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Topics Covered Today

ÅStark Law Developments/Updates

ÅStark Law Amendments (Statute/Regulations)

ÅAntikickback Statute Developments/Updates

ÅUpdated Safe Harbors/Regulatory Guidance

ÅFCA and Enforcement Trends

ÅCompliance Hot Topics

ÅLegislative Reform Efforts JStark & Kickback
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Stark Law Overview
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Stark Law Overview
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ÅGoal of the Stark Law: Prevent financial relationships from 
corrupting physician judgment, address overutilization.

ÅApproach of the Stark Law: 

ÅStrict liability statuteςƎƻƻŘ ƛƴǘŜƴǘƛƻƴǎ ŘƻƴΩǘ ƳŀǘǘŜǊ

ÅPhysician is prohibited from referring Medicare patients 
ŦƻǊ άŘŜǎƛƎƴŀǘŜŘ ƘŜŀƭǘƘ ǎŜǊǾƛŎŜǎέ ƛŦ ǇƘȅǎƛŎƛŀƴ Ƙŀǎ ŀ 
άŦƛƴŀƴŎƛŀƭ ǊŜƭŀǘƛƻƴǎƘƛǇέ όŎƻƳǇŜƴǎŀǘƛƻƴκƛƴǾŜǎǘƳŜƴǘύ ǿƛǘƘ 
the entity, unless an exception applies.

ÅEntity is prohibited from billing for designated health 
services provided pursuant to any prohibited referrals.
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Referral, 42 USC § 1395nn(h)(5)

Å 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)

Å 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 USC § 1395nn(h)(6)
(A) Clinical laboratory services.

(B) Physical therapy services.

(C) Occupational therapy 
services.

(D) Radiology services, including 
MRI, CAT scans, and 
ultrasound services.

(E) Radiation therapy services 
and supplies.

(F) Durable medical equipment 
and supplies.

(G) Parenteral and enteral 
nutrients, equipment, and 
supplies.

(H) Prosthetics, orthotics, and 
prosthetic devices and 
supplies.

(I) Home health services.

(J) Outpatient prescription 
drugs.

(K) Inpatient and outpatient 
hospital services.

(L) Outpatient speech-
language pathology services. 
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Legal Ramifications

ÅIf Stark applies and

ÅLŦ ƴƻ {ǘŀǊƪ ŜȄŎŜǇǘƛƻƴ ƛǎ ŀǇǇƭƛŎŀōƭŜΧ

ÅThe referral is prohibited

ÅThe DHS provider cannot make a claim for 
payment from Medicare or Medicaid, bill the 
patient, or seek third party payment for the DHS 
service
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New Stark Regulations/
Statutory Changes
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Regulations Update:  List of Key Changes

ÅLeniency on written agreement and one-year 
term requirements

ÅNew exception for recruitment of mid-level 
clinicians

ÅNew exception for timeshare arrangements

ÅExtensions on permitted holdover arrangements

ÅMore latitude on missing signatures
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Written Agreement/Term Requirements

ÅDepending on the facts and circumstances, a 
collection of documents, e.g., e-mails, drafts, 
invoices, cancelled checks, timesheets, etc. can 
constitute a written agreement

ÅThe one-year term requirement can be satisfied 
if the arrangement lasted one year, even if the 
written agreement does not specify a term

ÅThese are both clarifications of existing law, 
meaning that they apply retroactively too
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Recruiting Non-physician Practitioners

ÅPreviously, there was just a physician recruitment 
exception

ÅNow, hospitals (and FQHC/RHC) can recruit mid-
levels to provide primary care or mental health 
services to a physicians practice

ÅCovers PAs, NPs, clinical nurse, specialists, certified 
nurse, midwives, LCSWs and psychologists

ÅUp to 50% of compensation, once every 3 years (and 
other restrictions apply)
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Timeshare Arrangements

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

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

ÅAny 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 CLIA-waived tests)
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Holdovers on Expired Arrangements

ÅThe old rule allowed expired leases and personal 
services arrangements to continue after expiration 
on the same terms for up to 6 months, if exception 
otherwise satisfied

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

ÅBut, beware of fair market value issues and changes 
in services and/or compensation
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Signatures on Written Agreements

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

ÅNow, all arrangements are allowed, when only
a signature is missing, for up to 90 days

ÅThis grace period no longer limited to once 
per physician every 3 years
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Stark Self-Disclosure

ÅStark Self-Referral Disclosure Protocol mandated by 
ACA in 2010

ÅEffective June 1, 2017; Updated Mandatory Form 
for SRDP
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Stark Self-Disclosure

Å¦ǎŜŘ ŦƻǊ ά{ǘŀǊƪ ƻƴƭȅέ ǎŜƭŦ-disclosure

Å¢ƻƭƭǎ ǘƘŜ сл Řŀȅ ǊŜǇŀȅƳŜƴǘ ƻōƭƛƎŀǘƛƻƴΣ ōǳǘ ŘƻŜǎƴΩǘ 
permit payment with the self-disclosure!

ÅRequires detailed submission, including:

Åfacts and circumstances of violation

ÅƭŜƎŀƭ ŀƴŀƭȅǎƛǎ ƻŦ ǿƘȅ ƛǘ ŘƻŜǎƴΩǘ ŎƻƳǇƭȅ

Åcalculation of financial damages

ÅNew: Formula for calculating pervasiveness of non-
compliance

ÅNew:Requires certification of non-compliance
16
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Antikickback Statute Overview
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Antikickback Prohibition
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ÅKnowingly and willfully

ÅSolicit, receive, offer or pay

ÅRemuneration

ÅFor referring, for purchasing or ordering

ÅFor arranging for or recommending

ÅServices covered by Medicare/Medicaid
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Antikickback Penalties
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ÅFelony -- $25,000 fine + 5 years in prison

ÅExclusion

ÅCivil Money Penalties

ÅFalse Claims Act?
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Antikickback vs. Stark

AKS Prohibition  
(Remuneration to Induce 

or in Return
for Referrals)

Return
for Referrals)

SH

SH

SH

Stark Prohibition
(Dr s referral

to DHS provider with 
whom s/he has a 

financial relationship)

Exception

Exception

Exception Exception

SH

Exception
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AKS vs. Stark

AKS

ÅCriminal and Civil Penalties

ÅKnowledge requirement

ÅConduct involves 
άǊŜƳǳƴŜǊŀǘƛƻƴέ ǘƻ ƛƴŘǳŎŜ 
referrals

ÅAny payment made by 
Federal health care 
program (but not 
commercial insurance)

Stark

ÅMainly Civil penalties 
unless in combination with 
another statute

ÅStrict liability statute

ÅAll financial/compensation 
relationships unless 
exception applies

ÅLimited to designated 
health services (but not 
commercial insurance) 21
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Antikickback and CMP 
Changes
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Local Transportation 
Safe Harbor

Antikickback Complimentary Local Transportation Safe Harbor
ÅEffective January 2017
ÅPolicy must set forth free transportation and be uniformly applied
Å/ŀƴΩǘ ōŜ ōŀǎŜŘ ƻƴ ŦŜŘŜǊŀƭ ōǳǎƛƴŜǎǎ ǾƻƭǳƳŜκǾŀƭǳŜ
Å/ŀƴΩǘ ōŜ ŀƛǊΣ ƭǳȄǳǊȅ ƻǊ ŀƳōǳƭŀƴŎŜ
ÅMust be established patient
Å25 miles radius
Å5ǊƛǾŜǊǎ ŎŀƴΩǘ ōŜ ǇŀƛŘ ǇŜǊ ōŜƴŜŦƛŎƛŀǊȅ
ÅEntity must bear the cost
Å/ŀƴΩǘ ƳŀǊƪŜǘ ǘƘŜ ŦǊŜŜ ǘǊŀƴǎǇƻǊǘŀǘƛƻƴΣ ŎŀƴΩǘ ƳŀǊƪŜǘ ǘƘŜ ōŜƴŜŦƛŎƛŀǊȅ 
while being transported

Å
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CMP JBeneficiary Inducement

ÅExceptions

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

ÅIncentives to promote delivery of preventive care (pre-
natal care, post-natal well-baby visits or listed in Guide)

ÅPromotes access to care and low risk of harm --ōǳǘ ŎŀƴΩǘ 
market

ÅFinancial need ςōǳǘ ŎŀƴΩǘ ƳŀǊƪŜǘ

24



Hooper, Lundy & Bookman, PC©

Stark and Kickback 
Enforcement

Developments
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Application of False Claims Act 

ÅThe False Claims Act imposes liability for: 
ÅKnowinglysubmitting or causing someone else to 

present a false or fraudulent claim to the federal 
government 

ÅKnowingly making, using, or causing someone else to 
make or use a false record or statement material to a 
false or fraudulent claim 
ÅάYƴƻǿƛƴƎƭȅέ ƳŜŀƴǎ ƘŀǾƛƴƎ ŀŎǘǳŀƭ ƪƴƻǿƭŜŘƎŜ ƻŦ ǘƘŜ Ŧŀƭǎƛǘȅ ƻŦ ǘƘŜ 

information, or acting with reckless disregard or deliberate 
ignorance of the truth or falsity of the information 

ÅάaŀǘŜǊƛŀƭƛǘȅέ ƳŜŀƴǎ άƘŀǾƛƴƎ ŀ ƴŀǘǳǊŀƭ ǘŜƴŘŜƴŎȅ ǘƻ ƛƴŦƭǳŜƴŎŜΣ ƻǊ 
be capable of influencing, the payment or receipt of money or 
ǇǊƻǇŜǊǘȅέ 
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Application of False Claims Act 

ÅBecause 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:

ÅThe hospital submitted claims to Medicare for DHS pursuant to 
referrals by a physician with which the hospital has a financial 
relationship
ÅThe hospital submitted these Medicare claims when it knew or 

should have known that its financial relationship with the referring 
ǇƘȅǎƛŎƛŀƴΣ ƻǊ ǘƘŜ ǇƘȅǎƛŎƛŀƴΩǎ ǊŜŦŜǊǊŀƭǎΣ ŘƛŘ ƴƻǘ ǎŀǘƛǎŦȅ ŀ {ǘŀǊƪ [ŀǿ 
exception
Å¢ƘŜ ƘƻǎǇƛǘŀƭΩǎ ŜȄǇǊŜǎǎ ƻǊ άƛƳǇƭƛŜŘέ ŎŜǊǘƛŦƛŎŀǘƛƻƴ ƻŦ ŎƻƳǇƭƛŀƴŎŜ ǿƛǘƘ 
ǘƘŜ {ǘŀǊƪ [ŀǿ ǿŀǎ ŦŀƭǎŜ ŀƴŘ άƳŀǘŜǊƛŀƭέ ǘƻ aŜŘƛŎŀǊŜΩǎ ŘŜŎƛǎƛƻƴ ǘƻ 
pay these claims
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Application of False Claims Act 

Universal Health Services v. Escobar

ÅThe U.S. Supreme Court held that a misrepresentation 
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 
ÅMateriality cannot be found where noncompliance is 
άƳƛƴƻǊ ƻǊ ƛƴǎǳōǎǘŀƴǘƛŀƭέ 
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Application of False Claims Act 

ÅEscobar Materiality

ÅCompliance with Stark is material ςU.S. ex rel. 
Emanuele v. Medicor Associates, Inc. (W.D. Pa. 
Mar. 15, 2017)

ÅCompliance with Federal Antikickback statute is 
per se material ςU.S. ex rel. Lutz v. Berkeley 
Heartlab, Inc. (D. S.C. Dec. 4, 2017)
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Emanuele v. Medicor Associates, Inc.

Important from perspective of both Stark and 
Kickback compliance

ÅCase involved 8 medical directorship agreements 
between UPMC Hamot, a hospital based in Erie, 
Pennsylvania and Medicor Associates Inc., a 
physician cardiology practice

ÅAllegations that arrangements implicated False 
Claims Act, Antikickback Statute and FCA
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Emanuele v. Medicor Associates, Inc.

Stark Implications:

ÅFirst time since Universal Health Services v. Escobar that a 
court has considered whether a false certification of 
ŎƻƳǇƭƛŀƴŎŜ ǿƛǘƘ ǘƘŜ {ǘŀǊƪ [ŀǿΩǎ ǎƛƎƴŜŘ ǿǊƛǘƛƴƎ ǊŜǉǳƛǊŜƳŜƴǘǎ 
ƛǎ ƳŀǘŜǊƛŀƭ ǘƻ ǘƘŜ aŜŘƛŎŀǊŜ ǇǊƻƎǊŀƳΩǎ ǇŀȅƳŜƴǘ ŘŜŎƛǎƛƻƴ

ÅFailure to satisfy signed writing requirement of personal 
ǎŜǊǾƛŎŜǎκCa± ŜȄŎŜǇǘƛƻƴǎ ƛǎ ƳŀǘŜǊƛŀƭ ǘƻ aŜŘƛŎŀǊŜΩǎ ǇŀȅƳŜƴǘ 
decision

ÅLƴǘŜǊǇǊŜǘŜŘ /a{ άŎƻƭƭŜŎǘƛƻƴ ƻŦ ŘƻŎǳƳŜƴǘǎέ ŀǇǇǊƻŀŎƘ
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Emanuele v. Medicor Associates, Inc.

Kickback/FCA:

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

ÅUnnecessary medical directorship and professional 
services agreements Jdisguised payments 
(kickbacks) to secure referrals from cardiology 
practice
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Application of False Claims Act 

ÅChanges in FCA Enforcement?

ÅBrand Memo ςDOJ civil litigators are prohibited 
from using agency guidance documents to 
establish violations of law (Nov. 16, 2017)

ÅGranston Memo ςDOJ will consider dismissing 
FCA actions that lack substantial merit (Jan. 10, 
2018)
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Hot Topic Issues Physician 
Contracting
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