
Federal health care exception applies
program (but not A Limited to designated
commercial insurance) health services (but not

(2]

commercial insurance)
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Antikickback and CMP
Changes
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Local Transportation
Safe Harbor

Antikickback Complimentary Local Transportation Safe Harbor
[Effective January 2017

MPolicy must set forth free transportation and be uniformly applie
AlyQi 6S o6laSR 2y FSRSNY}f od
ALyQliG 6S I ANE f dzEdzZNBE 2 NJ | YO dz
Must be established patient

/25 miles radius

S NAODSNAR OFyQl 6S LI AR LISNI oS
JEntity must bear the cost

A1LyQld YIFENJSO GKS FNBS GNFvyalL
while being transported
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CMPJBeneficiary Inducement

JExceptions

ANominal value, i.e., no more than $15 per item, $75 pe
year per patient

Alncentives to promote delivery of preventive care {re
natal care, poshatal weltbaby visits or listed in Guide)

APromotes access to care and low risk of harmdzii O
market

AFinancial nee¢ 6 dziT OF y QG YI NJ S

[24])
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Stark and IKickback
Enforcement
Developments
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Application of False Claims Act

AThe False Claims Act imposes liability for:

AKnowinglysubmitting or causing someone else to
present a false or fraudulent claim to the federal
government

AKnowingly making, using, or causing someone else to
make or use a false record or statemematerial to a
false or fraudulent claim

GYYy2oAy3Iteé YSIya KFEgay3a | Of
information, or acting with reckless disregard or deliberate
ignorance of the truth or falsity of the information

Gal OSNAFEfAGEeE YSIya aKI @Ay 3
be capable of influencing, the payment or receipt of money or
LINE LIS NI € € (26]
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Application of False Claims Act

/Because the Stark Law is a Medicare payment rule,

hospitals can be found liable under the federal civil False
Claims Act if the U.S. or relator proves:

A The hospital submitted claims to Medicare for DHS pursuant to

referrals by a physician with which the hospital has a financial
relationship

A The hospital submitted these Medicare claims when it knew or
should have known that its financial relationship with the referring
LIKeaAOAIlI YEZ 2NJ UKS LIKeaAOAl yQa
exception

ACKS K2aLAOL
uKS {0FNJ |
pay these claims

\\

2NJ gAY

t Qa $ 5 )
o ol 58 YR d

QD [T]

LINES a
Tl f

[27])
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Application of False Claims Act

Universal Health Services v. Escobar

AThe U.S. Supreme Court held that a misrepresentatio
of compliance with a particular law cannot be deemed
material merely because the Government makes such
compliance a condition of payment, or noncompliance
would be grounds for denial of payment if the
Government knew of the noncompliance

A\/Iaterlallty cannot be found where noncompliance is
GYAYZNI 2N Ayadzoaial yaAl €

(28]
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Application of False Claims Act

AEscobar Materiality

/Compliance with Stark is materi@al.S. ex rel.
Emanuele v. Medicor Associates, [W¢.D. Pa.
Mar. 15, 2017)

/Compliance with Federal Antikickback statute i
per se materiat U.S. ex rel. Lutz v. Berkeley
Heartlab, Inc(D. S.C. Dec. 4, 2017)
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Emanuele v. Medicor AssoclatBx:.

Important from perspective of both Stark and
Kickback compliance

ACase involved 8 medical directorship agreements
netween UPMC Hamot, a hospital based in Erie,
Pennsylvaniand Medicor Associates Inc., a
physician cardiologgractice

AAllegations that arrangements implicated False
Claims Act, Antikickback Statute and FCA

[20]
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Emanuele v. Medicor AssoclatBx:.

Stark Implications:

/First time sincéJniversal Health Services v. Escdbat a
court has consideredAwhether a false certjfication of
O2YLIX Al YOS gAGK GKS {adF NJ
Ad YFGSNRAIE (2 GKS aSRAOIN
Arailure to satisfy signed writing requirement of personal
aSNWAOS&akCa+x SEOSLIIA2Yya Aa
decision

AVISNILINBIOSR [/ a{ aO2tftSO0AZ2

(1)
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Emanuele v. Medicor Assoclatbs:.

Kickback/FCA:

/$21 million settlement for FCA, Stark, Kickback
allegations (March 7, 2018)

AJnnecessary medical directorship and profession
services agreement&disguised payments
(kickbacks) to secure referrals from cardiology
practice
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Application of False Claims Act

/Changes in FCA Enforcement

ABrand Memac DOJ civil litigators are prohibited
from using agency guidance documents to
establish violations of law (Nov. 16, 2017)

AGranston Mema DOJ will consider dismissing
FCA actions that lack substantial merit (Jan. 1
2018)
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Hot Topic Issues Physician
Contracting




