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Who are the Fraud Busters?

Pepartment: of Justice

Office of Inspecior General

Centers e Medicane anad Vedicaid
(“CMS”)

TFhird Party Payors (e.9. BCBS; Aetna)
Other Eederall and State: Agencies

Wihistieblowers andl other Third:Party.
Individuals




Anti-Kickback Statute

The Federal Anti-Kicklhack Statute (AKS) (42 U.S.C. 8

1320a-716(19)) proqibits the offerng, paying, seliciting, or

feceving ofi any. remuneration; In| returm fol:

m BUSIRESS! for Wnichrpayment may. be made under a
federalihealth' care pregrams; or

x [nducing purchases, leases, GrAers or arranging fior
any goed oI Service or ltem paid fier by a federal
neali care: pregram

Remuneration includes kickbacks, brbes and repates,
cashi o In kKind, direct er indirect, and you: have to have
the Intent for the remuneration to) e a Kickidack

Criminal anal civil' penalties fier an Anti-Kickback vielation
-- $25,000 per criminal offense, Imprisenment of up ter5
years and civil moenetary penalties




STARK LAW

The Stark Law (42 U.S.C. 8 1395nn) prohibits a physician fiom
referring Medicare patients for certain “designated health services?”
(“DHS?) terentities with whichi the: physiciani (or any: of his or her
Immediate family: members) has a financiali relationship;, Unless an
exception applies. This Isia strct liability: law.

The Stark Law excludes firom; the definition: of “referral” a request by
a radiatien oncoloegist for radiation therapy.

Tihe designated health services covered by Stark include clinical
lalboratory, physicalitherapy, occupational therapy, outpatient
prescription driigs, radiology andl certain other diagnostic Imaging
senvices (e.g. PEI scans), radiation therapy: services and supplies;
DNVE andl other supplies, andioutpatient andlinpatient nospital
Senvices.




Final Rule

On September 5, 2007, CNVS issued final regulations goverming Stark: Il (72
Fed. Reg. 51012) These final regulations are referred to as Stark I, Phase
15, and Wwere thought by many. tercemplete the fermal Stark rulemaking
Process.

I August 2008, hewever, CMS modified! Stark iniits pulklication: efi the 2009
Einal Hespital lnpatient Prespective Raymenit Systems Rule (the “Final
Rule™) (73 Fed. Reg. 48433).

The Einal Rule contains severall significant modifications te) payments
received by hoespitals and physicians, seme off Whichi do not take: effect until
October 1, 20089.

e Einal Rulerwill require: physicians, nespitals and other healthcare
providers te unwind and restructure certain existing relationships.




SIGNIFICANT ASPECTS OF THE
FINAL RULE

Fhe major peints of the Einall Rule:
x Stand in the Shees” Provisions

s Disallewance: Peroad

s Percentage-Basead Leasing

x Per-Click™ [.easing

x Senvices Provided Under Arrangenments




Stand In the Shoes




Ovenrview

Physicians that refer DHS, to a DHS  entity, are: treated as standing 1 the
shiees (“SIS?) of thelr physician organizatien when analyzing the financial
relationship between the physician and the DHS' entity, under Stark.

A physician Isideemed to stand in: the Shees of his e her: physician
erganization and lave a direct compensation arrangement With amn; entity,
fuimishing DHS If:

= [he only intervening entity. between, the physician and the entity furnishing DHS
IS hiS; o her physician: erganization; and

= [he physician ask amn ewnership or Investment Interest 1 the physician
organization.
Physicians with' only: a “titular ewnership interest” (those witheut the: ability

Or the right to; receive the financial benefits eff ownership) are net required
to stand 1n the shees of thelir arganizatiens.

Non-owner: physicians may, but are not required to, stand in the shoes| of
thelr physician erganization.

Example: [T ani entity: owned by three radiation encelegists contract with an
ROC, radiation oncologists each SITS with the ROC.




Implications; of SITS

li-a physician stands inl the Shees of RIS or:
HEr physician erganization;, the physician

(@anc

e DHES entity) willthave: 1o satisiy a

direct Stark exception With regard te the
financial relationshiprbetween the
physician erganization: and the DES entity

Lo W

Rich the physician refers.




SITS Exceptions

IHespitalsiand other Part A previders of SerVices
Eederally qualified health centers

A singlerlegal entity: (that dees not satishy the
reguirements of a group: practice for pulpPoSES ofi
42 CFR 8§411.352) that operates a faculty
practice plan ANDreither a medicall school or
nespital, e heth

A medical schepl that dees not operaie a faculty,
practice plan but employs physicians: ter provide
clinicall andl academic Services




PERIOD OF DISALLOWANCE




Nenceompliance

The time: period o Whichia financial relationship
PEtWEEN a refering| physician: andl DES entity fails to
satishy’ all of the requwements off an| exception te) Stark IS
refierred ter as the “period of disallewance.” CMS placed
an outside limit'en the perod of disallowance i certain
Circumstances.

EGr ariangements; that are: nen-compliant for reasens
ether than compensation, the latest period of
disallewance Isi the date When therarrangement Was
Provgnt Inte) compliance.

E@r alrangements that ane non-compliant due: to
compensation, the latest period of disallewance IS the
date on which the compensation differences Were
resolved. 73 Fed. Reqg. 48751.




UNSIGNED DOCUMENTS

CVIS alse finalized a special rule regarding
neRcempliance With: Stark due: te; a: fallure te
executerthe necessarny documents.

The EinallRule allows decuments te: meet Stark
[eguirements Ifi they, are signed withain 20! days
afiterr a deal Becemes; noncempliant, I the
MISSING signatures Were inadvertently, not
ebtained, or within: 30! days i the: fialtre te
ehtain the signatures wass net Inadvertent.




UNDER ARRANGEMENTS




GENERALLY

Stark — Phase' |l definition of ani entity: included enly. the persen| or entity.
that billed Medicare for DHS, but not the persen or entity: that perfermed
DHS where the persen or entity perferming the DHSI IS not the: persen or
entity billing for 1t. IR this case the palty perferming the Senvices Was; said
0 B’ deing'se “under arrangement” withrthe billing party: (typically a
noespitaliwhere:its billing rates are higher than for firee standing facilities).

“Under Arrangement™ transactions With the: Senvice provider: 0eimng) a joint
venture including physicians or a physician group: practice: Became: popular
as a way/ to allew physicians’ ter effiectively joint venture with: the: hospital
using the hespiial’s billing rates.

In 2008, CMSi made knewn Iits continuing cencern: about the risk: ofi
everutilization Withi respect to services performed “Under arangement.”

Under arrangements was popular with: radiation encology, particularly withn
Urologists seeking a way: te profit from; IMRT referrals.
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FINAL RULE ON UNDER
ARRANGEMENTS

Under the Einall Rule, CMS eliminated most “under arangement” transactions,
efifective October 1, 2009, by expanding the definition of “entity” te alse include
entities; that “perform’™ services that aretin turn billed as  DHS by anether entity. Since
both parties are DHS Entities asi to the service, the relatioenship will new: vielate Stark.
73 Federal Register 48721-48i730 (2008).

CMS purposely declined to define the meaning of “perform: the senvice” hut iits
response to certain comments; prevides guidance. Toe perforn essentially: means to
provide medicaliwork in suchi a manner that the: perfierming entity, could bill for the
Senvice ut arranges, fer another entity’ e do so.

Oni the other hand, an entity. that enly:leases or sells;space or equipment, or enly
provides managenent services, or only: provides persennel o supplies, dees not
“perform” DHS.




WHAT TO DO NOW?

IN'RADIATIONIONCOLOGY, EREE STANDING CENTERHOSPITAL/PHYSICIAN! JOINT
VENTURES WITH NON-REEERRERS (E.G., RADIATION ONCOLOGISTS) WILL WORK.

GROUP PRACTICES CAN STILL OWN ROCS.

HOSPITAL/PHYSICIAN JOINT VENTURES WITHIREFERRING PHYSICIANS INCLUDED
(E.G., ONCOLOGISTS OR UROLOGISTS) STILL MIGHT WORK IN CERTAIN STATES
(E.G., FLORIDA) WHERE HOSPITALS CAN OWN AN INTEREST IN' GROUP
PRACTICES.

MANAGEMENT AGREEMENTS, EQUIPMENT AND SPACE LEASING VENTURES, AND
BILLING COMPANIES, CAN BE JOINT VENTURED

LOOK AT SCOPE OF UNDER ARRANGEMENT. FOR EXAMPLE, AN AGREEMENT
BETWEEN A FREE STANDING CENTER AND A HOSPITAL TO PROVIDE RADIATION
TO HOSPITAL PATIENTS AND BE COMPENSATED FROM HOSPITAL DRG IS
TECHNICALLY AN UNDER ARRANGEMENT TRANSACTION, ALTHOUGH LIKELY" OK.




OIG ADVISORY OPINION 08-10

OIG, Advisery Opinicn 08-10! (Advisery Opinion) addresses a block leasing
arrangement hetween a radiation oncelegy: center ewned by a group practce, and a
ureloegy: group; (Invelving IMRT), and determines; that the arrangement presents
SEroeus, preblems and isfthus problematic.

Tihe Advisery Opinion addresses the: application te the transaction off the AKS; and
not Stark.

At the hack of this presentation; Is a shoert discussion of the Advisery Opinien.

Tthe Advisery Opinien certaimnly hask amn adverse effect on many. block: leases; but net
necessarily all ef them.

I there Is not, for example; a prior referall relationshiprbetween the parties, a hlock
lease may: still be poessible.




“PER CLICK” COMPENSATION

ARRANGEMENTS




Generally,

‘Per Click™= whenipayments are made on a per-
Use, per-service or unit-of-time basis.

I 2007 and 2008, CVIS, propoesed that the: Stark
exception for space and eguipment leases not neclude
“Per click” payments to a physician Iesser fio) SErnVIces
rendereadl by an entity’ lessee ter patients whe the
physIcian refers; tol the center.

Under the Einal'Rule, efifective Oct. 1., 2009, CIVIS will
PronIbit /many/ Ut /0L al/ Per-click Iease  arrangements.
The EinalfRule per-click-proninpitiens will apply to lease
payments made on or after Octeber 1, 2009. 73/ Federal
Register 48713-48721 (2008).




Einal Rule- Generally

TFhe Einal Rule revised exceptions for:

Rental of office’ space- 42 C.E.R.
A1 1. 357 ()

Rentall off eguipment — 42 C.E.R. 8357(19)

Eair maiket vallerconipensaton
arrangements — 42 C.E.R. 8411.35/7(1)

Indirect compensation; arrangements — 42
C.F.R. 8411.357(p)
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What the Einal Rule Prohibits

CVIS states) that per-click arrangenments; for rentall of
space and equipment must e EMV and commerncially
reasonanble. (I'e. a lease alrangement willFnet meet
these reguirements Ifi a IEsSee IS “paying a physician
substantially moere; for a lithotripter or other eguipment
andia technoelogist than it weuld have: te pay’ a nen-
physician-owned company. for the same or similar
eguipment or senvice.” )

There Is a “senous guestion™ ofi commercial
reasenanleness; i lessee s performing a sufficiently high
Volume ofi procedures that make it econemically: fieasible
10 purchase equipment rather than to lease from a
physician or entity.




ProhRipitiens

The Einal Rule bans per-click lease payments; fiom physician lessors
(or physician-ewned |lessors) tor DHS entities for services, the entities
render to) thoese physicians’ patients.

CVS alse invalidates per-click transactiens: i Whichi the: DHS entities
are lessers to a physician or a physician entity lessee.

CMS states that “en demand™ rentall agreements are: efifectively per-
click or per-user arangements andl thius are now: prohinitedl for lease
off space and equipment tor the extent that the charges reflect
Senvices provided to patients) referred hetween| the parties.




Wihat IS not pronibited

Per-Click compensation arrangements Invelving nen-physician-
owned lessors to the extent that suchilessors are not referring
patients for DHS

Per-Click payments e physician; |essers fer SERVICES rendered o
patients Whe wWere not referredl te the Iessee by the: physician
|essers.

CIVS,, nowever, reminds stakenolders that all'suchiarangements
must satisty alllof the reguirements of lease exceptions; (I.e. fair
market value and commercially: reasenallie)

CMS declined te mvalidate all time-lhased leasing alrangements (1.e.
block time leases) but cautioned that the same cencerns that arise
Wit per-click arrangements cam arise Wit certain time-hased' lease
arrangements (I.e. Ieasing| space or equipment ence a Week or for a
couple of hours)- therefore, block leases should be carefiully:
structured.




What to do now?

Senvice arrangements instead of lease
airangement- (Prevision: of glekal
SEVICES)

Diificulties of splitting lease firem Service
fees




PERCENTAGE- BASED COMPENSATION

ARRANGEMENTS




Generally,

Percentage based compensationiis the use of a compensation fermula
based onia percentage ofi revenue raised, earned, billed, collected, or
othenwise attributable te the services performed or business generated.

I Stark; Phase i, CMSrallowed physicians to earn; percentage-hased compensation
for physician services they persenally’ performed — and obtain' a productivity: bonus
0N any. suchi services.

I 2007, CVS prepesed torhan percentage-ased compensation infsuch
arrangements.

Under the Einal Rule, effective October 1, 2009 these compensation arrangenents
are not banned) but physicians and DHS entities will net be able te) use percentage-
based compensation fiermulae; to decide: rentall charges for office: space and
eguipment. The Einal"Rule percentage-hased prehibitions will'apply te lease
?aymﬁnts made on or after Octeber'l, 2009. 73 Federal Register 48709-48713
2008)).




Einal Rule- Generally

AS Wit PEr-Click™ compensation: anangements;
the EinallRule revised exceptions; for:

Rental of office space- 42 C.F.R. 8411.357(a)
Rental off equipment — 42 C.E.R. 8357(10)

=2l market valtie compensation arrangements —
42 C.E.R. 8411.357(1)

Indirect cempensation arrangements — 42 C.E.R.
8411.357(p)




What the Final Rule Prohibits

The Einal Rule’s prehibition extenads
Lo lease relatienships that woeuld fiall
URdEr heth the direct compensation
anadithe mdirect compensation Stark
exception (0.e. relatienships between
physician-ewned leasing companies
and DHS entities).




Wihat IS not pronibited

Personally’ perermed physician SEVICES —
clinical anaradministratve:

B, CMSWARNS 1t wWill"continue: te Mmoeniter
compensation fermulae in arrangements
petween DHS entities and referring phaysicians,
SUCHIas management agreements and,, 1i
apprepriate, may: fiurther restrict percentage-
pased formulae in’ a future rulemaking.




What to do now?

Senvice arrangements instead of lease
airangements-(Provisien i glehal
SEVICES)

Diificulties of splitting lease firem Service
fees




BLOCK LEASING




BLOCK LEASING -- NOT
ADDRESSED BY FINAL RULE

A Block lease isitypically’ a lease of a block of time (i.e:, one day: per week) at a
facility by a medical group or other entity, during wWhichi peried the leasing entity,
Perferms the same: types off services at the center that eccur the rest ofi the week.

Typically, the'block lease provides that net enly:is the facility leased, but so are the

personnelfand the equipment, supplies are provided, andfeften the lessoer bills;and
collects for the lessee.

IDITES) (Independent Diagnestic Testing| Eacilities) may not block lease. [However,
dlagnostlc centers owned by medicall group’ practices and eperated within' the Stark
“In-ofifice ancillary services” exception (minimum: 4 hour lease), can do se. So can

nen-diagnestic businesses like radiation encelogy: centers:

Bleck leasing was not discussed or addressed! in the Einal Rule.




PHYSICIAN PRESENCE RULES:

HOSPI

AL OU

PATIENT SERVICES




CMS rule- “incident to” services

Longstanding Medicare regulatiens
[eguire hospitals to; provide covered
“JRclident to hospitall euitpatient: Services
URder the' dirfect Ssupenvision ef a
physician,




CMS Rule- codified

42 C.E.R. 8410.27(1)- Senvices furnished at a lecation that CMSidesignates
as a department of a prowder Under 8413.65 muist e under direct
suUpenvision: efi a physician. “Direct sUpervision: means: that the physician
must be present and oni the premises ofi the location and immediately
available to flinish assistancerandidirection throuohout the performance of
the precedure.

Medicare Benefit Policy Manual, ch. 6, §20.5.1 - The physician supervision
requirement Is aenerally assumed to/be met Wherethe Servicesiare
performedionthospitallpremises. The hospital medical stafif that supervises
thelservices need not be in'the same department as the: ordering physician.
[However, Iii the services, are furished at a department off the hospital which
has provider-based status/in relation| te therhespital tnder 42 C.E.R: 84138.65
of the Code ofi Federal Regulations, the services must be rendered under
the direct SUpervision of a phaysician.




CMS responds tor comments

We assume: the physician SUpenvision
[EqUirEment isTmMet on ospital PrEMISES
PECAUSE Staff phySiciansivould alwaysihe neartoy:
Withinrtherhespital> The effiect o the regulations
i this final rule'is tor extend this assumption to a
department off a previder that Isilocated on the
campus of the nespital. However, the regulation
00es oL extend the assumpiion of SUPEnRvision
10 & department eff a hespitall that Is lecated ofif
e campus of the hoespital. 65 Fed. Reg. 18434,
18525 (Apnl 7, 2000) (emphasis; adaed).




CMS clarifies rule

CMS" new pesition;, effective January 1, 2009, hacks away. fromiits
previous; pesition: that In essence “deemed” hospltals and en-campus
outpatient depantmentsito have met the direct supervision
requirement for incident-te billing.

CMS explained 1ts 2009 OPPRS; Einal Rule as fiellews:

.. WE Were concerned that seme: stakeholders may: have
misundersteed eur Use: ofi the term “assume™ in the Apnl 7, 2000
OPPS finall rulerwitia comment period), believing that our statement
meant that we: dor not reguire: any: supervision, ini the: hospital or 1n
an on-campus previder-lhased depaitment for therapeutic OPPS
Senvices, or that we enly require general supenvision for these
senvices. JlhiS Is net the case.

It has been oulr’ expectation that hospital eutpatient therapeutic
Services are provided under the direct supervision of phvsicians' in
the hospital andlin all provider-based departments ofi the hospital,
specifically both on-campus and off-campus departments ofi the
hospital. 73 FR 4158, 4159 (July' 18, 2008) (proposed rule); 73 FR
687 02-68704 (November 18, 2008) (final rule) (emphasis added). 25




Clarification Conclusion

CISi seems to require direct supenvision of
INCIdEnt: 1O SENRVICES) provided at a lespital
eutpatient department 1o Be the same,
fegardless; off Wnether the outpatient
department IS on the hespital’s main
CAMPUS OF at provider- hased lecations.




What to do now?

For provider-based departments, a supenvising physician must e “on the
premises) ofi the lecation™ ofi the outpatient department:

Starting peint for hespitalsiwould he to review: previously: sulbmitted
provider-based attestations to ensure that they acecurately: descrilke the
space In Which the lespital eutpatient services are provided: since: It Is
foreseeable that CMS may/ use: such attestations; to define “on the: premises
off the'location® Ini the: fiutlre.

For services furnished at the; hospitallitself, It isiunclear wiether CMS will
require that a physician: by neused In every department in erder: for
outpatient services furmished in suchrareas; to; e coveread.

Alsent any further clanfications; however, nespitals should menitor: their
Operations to ensure physician presence ini all areas: of the hospital or risk
potential recoupment off alleged Medicare everpayments.




PHYSICIAN SUPERVISION RULES:

FREE STANDING CLINICS




CMS Rule- “Incident to” services

NI cllirent clarfications; 6l Changes have
PEENI Made to theSE rules.

Medicare Benefit: Policy: Manual, Ch. 15
section 60 stilll governas these types of
Senvices conducted In free standing clinics.

Diiferent state' laws may: have: carve-outs
for radiation therapy: Services




Setting and Services Defined

S60(a)- Noeninstitutional Setting - A nen-institttienall setting
means all settings other thania hespitallor skilled nursing facility in
WRHICHI a physician IS providing SErVICES.

S60(a)- Te'he covered inecident te the SerVvICes 6ff a physician ol
other practitioner, services anai supplies must he:

Al Integral;, altheughiincidental, pant of the physician’s prefessional

service (860.1);

Commoenly rendered without change: or Included inthe physiciants
pIlF(S60.TA);

Off a type that are commonly furnished: i physician’s effices: or
clinics (860.1A);

EUrnished by the physician: or by auxiliary: personnel (I.e. any.
Individualiwher isfacting Under the supenvision: ofi a physician,
regardless, off whether the indiviaual is an employee, leased
employee, or iIndependent contractor of the physician) under the
physician’s direct supervision (860.1B).




Clinic defined

860.3- Clinic- A physician directed clinic Is one
Where:

A physician (er a numier off phaysICIans) IS
present te: perform medical (rather than
administrative) services: at all times; the clinic 1s
OPEn;

Each patient IS Under the care of a clinic
physician; and

The nonphysician services are under medical
SUPERVISIon.




Direct Supervision: Defined

S60.1B - Direct supenvision In the office setting
@OEes not mean that the: phaysician must: e
PrESENL NI the same reen With kIS or her aide.

IHOWeVer, the physician must e present In the
office suite and immeadiately: available ter provide
assistance and direction throughoeut the time: the
alde IS performing Services.




Direct Supervision- Auxiliary.
Personnel

I auxiliary personnell perform services outside: the: office setting (other than inja
hospitallor skilled nursing|facility), their services are covered incident tora physician’s
service only It there Is direct supervision by the physician.

Eer example; i a nurse accompanied the physician on house: calls and administered
an! injection, the nurse’s;senvices, are coyered. I the same nurse made the calls alene
and administered the injection, the services are net covered (even when billed by the
physician)) since: the physician Is not: providing direct sSUpervision.

Services provided by auxiliany persomneliin an institution (e.g., nursing), or
conyvalescent heme) present a special problem; in determining whether direct
physician; supervision; exists: Theravailability, of the physician by telephone and the
Presence of the: physician semewhere in the institution dees not constitute direct
supervislion. 870.3 of the Medicare National Coverage Determinations
Manua

Eer hoespital o skilledinursing facility: patients Wwher are infa Medicare covered stay,
there Isine Medicare Part B coverage of the services off physician-employed auxiliary
personmel as services incident to physicians’ services under 81861.(s)(2)(A) of the Act.
Suchi services can e covered only under the hespital or skilled nursing facility: and
payment for such services can be made to only the hoespital or skilled nursing facility:
by a Medicare intermediary. 880 of the Medicare Benefits Policy Manual.

46




Clinics - Specifically

I RIghly: erganized clinics, particularly: these
that are departmentalized, direct physician
SUpenrvision may: be the respensinility. off several
PRYSICIANS as; epPesead o an individual attending
phYSIcIan.

he physician orderng a particular service neead
NOL e the physician WA IS SUPERvISing the
Service.

Supplies provided by the clinic during the course
of treatment are alse covered.
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Services: off Nen-Physicians

S60.2-_Nonphysician practitioners - certified nurse midwives,
clinical psychologists, clinical social Werkers, phaysician assistants,
NUrSe practitioners, and clinicall nurse speCIallsts

SEenvices performed by these nenphysician practitioners incident to a
physician’s professionall services Include not only services ondinarily
rendered by a physician’s office stafil persen (e.g., medical senvices
sluichi asi taking bloed pressures and temperatures, giving injections;
and changing dressings) but also senvices ordinarily performed: by,
the physician such as minor surgery, Setting casts or simple
fractures, or reading x-rays.

In erder fior services off a nenphysician practitioner to e covered as
Incident to therservices ofi a physician, the services must meet all of
the reguirements for ceverage- services must be an integral,
altheugh incidental, part of the physician’s persenal
professional services, and they must be performed under
the physician’s direct supervision.




e ;
Noen-Physicians- contad
Each eccasion off an incidential service: performed By a nenphysician

practitioner needinot always e the occasion; of a senvice: actually rendered
Py the physician.

Tihere must, however, have been a direct, persenall, professionallservice
furmished by the phyS|C|an te Initiate: the course: ofi treatment off which the
Service: being performed by the nonphysician practitioner Is aniincidental
part, and there must be subsequent senvices by the physician ofi a
freguency: that reflects; the physician’s, continuing| active: participation in and
management off the course: of treatment.

The physician must alsorbe physically: present ini the: same. office suite and
pe immediately availahle to render assistance I that 9ecomes; Recessary.

A physician might render a physician’s service that can e coveread even
though anetier service furnished by a nenphysician: practitioner as incident
to the physician’s service might net be covered.

Eor example, ani office visit durng wWhich the physician diagneses a medical
problem and establishes a course of treatment could be covered even if,
during| the same visit, a nonphysician practitioner performs: a noncevered
Service such as acupuncture. 49




CMS Rule- Diagnostic Testing

As stated previously, CMS' continues te
fiellow: ther supervision: reguirenments for
IndividUal diagnoestic tests as listed in the
Medicare Physician: Eee: Schedule.




Is Block Leasing a Thing ofi the Past or did OIG Advisory Opinion 08-10
Merely Recite the OIG’s 2003 Special Advisory Bulletin?
By: Mike Segal, Esg. and Heather Siegel, Esg.
Bread and Cassel, Miami, Elorida
April, 2009

For years physicians have been engaging|in block leasing arrangementsiwiith physician group.
practices and other healthcare entities, mcluding,, from time to time, radiation encolegy centers.
Last year, the Office of Inspector General (“*OIG”) Issued Advisery Opinion 08-10 (*08=10), which
analyzed a block lease arrangement between a urelegy group and a radiation encology center, and
didinot reach a favorable conclusion. Since then, lawyers acress the country have been writing
articles guestioning whether 08-10 limits the ability ofi healthcare business to rely upon the Federal
Anti-Kickback Statute (“AKS?) safe harbors, and thus prevents physicians from being afferded safe
harbor protection in block leasing arrangements. Does 08-10 put an end to block leasing
arrangements? Not necessarily. Will these arrangements need te be carefully crafited te comply with
the AKS In the future? Absolutely.

In 08-10; a uroclegy group proposed to) lease space, equipment, management and persennel
frem a radiation encelogy center (owned by an oncelogy group) for a specific block of time, one day
each week, 1n order to previde radiation encoelogy therapy (“IMRT™) to 1tS' patients suffering| from
prestate cancer. The urology group and the radiation encology center hadia pre-existing referral
relationship whereby the urelegy group, a major referrer to the center, would refer patients, to the
center for IMRT. The intent of the block lease was te allow the urology group to be able to refer its
IMRT patients to its own part-time radiation oncology center, and! thus hepefully’ profit from those
referrals. The urelegy group would profit by receiving the difference between the third-party payor
reimbursements and the fees) it paid to the radiation oncelogy. center regarding the block lease (“the
Proeiit”). While the encelogy group would presumably norlonger receive referrals firomi the urelegy.
group, It weuld receive lease payments that otherwise It woeuld net have been paid.

The bleck lease arrangement appeared to satisty the criteria of the AKS persenall senvices
and management safe harboer (“Services Safe Harboer?), and, i addition, was apparenitly structured
to allow the urology group to satisty the Stark “in-office ancillary services™ exception. The OIG
never reached any conclusion on that issue, believing it was unnecessary to do so. Instead, the OIG
focused on the Profit. The OIG stated that even if the block lease agreement itself met the Services
Safe Harbor, the Profit earned by the urology group was outside of the Services Safe Harbor. It felt
that the Profit was! likely a disguised payment for referrals and was thus suspect.

Cont’d.




While many lawyers acress the country have argued that 08-10 is a departure firem the
government’s intent that meeting| the Services Safe Harbor affords absoelute protection to an
arrangement, we believe that there is only one thing that is clear from 08-10 — the government does
not want physicians and healthcare entities to engage In any indirect activity if such activity would
pe illegal 1 done directly and, netwithstanding any AKG Saife Harbors, will leok for eppertunities te
attackrany arrangements it believes woeuld resulit i this improper result.

During 20038 and 2004 the OIG issued a Special Advisory Bulletin (the “Bulletin™) and an
Advisery Opinien that at least toiseme extent, relate te block leasing. See 2003 Special Advisory,
Bulletiniand OIG Advisory, Opinion 04-17.0he 2003 Advisory: Bulletinrhelds that whenra healthcare
provider substantially contracts out an entire eperation of a related! line of business to a lessor, and
the healthcare provider receives profits of that business fromi its patient referrals, the OIG will
presume that the contractual relationship is guestionable and will examine such relationship closely.
The OIG specifically stated in the Advisery Bulletin that even If such a contractual relationship fit
within the Services Safe Harlbor, only the remuneration flowing from the healthcare provider to the
lessor would be protected; but the Services Safie Harbor woeuldlnot protect the profit earned by the
healthecare provider after receiving payment from a federalihealth care program.

The OIG confirmed! its position on guestionable joint ventures and block leasing a year later
In Advisery Opinion 04-17 (“04-177). In 04-17, an entity (“Entity’”) that provided patholegy.
laboratoery services, including alllmanagement, administrative services, equipment, and professional
persennel associated with suchiservices, wanted to enter into a series of contracts with physician
group practices. In return, the physician greups wouldl pay the Entity a flat, monthly fee, a per-
specimen fee, and a fee for billing and coellection services. The monthly fee would be set at an
amount that teek inte censideration histerical utilization data. An affiliate of the entity already had
a pre-existing refierral relationship with most of the physician group practices. At the time, the
affiliate already: provided these services and additional pathoelogy laboratery services. Ii the Entity
contracted with the physicians, it was assumed that the physicians would continue te make reierrals
to the Entity’s afifiiliate, which provided andwould centinue to previde the additionall pathoelogy:
laberatory services. The OIG, similar te its opinion 1N 08-10; stated that “by agreeing effectively to
provide services [that the Entity or the affiliate] co52uld othernwise provide in its ewn right fior less
than the [remuneration paid toit by the physician greup practices], the [Entity] wouldi potentially: lbe
providing a [the physician group: practices| with the opportunity to generate a fee and a profit.” It
was noted that the Services Safe Harbor would not apply te the profit earned by the physician group
practices. 08-10 is basically an extension of the concepts set forth in 04-17.

Cont’'d.




It appears that the OIG, In Issuing the Advisery Bulletin, was
trying to convey. te the healthcare community that I the profit
earned by a healthcare previder Is net protected by the Senrvices
Safe Harber, the government will then examine the intent of the
parties. I the intent off the parties Is payment fior referrals or te
secure a stream oif refierrals, the OIG will deem the profit earned
by the healthcare provider te be a kickback.

Whenever a block lease arrangement IS proposed, the “snaifif

test” Is a good Indicator of how the gevernment will react Iif the
relationship comes under scrutiny. [T, fior example, there Is not a
prier referrall pattern between the lesser and the lessee, the block
lease arrangement may. be free firom challenge. I the true intent
IS o) protect a referral source or to pay. fior referrals; the
gevernment willhwerk diligently te argue that the relatienship was
consummeated with the intent te provide a kickiack.

End.




