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Stark Prohibition

PhysiCian may: not refer:
s Medicare ox Medicaid patients
s For “designated health services™ (DHS)

s [0 an| entity” with Whichrthe physician or an
“Immediate family: member™ has ai financial
relationship’;

s Unless covered! by an exception
= 42 U.S.C.§ 1395 nn




Sanctions

Denial off payment:

Refund of amounts collected due: to
Improeper billing

Civil- Money: Penalties

Civil Money: Penalties; fior cCircumyvention
SChEemes

Exclusion
Potential False Claims Act: Liability,




Designated Health Services

("DHS")

Clinical laboeratery: services

Physicalltherapy, occupationalltherapy, and

Speech-language pathology: Services

Radiation therapy. services and stpp
Durable medical' equipment and supp

Parenteral and enterall nutrents, eguli
and supplies

Prosthetics, orthotics and prosthetic devices
and supplies

Radiclogy and certain other Imaging Services

s
|Eés

DMENL




DHS = cont.

IHome healthr services
Outpatient: prescription; artigs

Inpatient and outpatient: hoespital
SERVICES

Except: DHS does not include; services

reimbursed tnder composite rate: ASC
or SNE PartiA. [Exception notiavailable
for heme health services]

Note: Outpatient speech-language
pathology’ SErVICeS IS NOW: ai SPECITfiC
category: off DHS




Entity:

A PhYSICIan:S Sole practice or a practice off
multiple pRysiCians 6r any: Gther Persen,
SOle preprietorship;, pUblic or private
ddency. or trust, corporation, partnership,
imited liability: company;, folundation;

MONPIrofit corperation, or Unincorporated
association that fiurnishes DHS.




ERtitY: -comz

[Does not Include; referring phaysician, but
does Include; hisior her medical practice.

Does not Include a physician:s practice

when it bills Medicare for'al purchiased
diagnostic test.




Entity - cont

Changed definition of *Entity~ at:
§411.351

s Prior to October'1, 2009, a person| or entity.
IS considered to be furnishing DHS if it is
the personi or entity ter which CMS makes
payment for the DHS

= On and! after Octeber 1, 2009, both parties
to an arrangement may: be considered an
“entity™ - one party perfiorms DHS and the
other party: bills for' DHS

s Affects services provided “under
drrangements” with: DHS entities




Financial Relationship
8§411.354

A direct or'indirect; oWnership: or
Investment interest in an entity’ that
furnishes DHS; or

A direct or Indirect compemnsation
drrangement withr an' entity’ that filrnishes
DES




Indirect Ownership/Investment:

Unbroken: chainr off pErsens: or entities

PELWEEN phAVSICian ane
DHS) Entity has actual

DS entity
knewledge; (or:

ieckless disregardi or e
off Interest

eliberate ignerance)




Indirect

Compensation

Unbroken chain off entities hetween
physIcian and entity

Agdregate compensation te physician firem
closest link IR  chain’ Varies With Volume or
Value or referrals tor DHS entity,

Entity. furnishing

DHES has actual

KneWIEedge or acé
elationship

S In| reckiess disregard of




Direct Compensation: Stand in the
Shoes Concept

Physician: deemedte have direct
?ampensatlan arrangement withr DHST ERtity,
|

a only intervening entity: between the physician and the
entity Is his or Rer physician organization; and

= physician Nasian OWRErship! or INVestment interest in
the physician: 6rganization

Physician Is) permitted to “stand! in the shoes" of:

physician organization| iff only intervening entity.

petween physician and DHS entity: Is the

PAYSICian erganization

42 C.F.R. §411.354 (c)(1)




Stand in the Shoes - cont

Stand inrthe Shoes concept dees net apply
e, physician WROSe GWRELSHIP: O
INVestment: iInterest sk titular only:

= [itular ewnership: or investment interest isi an

OWnership or investment interest that
excludes the ability: or right te receive
financial’ benefits; off ownership or investment
such as distribution of profits, dividends,
Proceeds| ol sale, or similar returns on
IAvestment.




Referral

Reguest/ordering ox certifying medical
necessity’ (Incltding tests ordered
pursuant te consuit)

s Dees not Include persenally’ performed

SErVICES
s Doees not include tincident to™ services

Imputed te physician Wno! “directs™ or
“controls™ persen making referrall (ex. NPs
&t PAS)




Referral - cont

Special rtles for pathelegists, radiologists
and' radiation 6Ncelegists

s Ordering additional services; s not: refierrall i

Pursuant to) request fior' consultation
= PhysicCian’s opinion seught
= Request documented on chart
= Wiritten report delivered

Under supervision off consulting physician




Other Key: Definitions

“physician organization:
= A physician), a phaysician practice;, or a
droup: practice that complies withrthe
requirements; off §411.352

s [lerm used inrapplying *Stand' in the; Shoes*
COncept




Typesi of Exceptions

General - Related to both
ownership/investment interests and
compemsations arrangements (§411.355)

Related! enly tor oWRErshIp: or Investment
interests (§411.356)

Related only te' compensation arfangements
(§411.357)




General Exceptions' Related to
Ownership and Compensation
(§411.355)

PRysician: Services
In-oeffice Ancillary Services

Services| Furnisned by amn Organization to
Enrollees

Academic Medical Centers
Implants Furnished! by ASC

EPO and Other Dialysis-relateal Drugs, Furnished
In° ESRID; Facility;

Preventive Screening), Immunizations: & Vaceines

Eyeglasses & Contact Lenses following Cataract
surgery

Intra-family: Rural Refierrals 18




Exceptions Relatedl enly tor Ownership
or Investment Interests (§411.356)

Publicly-traded Securities and Mutual Funds
H0spitalsi Located N PUErtor RICO

Rilral Providers

Ownership Interest in ai\Whole: [Hospital




Exceptions Related only to

Compensation: Arrangements
(§411.357)

Rentall of Offiice Space
Rental off Equipment:
Bonal Fide Employment

Personal Service, Arrangements

Physician: Recruitment

Iselated Transactions

Remuneration Unrelated torDHS

Group! Practice Arrangements with a Hespital




Exceptions Related only to
Compensation’ Arrangements
(§411.357) cont

Paymentsiby: arPaysician
Charitable; Donatiens by a Physician
Nonmonetary Compensation

Fair Market Value Compensation
Medical ' Stafi: Incidentall Bengefits
RiSk=sharing Arrandements
Compliance Training

Indirect: Compensation; Arrangements




Exceptions Related only to
Compensation: Arrangements
(§411.357)  cont

Referral Services
Obstetrical Malpracticer Insurance Subsidies

Professional Courtesy

Retention Payments inf Underserved Areas
Community-\Wide Health Information




Statutory Framework and Regulatory.
IHIStoKY,

Section! 1877 ofi Social Security. Act, In effect
since January 1, 1995

January 9, 1998'— Proposed: rule (65" FR
1659)

January 4, 2001 — Phase I final rule, efrfective
January 4, 2002 (66 FR 856)

March 26, 2004 — Phase IT interim; final rule,
effective July 26, 2004 (69 FR 16054)




Regulatery: History: - cont

July 12, 2007 — Proposed rule (72 ER
38122,58179

September 5, 2007 — Phase, I11 final rule;
effective; December 4, 2007 (72 FR 51012)

November 15, 2007 — Finall rule; delaying
effective date; off “stand! in the Ssheoes™ pProvisions
Off Certain compensation arrangements (72 FR
64161)

April 30, 2008'— Proposedirule (73 FR 23683)
August 19, 2008 — Final rule (73 FR 48434)




Significant Issues in Finall Rule

Effective October 1, 2008

» Burden off Proofi
s Period of Disalloewance
s Physician “Stand! in the SRees™ previsions

s Alternative methodl off compliance; fior' missing
Signatures

= Revisions to obstetrical malpractice insurance
Supsidies

m Olwnership/investment Interest in retirement
plans




Significant: Issues in Final Rule - cons

Effective October 1, 2009

s Percentage-based compensation formulae
prohibitions’ addressing exceptions applicable
to ofifice space and equipment lease
dlifdNdements

=/ Pronibition; of certain unit-of-service (“per-
click™)r payments, in lease arrangements

s Revisions to definition off “Entity”™) (referred to
dS “Services proevided Under arrangements
proposal)




Burden ofi Proof

BUrden off proef atieachlevel off appeal 1S
ON provider'submitting claim fior payment

MUSE establishi that Service Was not

furnished pursuant to; prehibited referral

Burden of production isiinitially on
claimant; but may: shifit tel CMS orits

CONUACLOKS




Period of Disallowance
Begins when financiallrelationshiprfialls to
satisiy. applicable exception

Ends noilater thams
x| Date financial relationship Satisiies EXCeEpLion

(Where not related te; compensation); or

s Date excess compensation IS returned By,
party that received it, or I additional
COMPpEensation' Is ewed, ol the date additional
Compensation IS paid by party: ewinglit, and
all other reguirements; of exception are; met

28




Stand in the Shoes

Physician deemed! tor Stand in the SHoes of
lisior her Physician Ordanizationriif the
PRYSICIan Nas an OWRErship: Or InVestment
Interest in: the; Physician Organization

s Exception;:  Paysician with: STHtular= enly,
OWRership: or' investment interest




Alternative Method of Compliance;
Missing; Signatures

Griace period te ebtain signatures on Written
adreement: of

s 90 consecutive calendar days for “inadvertent
nencompliance™ withr signature; reguirement

s 30 consecutive calendar' days for knewing
ReNcompliance with: signature reguirement




Obstetrical Malpractice Insurance
Supsidy.

Retains existing exception that
INCorporates Anti-kickback Safie Harbor

= Applies tor subsidies provided by any: entity.

Provides alternative criteria - §411.357(r)(2)

s Applies tor subsidies provided by hospitals;
FQHCs andi rurall health: clinics




OB Malpractice Insurance Subsiay: - cont
5411.357(r)(2)

PRVSICian’s practice is

s [located! in rural areéa, primary. care HPSA, or area
With demonstrated need fior OBl services (determined
py: CMS, Adv. Op.), Or.

s At least 75 Y% of OB patients of practice; reside in
MUA or'are; a medically: tnderserved population

ArfandementIs

s I writing, signed by parties, specifies; payments and
terms

s Not conditioned! on referrals

s Payment amount not determined based on velume; or
value off referrals or other business 32




OB Malpractice; Insurance Subsidy: - cont
5411.357(r)(2)

Physician allowed to; establish stafi: privileges at
any: hospital, FOHC or rural health clinic

Payment: made torordanization: providing

INSUrance

Physician: treats Federal program: OB patients in
RAORAAISCHMINatory, Mamnner

Bonal Eide’ Instkrance

Not violate Anti-kickback [-aw! or ether laws
governing billing or claims submissions




Ownership/Investment Interest in
Retirement Plan

Clarifies exception from| definition off “eWRership-

Excepts: Interest in entity’ that arises fom
retirement plan offiered by’ entity tor paysician (or

Immediate; iamily: member) throtgh physICian’s
(or family: members) employment withr that
entity

Does not: pretect MD referrals ter DHS Entity
ewned by’ Group: Practice’s retirement plan




Percentage-based Compensation:
Office Space and Equipment LLeases

Rentall charges can hot be determined
Using formular based on —

s Percentage off revenue raised, earned, billed,
collected, or otherwise attributable to Services
performedi on or business generated

[N the office space; or
Py the use off the equipment




Percentage-based Compensation:
Office Space and Equipment LLeases

AMENGdSs feur compensation; EXCEPLIONS
s Office space lease arrangements
s EquUipment lease arrangements

s Fair market value, compensation
dlifdNgEMENLS

s/ Indirect compensation arrandements




Percentage-based Compensation

Appliesionly to ofifice; spacerand
equipment Ieases

Stillrallowed for
5| PErseNall SEervices arrangements,

a MaNadEeEMENT CONtIaCLS
5| PhySiCian compensation




Per Click Payments:
Office Space and Equipment LLeases

Rentall charges! fior rental of offiice space or
equipment can not be determined using a
fermula based on —

s Per-unit of service rental charges, to the
extent that such charges refilect services
provided to patients; referredl between the
palties




Per Click Payments:
Office Space and Equipment LLeases

Includes boeth phaysician as lessor and DHS
entity’ as |essor

AMEnds, four compensation EXCeEpLions
s Offiice space |ease; aifangements
s EquUipment lease arrangements

s Faiif market value;compensation
dlifdNgEMENLS

s [Indirect compensation arrangements




Per Click Payments:
Office Space and Equipment LLeases

CMS intends to; monitor block: Ieases

Caution: Block lease could’be considered
al pPer click™ payment depending on length
off time for bleck use and nUMBbEer of
Procedures Which can be done duking
plock time




Services Provided “Under
Arffangements”

Unader revised definition’ off Entity, a
PErsen or entity’ isiconsidered to) be
furAishing; DHS I it —

s [S the person or entity: that has performed
services, that are billed as DHS to which
CMS makes payment for the DHS, directly’ or
UPOoRI assignmERt on' patient’s behalli; or

s [S the person or'entity that has presented a
clarm to Medicare for the DHS'. . .




Hypothetical Discussions

Stand iR’ the Shoes

Pefiinition: of Entity: — Services Under:
Alfangement

Per Click'and Percentage-asedl Leases
Period off Disallewance




“Stand in the Shoes™ (SITS)

Physician Organization

O —"“Owner” Stand in the Shoes is Mandatory

E — “Employee” Permissive SITS or analyze using indirect compensation
rules

IC —"Independent = Same as “"Employee”
Contractor”




Services Under’ Arrangement
Items/Services

Billed Claims
Physician Organization p

(\\Po") f HOSpItal

Payment
(Per Procedure)

—— Office

—— Equipment

— Personnel

PO Becomes DHS Entity

No exception for Physician Ownership




Per Click or Percentage Based

LEéases:
Diréct Compensation

e DHS Entit
. N g nucy
Phy5|C|an0rgan|zat|on Equipment

or

Analyze Physician ownership as Direct
Compensation Arrangement under SITS

Direct lease exceptions do not allow per
click or percentage compensation




Per Click or Percentage Based

L eases:
Indirect Rules

Realty Company
or - :
Equipment Hospital
Leasing
Company

Analyze under Indirect Rules; SITS does not
apply

Indirect Rules do not allow leases to have per
click or percentage compensation




Examples ofi Periods off Disallowance

Date Stark
Compliant Contract
Expires

End 6 month

New Contract

holdover for Iea_se Signed
and personal services

Doctor begins Call
Coverage

Period of Disallowance ‘

Contract Signed 6
months later

Period of Disallowance




Examplesi off Periods of Disallewance cont

Doctor receives
Excess Comp

New Contract
Signed

Doctor returns
Excess Comp

Period of Disallowance




Disclosure of Financial Relationships
REPOIL

Collection Instrument used to

s [dentify’ arrangements that: potentially: may.
Mot BE Inf compliance with' Stark [.aw: and
iegulations

s [dentify, practices torassist EMS in future
fulemaking

Statusi off Distribution to Hospitals




Reporting Reguirements - §411.3561

All entities furnishing| Services for WhICh payment
may. be made under Medicare; must submit:
Information te' CMS or to OIG concerming
ieportable; financial relationships: in fiorm,
manner'and: at times) that CMS or OIG specifies

EXception: Reporting requirements der not: apply
to entities that furnish; 20 or fiewer Part A and
Part B services during calendar year, or torany.
Medicare covered services furnished outside US




Reporting Reqguirements - §411.361 -

conL

Reqguired infermation

= Name and! UPIN or NPT offeachi physician Who
has a reportable; financial relationship with

entity;

s Name andl UPIN o NPT off eachi physician WhHo
has an immediate family: member who has a
ieportable; financial relationship: with; entity,

= Nature of financial relationship




Reporting Reqguirements - §411.361 -

conL

Reportable; financial relationsnips

= ANy oWnership or Investment interest, as
defined at §411.354(b)

EXCept: ownership: or investment interests
thati satisty: exceptions in 41.1.356(a) or
411.356(D) regarding| publicly-traded
securities and mutual fiunds

= ANy COMpPENSation arrangement; as defined at
§ 411.354 (c)




Additionall CMS Guidance/Resources

CMS Advisery: Opinions

s CMS-AO-2008-01 (hospitall license of custom
sofitware; Interface; fior Use by medical stafi
MDs In private offices te) order or
communicate results of tests and! procedures)

x| CMS-AO-2008-02 (Whether physician
INvestment: in diagnostic center meets rural
provider exception)

Ereguently: Asked Questions
Preamble Commentary




Amending Agreements

Amendments are: allowed! if:

s Allfreguirements of applicable exception are
MEt

s Determine; amended rental charges or ether
compensation (or formula) beiore amendment
IS Implemented

s Formula for amended' rental charges or
compensation dees not take inte account
voelume or value of referrals or'other bUsiness
denerated between the parties

5| Amended rental charges or' compensation: (or
formula) remains ini place for at least 1 year
from date of amendment

s Applies to exceptions that have 1-year term
requirement 54




New: Develepments

November 19, 2008’ Federal Register
Publication off Medicare 2009 Physician
Fee Scheaule:

s CMS selicits comments on; Gainsharing

Incentive Payments and Shared Savings
Programs
90 Day: Comment Period

sl CMS publishes revised Anti-Markupr Einall RUles
Effiective January 1, 2009




