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INTRODUCTION

Are you currently involved in, or
contemplating entering into, a
shared equipment leasing arrange-
ment for nuclear medicine imaging
equipment? Although such ar-
rangements have for many years
been required to comply with the
federal antikickback law, effective
January 1, 2007, nuclear medicine
imaging equipment arrangements
will also be required to comply with
the requirements of the federal phy-
sician self-referral law (commonly
referred to as the Stark law). There-
fore, serious consideration must be
given to whether these types of ar-
rangements should be entered into
and, if already in existence, whether
such arrangements will need to be
restructured  before January 1,
2007, when nuclear medicine and
positron emission tomographic
(PET) scans will officially be con-
sidered “designated health services”
(DHS) for purposes of the Stark
law."

Although compliance with both
the Stark and antikickback laws has
long been required for the leasing of
other diagnostic imaging equip-
ment, such as magnetic resonance
imaging (MRI) scanners, com-
puted tomographic (CT) scanners,
and ultrasound equipment, the in-

! In light of the 9% increase in the utilization of
nuclear medicine and PET scans between 1993
and 2004, Congress added nuclear medicine and
PET scans to the list of DHS because of its con-
cern that physicians investing in imaging centers
may be ordering unnecessary scans to enhance
their own reimbursement.
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clusion of nuclear medicine systems
and PET scanners as DHS for the
purposes of the Stark law will have a
significant impact on existing and
contemplated arrangements for
such equipment. For example, phy-
sician  practices leasing nuclear
medicine systems and PET scan-
ners must have offices in the same
buildings in which the leased
equipment is located. Additionally,
if the leasing physicians are other-
wise referral sources to the physi-
cian practices from which the
equipment is leased, the arrange-
ments must be structured to avoid
the “suspect” characteristics of con-
tractual joint ventures, as articu-
lated by the US Department of
Health and Human Services Office
of Inspector General (OIG).

This column addresses some of
the key legal issues as they relate
to a case study involving a shared
lease arrangement between a radi-
ology practice and an orthopedics
practice for the use of a PET scan-
ner. We note that although the
application of the Stark law to the
case study does not apply until
January 1, 2007, any contem-
plated nuclear imaging arrange-
ments should be structured to
comply with the Stark law in light
of the impending applicability of
the statute.

CASE STUDY

Universal Radiology is a radiology
practice that owns certain diagnos-
tic imaging equipment (eg, a CT
scanner, an MRI scanner, nuclear

medicine systems, PET scanners,
ultrasound equipment). Central
Orthopedics, an orthopedic prac-
tice, has approached Universal Ra-
diology to lease its PET scanner
during certain hours when it is not
otherwise being used. Central Or-
thopedics also wishes to lease (1)
the office space in which the PET
scanner is located and (2) Universal
Radiology’s technicians to adminis-
ter the scans. Central Orthopedics
will furnish the PET scans to its
own patients and will bill for such

services under its own billing num-
ber.”

APPLICATION OF THE
LEGAL REQUIREMENTS
TO THE CASE STUDY

Can Universal Radiology enter into
these lease arrangements with Cen-
tral Orthopedics without violating
the Stark or antikickback laws?® As

2 We note that the discussion of the applicability
of the Stark and antikickback laws applies not
only in leasing arrangements but also in owner-
ship arrangements. We further note that al-
though this case study is limited to the use of a
leased PET scanner, the Stark and antikickback
laws may also be implicated if Central Orthope-
dics refers patients to Universal Radiology for
other diagnostic imaging procedures, such as
MRIs, CT scans, or ultrasounds, and therefore,
such referrals must independently satisfy the
Stark law exceptions or the antikickback safe har-
bors. An analysis of these situations, however, is
beyond the scope of this column.

? We note that state laws also govern these types
of arrangements but are outside of the scope of
this column. To the extent that you are involved
in the type of arrangements discussed in this ar-
ticle, you should seek advice from your local
counsel as to the implications of your state’s laws.
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discussed below, the answer de-
pends on how the arrangement is
structured.

The Stark Law
The Stark law generally prohibits a

physician from making referrals to
an entity for the furnishing of cer-
tain DHS reimbursable by Medi-
care if the physician (or an immedi-
ate family member of the
physician) has a direct or indirect
financial relationship with that en-
tity, unless an exception to the law
is satisfied [1]. If the referral is pro-
hibited, so too is the submission of
a claim for payment by the entity
that receives the prohibited referral.
These prohibitions extend to refer-
rals made to outside physician prac-
tices as well as to physicians within
the same practice. The penalties for
violating the Stark law include (1)
the denial or the required refund of
any payments for services that re-
sulted from an unlawful referral,
(2) civil monetary penalties, and (3)
exclusion from federal health care
programs.

Under the Stark law, there are
many different categories of DHS,
including, but not limited to, cer-
tain radiology services, such as
MRIs, CT scans, and ultrasound
services, as well as nuclear medicine
and PET scans as of January 1,
2007 [2]. Given that these radiol-
ogy services qualify as DHS under
the Stark law, a prohibited referral
may occur if a physician from Cen-
tral Orthopedics refers a Medicare
patient for one of these radiology
services to either (1) Universal Ra-
diology or (2) another physician
who is a member of Central Ortho-
pedics. Because there exists a finan-
cial relationship between the refer-
ring physician and  Universal
Radiology (created by the shared
equipment lease arrangement) or
another physician within Central
Orthopedics (created by the com-
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pensation arrangement between
the physicians or the practice), and
a referral has been made for DHS
(the radiology services), the Stark
law will be violated unless an excep-
tion is satisfied.

With respect to the case study,
the most obvious reason for Uni-
versal Radiology and Central Or-
thopedics to enter into a lease ar-
rangement for a PET scanner is to
permit Central Orthopedics to per-
form and bill for the PET scans it
orders on its own patients. This in-
ternal referral within Central Or-
thopedics will violate the Stark law
when a scan is performed on a
Medicare patient unless Central
Orthopedics complies with the re-
quirements of Stark’s “in-office an-
cillary services” exception [3]. This
exception is designed to allow phy-
sicians in a group practice to fur-
nish DHS that are ancillary to the
physicians’ core medical practice as
long as such services are provided in
a location where the core medical
services are routinely delivered [4].
To qualify for this exception, how-
ever, Central Orthopedics must
meet numerous requirements, in-
cluding the supervision, location,
and billing requirements of the ex-
ception.

Although a detailed analysis of
each of the requirements of the in-
office ancillary services exception is
outside of the scope of this column,
one of its key requirements, as ap-
plied to the case study, is whether
the PET scanner is located either in
a “centralized location” or in the
“same building” in which Central
Orthopedics maintains an office.
The arrangement between Univer-
sal Radiology and Central Ortho-
pedics does not qualify for the cen-
tralized location  requirement,
because Central Orthopedics does
not exclusively own or operate (on a
24/7 basis) the part of the building

in which the PET scanner is lo-

cated. The space is owned by Uni-
versal Radiology and leased part-
time by Central Orthopedics,
leaving neither party with exclusive
ownership of the space. Central Or-
thopedics may, however, satisfy the
same building requirement, pro-
vided the practice has an office in
the same building in which the
PET scanner is located. There are 3
separate tests, any one of which
may be met, to satisfy the same-
building requirement [5]. For ex-
ample, under one of these tests,
Central Orthopedics would need to
maintain an office (in the same
building in which the PET scanner
is located) that is normally open at
least 8 hours a week, and a member
of the group practice must regularly
practice medicine and furnish ser-
vices to patients (some of which
must be unrelated to the use of the
PET scanner) in the office at least 6
hours per week.

Assuming that the same building
and all other requirements of the
in-office ancillary services excep-
tion are satisfied, a shared equip-
ment leasing arrangement is, as a
threshold matter, at least a possibil-
ity under Stark. In addition, how-
ever, if Central Orthopedics makes
other referrals to Universal Radiol-
ogy, then other applicable Stark law
exceptions must be met relating to
all aspects of the financial relation-
ship between the parties (ie, the ac-
tual leasing of the equipment,
space, and personnel). The applica-
ble Stark exceptions for each of
these leasing arrangements require,
for instance, that the lease be in
writing, that the term be at least 1
year, and that the price be set in
advance at fair market value in a
manner that does not take into ac-
count the value or volume of any
referrals between the parties.

If the Stark law requirements are
not satisfied under either the in-of-
fice ancillary services exception,
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with its same building requirement,
or the other applicable exceptions,
the shared leasing arrangement will
violate the law. In such a case, both
parties, Universal Radiology and
Central Orthopedics, could be sub-

ject to sanctions and penalties.

The Antikickback Law

As if complying with the Stark law
were not enough, physicians in-
volved in shared equipment leasing
arrangements must also comply
with the federal antikickback law or
fit  within all applicable safe
harbors. The antikickback law pro-
hibits the offering, payment, solici-
tation, or receipt of any remunera-
tion (including kickbacks, bribes,
or rebates, whether in cash or in
kind) in return for the referral of
patients for the purchasing or leas-
ing (or the ordering, recommend-
ing, or arranging) of items or ser-
vices for which payment may be
paid in whole or in part by “a fed-
eral healthcare program,” including
Medicare and Medicaid [6]. Viola-
tion of this law is a criminal offense
that could result in significant fines
or imprisonment for both sides of
an illegal kickback arrangement. In
addition, substantial civil monetary
penalties and administrative penal-
ties, including exclusion from fed-
eral and state health care programs,
may also result from violations of
the antikickback law.

Applying the antikickback law to
the facts of our case study, if Cen-
tral Orthopedics is in a referral re-
lationship with Universal Radiol-
ogy, the leasing arrangement could
potentially violate the antikickback
law because the lease payments may
constitute remuneration for the re-
ferrals. For example, if Central
Orthopedics refers Medicare or
Medicaid patients to Universal Ra-
diology for other radiology services,
such as CT scans or ultrasounds,
the lease payments could constitute

remuneration and could be seen as
potential kickbacks for such refer-
rals if, for example, the payments
were for less than fair market value.
Therefore, to the extent that a refer-
ral relationship exists, the arrange-
ment should be structured to satisfy
all of the applicable antikickback
safe harbors, which include those
for space rentals, equipment rent-
als, and personal services and man-
agement contracts [7].

In general, these safe harbors re-
quire the same provisions as those
required by the Stark law excep-
tions for equipment and space
leases, as discussed above. The most
important requirement, however, is
that the prices paid for the space,
equipment, and personnel must be
set in advance and consistent with
fair market value. These safe har-
bors serve to protect against the risk
that the arrangement will be viewed
by the OIG as a disguised kickback.

Assuming that all aspects of the
arrangement in the case study com-
ply with all of the requirements of
the applicable antikickback safe
harbors, there is still a risk that the
OIG may nonetheless find the ar-
rangement to violate the antikick-
back law because Central Orthope-
dics, the referral source, is being
given the opportunity to bill for a
service that could have otherwise
been billed by Universal Radiology.
The OIG has taken the position
that the transfer of a revenue stream
to a referral source constitutes re-
muneration in certain arrange-
ments often referred to as “contrac-
tual” joint ventures.

Of particular concern to the
OIG are “turnkey” type arrange-
ments, in which referring physi-
cians (Central Orthopedics) ex-
pand into a new line of business

“The OIG addressed the issue of contractual
joint ventures in an April 2003 special advisory

bulletin and Advisory Opinion 04-17.

(PET scanning services) to service
their existing patient population by
contracting with an existing pro-
vider or potential competitor (Uni-
versal Radiology). This is particu-
larly suspect to the OIG when the
referring physicians contract out
the entire operation (ie, space,
equipment, and personnel) to their
potential competitor in return for
the ability to retain the profits from
the radiology referrals they would
otherwise be unable to retain. In
this situation, the OIG may view
Central Orthopedics as doing vir-
tually nothing except profiting
from the arrangement. Also of con-
cern to the OIG is the fact that the
referring physicians assume little or
no risk when entering into this new
line of business. This is highlighted
by the fact that the referring physi-
cians commit virtually nothing in
the way of financial, capital, or hu-
man resources. Under the OIG’s
rationale, paying a set rental fee
does not constitute financial risk
because the referring physicians can
increase the amount of business
they do (ie, referring more patients
for PET scans) and thus obtain a
windfall in return for their PET
scan referrals.

In essence, the OIG views these
types of arrangements as nothing
more than a way for the provider of
a Medicare service, such as Univer-
sal Radiology, to indirectly pay its
referral source, Central Orthope-
dics, a share of the profits from
Central Orthopedics’ PET scan re-
ferrals, something that clearly is im-
permissible under the antikickback
law. In short, the OIG has stated
that these types of “contractual”
joint ventures may be problematic
if structured in such a way that per-
mits the parties to do indirectly
what they cannot do directly (ie,
paying for referrals).

Thus, if Central Orthopedics

provides referrals to Universal Ra-




diology for services reimbursable
through federal health care pro-
grams, such as Medicare and Med-
icaid, precautions must be taken
when structuring the leasing ar-
rangement to avoid the concerns
articulated by the OIG. This re-
quires careful analysis of the factors
the OIG considers suspect, includ-
ing (1) whether Central Orthope-
dics is entering into a new line of
business (ie, providing PET scan-
ning services); (2) whether Central
Orthopedics is assuming any real
risk by contributing something to
the venture other than referrals (ie,
financial, capital, staff); (3) whether
Universal Radiology, the would-be
competitor, is providing or per-
forming many or all of the day-to-
day operations necessary for the
new line of business (ie, by provid-
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ing equipment, office space, and
personnel); and (4) whether the
PET scanning services permit Cen-
tral Orthopedics to collect revenue
for tests that otherwise would have

been provided by Universal Radiol-
ogy.

CONCLUSION

If you are considering entering into
a shared equipment leasing ar-
rangement for diagnostic imaging
equipment, careful consideration
must be taken to ensure that the
arrangement complies with all ap-
plicable Stark law exceptions and
antikickback safe harbors and is not
structured in a way that the OIG
could view as suspect. This is noth-
ing new for physicians involved in
the leasing or sharing of MRI
equipment, CT scanners, and ul-

trasound equipment. However, for
physicians currently involved in, or
contemplating  entering  into,
equipment leasing arrangements
for nuclear medicine systems and
PET scanners, this a new require-
ment that carries with it hefty fines
for failing to comply.
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