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The October 1st Stark Law Changes:
Implications for Diagnostic Imaging Arrangements

Last year, on August 19, 2008, the Centers for Medicare and
Medicaid Services (“CMS”) published final Stark rules in its 2009
Final Hospital Inpatient Prospective Payment Systems Rule (the
“Final Rule”). The Final Rule contains 3 significant modifica-
tions to the Stark regulations which become effective this year
on October 1, 2009. This article addresses these modifications
and their implications for common diagnostic imaging
arrangements.

“Per-Click” Space and Equipment Leasing Arrangements

Generally Prohibited

Effective October 1, 2009, CMS prohibits the use of unit-of-
service (“per-click”) fee payments in space and/or equipment
leases when the payments reflect services provided to patients
referred between the parties. Under the Final Rule, for exam-
ple, a diagnostic equipment leasing company owned (directly
or indirectly) by referring physicians may not lease equipment
to a hospital on a per-click basis if the physician owners will be
referring to the hospital. Although in the past, per-click pay-
ments were generally permitted under the Stark law, reflecting
concerns that this type of compensation methodology was
inherently susceptible to abuse, the Final Rule prohibits the
use of per-click payment methodologies for leasing arrange-
ments under the space and equipment lease exceptions, fair
market value exception, and the exception for indirect com-
pensation arrangements to the extent that these charges
reflect services provided to patients referred between the par-
ties. It is noteworthy that, although properly structured per-
click space and equipment leases were permissible under
Stark, even when the lessor was generating the “clicks” through
his or her referrals, there always was a measure of uncertainty
as to the level of risk these arrangements engendered under
the Federal Medicare and Medicaid Anti-kickback Statute (the
“AKS”). The Final Rule does not, however, prohibit per-click
compensation arrangements involving non-physician-owned
lessors to the extent that such lessors are not referring patients
for designated health services (“DHS”), nor does it prohibit per-
click payments to physician lessors for services rendered to
patients who were not referred to the lessee by the physician
lessors.

In addition to the per-click payment restrictions, “on-demand”

rental agreements will be considered per-click or per-use
arrangements, and are also prohibited under the Final Rule.
Thus, time-based leasing arrangements whose minimum
requirements are so limited and/or flexible (ie, as to the usage
level and/or schedule of use) will, in effect, convert the
arrangement into a prohibited per-click rental. CMS views such
arrangements as “on-demand” leases. The Final Rule, however,
will not prohibit all time-based leasing arrangements (eg,
block time leases), as CMS believes that they may meet the
requirements of the space and equipment lease exceptions.
However, CMS specifically cautions that certain time-based
leasing, such as leasing space or equipment in small blocks of
time (eg, once a week for 4 hours), raise significant concern
and parties entering into block leases should carefully struc-
ture such arrangements taking into account the AKS.

Diagnostic imaging providers should consider the following
when applying the new per-click leasing prohibition:

• Arrangements involving entities owned solely by radiologists
who are able to qualify for the so-called “radiologist consulta-
tion exception” generally will not be restricted by the per-click
leasing prohibition, as they are not considered referring physi-
cians under Stark.

• The “per-click” leasing prohibition applies regardless of
whether the DHS entity (eg, hospital, IDTF, physician practice)
is the lessor or lessee.

• On-demand equipment and/or space leases (eg, leases in
which usage is not set in advance) are covered by the prohibi-
tion.

• Block schedule leases for equipment and/or space are still
permissible so long as the blocks of time are not set with such
minimal requirements that they cause the lease to be re-char-
acterized as a prohibited “on-demand” per-click arrangement.

• The per-click prohibition only applies to space and equip-
ment leasing arrangements and does not apply to personal
service or other employment arrangements.
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Percentage-Based Compensation Space and Equipment
Leasing Arrangements Generally Prohibited

Effective October 1, 2009, CMS prohibits percentage-based
compensation in space and equipment leases, paralleling its
new treatment of per-click payments in space and equipment
leases. Specifically, the Final Rule amends the current Stark
exceptions for the rental of office space, the rental of equip-
ment, fair market value compensation arrangements, and indi-
rect compensation arrangements to prohibit the use of com-
pensation formulae for space and equipment leases based
upon a percentage of the revenue raised, earned, billed, col-
lected, or otherwise attributable to the services performed or
business generated in the office space lease or to the services
performed on or business generated by the use of leased
equipment. Effectively, by implementing these changes, CMS
precludes the use of most percentage-based arrangements for
the lease of space or equipment (direct or indirect) between
DHS entities (eg, hospitals, IDTFs, physician practices) and
referring physicians.

Diagnostic imaging providers should consider the following
when applying the new percentage-based compensation
space and equipment leasing prohibition:

• As with the per-click prohibition, radiologists (and radiolo-
gist-owned entities) who are able to qualify for the so-called
“radiologist consultation exception” generally will not be
restricted by the percentage-based compensation prohibition,
as they are not considered referring physicians under Stark.

• As with the per-click prohibition, the percentage-based com-
pensation prohibition also applies whether or not the DHS
entity (eg, hospital, IDTF, physician practice) is the lessor or les-
see.

• The prohibition applies whether or not the leasing arrange-
ment with the referring physician(s) is direct or indirect. Thus,
referring physicians that own a diagnostic imaging leasing
company that, in turn, leases diagnostic imaging equipment to
a hospital are prohibited from charging the hospital percent-
age-based compensation under the lease.

• The prohibition does not extend outside of the space and
equipment lease context (eg, management services), but CMS
cautioned that it intends to continue to monitor compensation

formulae in arrangements between DHS entities and referring
physicians and, if appropriate, may further restrict percentage-
based formulae in a future rulemaking.

“Under-Arrangements” Transactions with Referring
Physicians Are Prohibited

Effective October 1, 2009, both the hospital that bills for servic-
es provided “under arrangements” and the entity that performs
the services to the hospital will be considered to be furnishing
DHS under Stark. This change effectively eliminates a referring
physician’s ability to maintain an ownership interest in such
“under arrangements” service providers.

Specifically, under the Final Rule, an “entity” for purposes of
Stark will include the person or organization that: (1) bills for
the DHS or (2) performs the DHS. Under these new rules,
where one entity performs a service that is billed by another
entity, both entities are considered DHS entities with respect to
that service. Under the Final Rule, for example, referring physi-
cians of a physician-hospital joint venture entity that furnish CT
angiography to a hospital pursuant to an “under arrange-
ments” contract are prohibited from referring patients to the
hospital for such CT angiography services unless the arrange-
ment satisfies the rural provider exception. Pursuant to the
Final Rule, any financial relationship between the service
provider and the physicians who refer to it for services that the
hospital bills “under arrangements” will need to comply with a
Stark exception. In practice, there are limited, if any, excep-
tions available to protect referrals for the service provider’s
physicians.

CMS does not define what it means to “perform” a service, but
does indicate that an organization is not performing DHS if it
merely leases or sells space or equipment, furnishes supplies
that are not separately billable, or provides management,
billing services, or personnel to the entity performing the serv-
ice. One issue for which it remains uncertain is whether an
entity that performs some, but not substantially all, of the clini-
cal aspect for the service (eg, turnkey management service
provider) will be considered to be performing DHS.

Diagnostic imaging providers should consider the following
when applying the new definition of DHS entity:

• Unlike referring physicians (eg, cardiologists), radiologists will
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generally be permitted to have an ownership in such “under
arrangements” joint ventures because they typically are not
considered referring physicians under Stark. Thus, under the
above CT “under arrangements” example, if the CT service
provider is owned by non-radiologists, then the arrangement
will not be viable under the Final Rule if the physician owners
refer to the hospital for CT services. By contrast, however, if
the entity were owned by radiologists, this arrangement could
remain in effect in compliance with Stark.

• In practice, the only available ownership exception (for refer-
ring physicians) that will protect an “under arrangements” serv-
ice provider is the rural provider exception. Therefore, unless
substantially all of the patients reside in a rural area, “under

arrangements” service agreements with referring physicians
will be prohibited.

• Although an arrangement limited solely to discrete compo-
nents of the service (eg, equipment, supplies, non-physician
personnel) by itself will not rise to the level of “performing” the
service, it is not clear whether an entity that performs some
but not substantially all of the clinical aspects of the service
(eg, turnkey management service provider) will be considered
to be performing DHS.

Before the October 1, 2009 effective date, diagnostic imaging
providers should review their current leasing and/or service
arrangements to ensure compliance with the new Stark rules.
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