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New Stark rules: Yet more
arrangements to be restructured

On Aug. 19, 2008, the Centers for Med-
1icare and Medicaid Services (CMS) pub-
lished final Stark rules in its 2009 Final
Hospital Inpatient Prospective Payment
Systems rule (Final Rule). The Final Rule
contamns several important revisions to the
Stark regulations, some of which will re-
quire physicians, hospitals, or other health
care providers, to unwind or restructure
their arrangements.

Some of the new Stark rules are not ef-
fective until Oct. 1, 2009, to give parties
with arrangements that are impacted by
the new rules time to unwind or restruc-
ture, but other prtmsmns are
effective Oct. 1, 2008;

In addition to these new
Stark changes, health care
providers must stay tuned for
additional significant Stark
and Medicare payment regu-
latory changes, which are ex-
pected to be published in No-
vember 2008 as part of the
2009 Medicare Final Physi-
cian Fee Schedule, and in fu-
ture regulations.

With all of the recent regu-
latory changes, health care
providers should have thewr
arrangements reviewed to en-
sure that they continue to be in
compliance with the Stark law.
A synopsis of the Final Rule

Stark changes is as follows:

* “Stand in the shoes”
provisions Effective Oct. 1,
2008, only physicians who
have an ownership or invest-
ment interest in their physi-
cian organizations (e. g , group
practice) will be required to
stand in the shnes (BITS) of
.those urgamzatmns
“doctrine no longer' applies to
non-owner physlmans CMS
also carves out an exception
for physicians participating in
financial arrangements that
satisfy the Stark exception for
academic medical centers.

The SITS concept is used for purposes of

determining whether a physician has a di-
rect or indirect financial relationship with
a DHS entity. ;

* “Set in advance” and amendments
to agreements: CMS now states that it is

reversing its prior position and permitting

multi-year agreements to be amended af-
ter the first year without violating Stark’s
“set in advance” requirement.

* Period of disallowance: Effective
Oct. 1, 2008, CMS establishes a rule that
sets the outer limit ‘of the time period
during which referrals are prohibited as a
result of a financial relationship that fails
to satisfy a Stark exception. Disallowance
begins when the relationship fails to sat-
isfy an exception and ends no later than
the date that it satisfies an exception and
the parties have returned any overpay-
ments or paid any underpayments.
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¢ Alternative method for compli-
ance: Effective Oct. 1, 2008, if a financial
relationship complied with an applicable
Stark exception, except for meeting the
signature requirement, Medicare pay-
ments to the entity will be permitted if the
signature requirement is complied with
within 30 days (for knowing failures) or
90 days (for inadvertent failures) after
the commencement of the relationship.

e “Per-click” leasing arrange-
ments: Effective Oct. 1, 2009, CMS elim-
inates the use of “per-click” fee payments

In space and/or equipment leases when
the payments reflect services provided to
patients referred between the parties.
This “per-click” fee prohibition applies to
both direct leasing arrangements and in-
direct leasing arrangements (e.g., leases
between physician-owned leasing com-
panies and hospitals).

* Percentage-based leasing arrange-
ments: Effective Oct. 1, 2009, CMS elimi-
nates percentage-based compensation in
space and equipment leases, paralleling its
treatment of “per-click” payments in space
and equipment leases, Under the Final Rule,
compensation for the rental of office space or
equipment that is determined using a for-
mula based on a percentage of the revenue
raised, earned, billed, collected, or otherwise
attributable to the services performed, or
business generated in the office space, or the
services performed or business generated
through the use of equipment is prohibited.

¢ Services provided “under ar-
rangements™ Effective Oct. 1, 2009, both
the hospital that bills for services provid-
ed “under arrangements” and the entity
that provides the services to the hospital
will be considered to be furnishing “desig-
nated health services” (DHS) under Stark.
This change will effectively eliminate a re-
ferring physician’s ability to own interests
in such service providers,

e Exception for obstetrical mal-
practice insurance subsidies: Effec-
tive Oct. 1, 2008, CMS adds an alterna-
tive exception for subsidies of malpractice
msurance premiums provided by hospi-
tals, federally qualified health centers
and rural health clinics.

* Ownership or investment inter-
est in retirement plans: Effective Oct.
1, 2008, CMS narrows the so-cailed “re-
tirement plan exception” to ensure that
referring physicians cannot use it to
evade Stark’s self-referral prohibition by
investing 1 a DHS entity via their em-
ployer’s retirement plan. Under the Final
Rule, only a physician’s ownership or in-
vestment interest in their employer-
sponsored retirement plan is protected.

* Burden of proof: Under the Final
Rule, CMS revises the regulations to
place the burden of proof in
< 3 appeals of Stark-based pay-
1 ment denials on the entity
appealing the demal. This
burden is consistent with the
burden of proof on Medicare
providers and suppliers ap-
pealing payment demals
based upon other reasons,
such as a failure to meet a
condition of coverage.

* Disclosure of Finan-
cial Relationships Report
(DFRR): The Final Rule an-
nounces that CMS 1s pro-
ceeding with its proposal to
send the DFRR to 500 hospi-
tals. The DFRR 1s designed
to collect information re-
garding the ownership and
investment 1mterests and
compensation arrangements
between hospitals and physi-
clans.

¢ Medicare Stark pay-
ment denial code: Al-
though not part of the Final
Rule, it is significant for
health care providers to note |
that Medicare carriers and |
intermediaries have now
been given a specific code to
deny payment to providers
due to violations of Stark.

Stand in the shoes (SITS)

Under the Final Rule, a physician who |
has an ownership or investment interest }
in a physician organization (e.g., group
practice) is deemed to stand in the shoes
of his or her physician organization, but
a physician who has only a compensation
arrangement (or one with only titular
ownership interest) need not be treated
as standing 1n the shoes of such organi-
zation.

A titular ownership interest is an own-
ership interest in which the physician is
not able or entitled to receive any of the
financial benefits of ownership or invest-
ment, including, but not limited to, the
distribution of profits, dividends, pro-
ceeds of sale or similar return on invest-
ment (e.g., captive PC). For physicians
who are not requured fto be treated as
“standing 1n the shoes,” an entity may
elect to apply “stand 1n the shoes” on a
case-by-case basis. -

The new SITS rule does not apply to |
arrangements that satisfy the require-
ments of the academic medical center
(AMC) exception, but CMS declined to fi-
nalize a separate exception for compen-
sation arrangements involving massion
support payments or similar payments
in the context of AMCs or integrated de-
livery systems.

CMS also declined to extend the cur-
rent SITS moratorium applicable to
AMCs and integrated health care deliv-
ery systems beyond its Dec. 4, 2008,
deadline. However, the new revisions to |
the SITS rule should allow an indirect |
compensation analysis of many arrange-
ments to be preserved. "

Continued on page 5
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Last, CMS did nﬂt finalize its earlier
proposal to apply SITS to owners of DHS
entities beyond physician organizations,

‘Set in advafance' and
amendments to agreements

In response to a comment in the pream-
ble discussion of the IFinal Rule, CMS in-
dicates that it has reconsidered and
changed its earlier Stark II Phase III Final
Rule position, that a multi-year agreement
for rental of office space or a personal serv-
ice arrangement may not be amended dur-
Ing its term without violating the Stark
exceptions’ requirement that the compen-
sation under the arrangement be “set in
advance” for the term of the agreement.

This position was widely criticized as
imposing additional fransaction costs on
the parties to these agreements by re-
quiring them to terminate an existing
agreement and enter into a new agree-
ment on modified terms rather than sim-
ply amending the dgreement

CMS now states that in light of the new
final revisions with réspect to percentage-
based and “per-click’ compensation for-
mulae, an agreement is permitted to be
amended as long as the following criteria
are met: |

* All of the requireinents of an applica-
ble exception are satisfied;

* The amended rental charges or com-
pensation {or the compensation formula) is
determined before the amendment is 1m-
plemented, and the formula 1s sufficiently
detailed so it can be verified objectively;

» The formula for amended rental
charges does not take into account the
volume or value of referrals or other bus-
ness generated by the referring physician;

* The amended rentai charges or com-
pensation (or the cumpensatmn formula)
remains in place for at least one year from
the date of the amendment

Period qf dlsqllnwance for

non-compliant relationships
In the Final Rule, CMS finalizes its ear-
iier proposal to provige that from the time

that a financial relationship fails to'satis- -

fy a Stark exception to a period no later
than the date that the financial relation-
ship satisfies all of the requirements of a
Stark exception (including returning any
overpayments or paymg any underpay-
ments), a physician may not refer DHS to
the entity and the entlty may not bill
Medicare. .

These new rules create an outside lim-
it for the period of disallowance and are
not intended to prevent parties from ar-
guing that the period of disallowance end-
ed sooner on the theory that the financal
relationship ended earlier.

CMS cautions, however, that the begin-
ning and end dates of a financial relation-
ship for purposes of the disallowance peri-
od do not necessarily correspond with the
term of the parties’ written agreement.

Alternative method
for cnmpllance

A host of Stark compensation excep-
tions include a signature requirement.
The Final Rule adﬂpfs a provision which
permits payments to an entity that fully
complied with an applicable Stark excep-
tion, except with respect to a signature re-
quirement, if; -

* the fallure to camply with the signa-
ture requirement was inadvertent and the
entity rectifies the failure to comply with-
in 90 days after the commencement of the
financial relationship (without regard to
whether retferrals have occurred or com-
pensation paid); or

e the failure to comply with the signa-
ture requirement was not inadvertent
(knowing) and the entity rectifies the fail-
ure within 30 days after the commence-
ment of the financial relationship.

This new excepuﬂn may only be used
Onee every three years with respect to the
same refer rmg phvsmlan

Prohibition on per-click' space,

equipment lease arrangements

Under the I‘mal Rule, CMS prohibits
the use of * per—chnk“ payments for space
and equipment leasmg arrangements,
CMS makes clear that the prohibition on

“per-click” payments applies regardless of
whether the physician is personally the
lessor or whether the lessor is an entity 1n
which the refermng physician has an own-
ership or mvestment interest.

This limitation applies where the lessor
1s a DHS entity that refers patients to a
physician or physician organization lessee.

This new “per-click” prohibition, com-
bined with the prohibition on percentage-
based compensation formulae, will have a

significant effect on current leasing joint
venture arrangements whereby referring

physicians and hospitals or others have
formed a joint venture entity for the pur-
pose of leasing space or equipment to a
hospital or other DHS entity on a variable
fee basis,

The Final Rule now requires that to the
extent there are any physician investors
in the joint venture leasing entity that re-
fer to the lessee entity, the lease payments
between the lessee and the joint venture
may not be based on either:;

* 3 percentage of revenue raised, earned,
billed, collected or otherwise attributable to
the services performed or business gener-
ated in the space or through use of the
equipment; or

* per-unit rental charges, to the extent
that such charges reflect services provided
to patients referred between the parties.

Percent#ge-based
leasing arrangements

In an earlier proposal, CMS planned on
eliminating percentage-based compensa-
tion arrangements except in the context of
personally performed service agreements.
CMS now modifies its earlier position, and
finalizes a rule that elimnates all per-
centage-based compensation only in the
context of space and equipment leases.

Specifically, the Final Rule amends
the current Stark
exceptions for the F R
rental of office % g
space, the rental 1 1[I
of equipment, & ¢
fair market value | I
compensation ?
arrangements . A
and indirect
compensation
arrangements
to prohibit the
use of compensa-
tion formulae
fﬂ']." Spﬂce ﬂr.
equipment leases 8
based on a per- K
centage of the &8
revenue raised, RIS
earned, billed,
collected or oth-
erwise attributa-
ble to the servic-
es performed or
business generat-
ed 1n the leased
office space or
to the services
performed on or
business generat-
ed by the use of
leased equapment.

In implementing this rule, CMS effec-
tively ends all percentage-based arrange-
ments for the lease of space or equipment,
whether structured as direct or indirect fi-
nancial arrangements, Current percent-
age lease arrangements that run afoul of
this new prohibition will need to be re-
structured pror to Oct. 1, 2009.
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‘Under arrangements’

under attack

Under current Stark law, only entities
that bitl Medicare for DHS are considered
DHS entities. The Final Rule significant-
Iy expands the definition of “entity” to in-
clude entities that perform services that
are in turn billed as DHS by another en-
tity. As a practical matter, this change
means that referring physicians likely
will not be able to have an ownership or
investment interest 1n “under arrange-
ments” service providers.

Because this change will require the
unwinding or restructuring of many “un-
der arrangements” transactions (e.g.,
physician-owned entities that provide
services to hospitals “under arrange-
ments”), CMS delayed the effective date
until Oet. 1, 2009.

Under the current Stark regulations,
because the “under arrangements” service
provider 1s not considered a DHS entity,
the Stark analysis focuses on the rela-
tionship between the hospital and the re-
ferring physicians assocrated with the
service provider.

These arrangements are analyzed as
either direct financial arrangements (if a
referring physician stands in the shoes of
the service provider) or indirect financial
arrangements (if “stand in the shoes” does

not apply) and generaliy can be struc-
tured to fit within a direct or indirect com-
pensation exception.

Under the Final Rule, any financial re-
lationship between the service provider
and the physicians who refer patients to it
for services that the hospital bills “under
arrangements” will need to comply with a
Stark exception.

Direct compensation exceptions should
he available to protect referrais from the
service provider's non-owner physicians,
but very few exceptions are available for
referring physicians who own an interest
in the service provider. In most cases, the
only exception that could apply 1s the ex-
ception for rural providers.

CMS makes clear that even if a service
provider, such as a cardiac-catheteriza-
tion lab, performs services that would not
otherwise be DHS if the services were
provided and billed by the service
provider 1n a freestanding setting, the
services become DHS and the service
provider becomes a DHS entity when a
hospital bills for those services pursuant
to an “under arrangements” contract as
the services are considered inpatient or
outpatient hospital services.

CMS did not define when an entity 1s
considered to be “performing” DHS. CMS
states that the common meaning of the
term should apply. CMS states in pream-
ble commentary that it considers a physi-
clan or physician organization to have
performed DILS “if the physician or physi-
cian organtzation does the medical work
for the service and could bill for the serv-
ice, but the physician or physician organ-
1zation has contracted with a hospital
and the hospital
bills for the serv-
ice instead.”

However, CMS
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1 states that it
= would not consid-
o er a lessor of
2 equipment  or
space, a provider

of management,
billing services,
Oor perscnnel, or
an entity that
furnishes sup-
plies that are not
separately bill-
able but are used
in the perform-
ance of medical
services to bhe
performing DHS.

Left unclear 1s
whether an entity
that does some,
but not substan-
tially all, of the
“medical work”
for the service
{such as a turn-
key management
service provider)
will be considered
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to be performing DHS,

Additionally, because of the new “per-
chick” and percentage-based compensation
prohibitions discussed ahove, even if not
deemed to be a DHS entity, many of these
arrangements will no longer meet a Stark
exception.

Alternative exception
for obstetrical malpractice

insurance subsidies

The Stark regulations currently mclude
an exception for obstetrical malpractice
insurance premium subsidies that meet
the federal anti-kickhack safe harbor. The
Final Rule includes a new alternative ex-
ception that protects subsidies paid by a
hospital, federally qualified health care
center or rural health climc if 10 specific
requirements are met.

Under the new alternative, among oth-~
ers, the physician’s practice must be locat-
ed in a primary care Health Professional
Shortage Area, rural area, or area with a
demonstrated need for obstetrical services;
or at least 75 percent of the physician’s ob-
stetrical patients must live 1n a medically
underserved area or are part of a medical-
ly underserved population.

Ownership or investment

interests in retirement plans

Under current Stark regulations, own-
ership and investment interests do not
immciude an interest in a retirement plan.,
The Final Rule modifies this exception to
address concerns regarding potential cir-
cumvention of the self-referral prohibi-
tion by referring physicians investing
through retirement plans in a DHS entity

that he or she would be prohibited from
investing in directly.

CMS revises the retirement plan EK{:Ep~
tion to except _{_mly ownership or invest-
ment interests in an entity “that larisel
from a retirement plan offered by that en-
tity to physician (or a member of his or
her immediate family) through the physi-
cian’s (or immediate family member’s) em-
ployment with that entity”

Accordingly, under the Final Rule, a re-
ferring physician, for example, that is em-
ployed by a practice that furnishes in-of-
fice ancillary services (practice) and,
through his employment with practice,
has an interest in the practice’s retire-
ment plan, and the practice’s retirement
plan then invests in a home health agency
(HHA), will need to rely upon an owner-
ship exception for his investment in the
HHA, just as if he or she invested m the
HHA directly. As a practical matter, un-
less the rural provider exception applies,
there likely is no applicable ownership
exception. |

‘Burden of proof

In the Final Rule, CMS clarifies that
when a DHS entity appeals a claim for
payment that was denied on the basis
that it was furnished pursuant to a pro-
hibited referral, the DHS entity has the
burden of proof at each level of the ap-
peals process to establish that the service
was not furnished pursuant to a prohibit-
ed referral,

The burden of production on each 1ssue
at each level of appeal 1s initially on the
DHS entity, but may shift to CMS or its
contractors depending on the evidence the
DHS entity presents. CMS notes that this
approach 1s consistent with the current
Medicare claims appeals process.

(Given the far reach of Medicares Re-
covery Audit Contractors (RACs) and
CMS’s new Stark payment denial code, 1n
the near future, providers may be faced
with RAC auditors (who are paid on a
contingency basis) denying services based
on sStark violations. Although this raises
several 1ssues not addressed in this arti-
cle, it certainly should change one’s per-
spective on the fairness of reguiring the
claimant to establish the burden of proof
at each level of the appeals process. '

The Disclosure of Financiél

Relationships Report

The Final Rule announces that CMS 1s
proceeding with its proposal to send the
Disclosure of Financial Relationships Re-
port (DFRR) to 500 hospitals (general
acute care and specialty).

The DFRR is designed to collect mfﬂrma-
tion concerning the ownership/investment
interests and compensation arrangements
between hospitals and physicians, Hospitals
that receive the DFRR will have 60 days to
respond. CMS may decide to decrease (but
not increase) the number of huspltals that
will receive the DFRR.

CMS notes that although it has authﬂr-
ity to impose civil monetary penalties of up
to $10,000 per day for late submissions, it
ts using the Final Rule to inform the pub-
lic that it will issue a letter to any hospital
that does not return a completed DFRR,
inquiring as to why the hospital failed to
do s0, before imposing such penalties.

Also, CMS reiterated that it will give
hospitals extensions of time to complete
the DFRR submlssmn “Uapon a demun-
stration of good cause”. -

What's next? |

Clearly, many of the Stark changes in
the Final Rule will require modification,
restructuring, or unwinding of existing
arrangements. CMS has given providers a
year to comply with many of the signifi-
cant changes. However, CMS 1s not:done
yvet, as many additional Stark: and
Medicare payment rules are expected to
be published this year as part of the 2009
Medicare f'inal Physician Fee Schedule.

These expected changes relate to
Medicare’s anti-markup prohibition, new
IDTF requirements for physician’s fur-
nishing imaging services in the office, and
a new Stark gainsharing exception; Fur-
ther, CMS has also promised future pro-
posals which may narrow the in-office an-
cillary services exception, an exception
that 15 crucial to many group practices
providing ancillary services (e.g,, imag-
ing, lab, PT) through their offices.

Health care providers should consult
with a gualified health care atiorney to
assist in interpreting the voluminous ex-
1sting rules, new rules, and future propos-
als and huw these rules and changes may
apply to existing or future arrangements.



