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n September 5, 2007,

the Centers for

Medicare and Medicaid

Services (CMS)

published the Stark II,
Phase III Regulations!—a final rule
that was the latest iteration in a long
series of regulations implementing the
federal physician self-referral statute.?
The original legislation (Stark I)
barred a physician from referring
Medicare patients to clinical labs for
the furnishing of clinical laboratory
services if the physician (or an imme-
diate family member) had a defined
financial relationship with the lab and
none of the statute’s exceptions
applied. The labs, in turn, were prohib-
ited from billing for improperly
referred services.?

In 1993, Congress expanded the reach
of the Stark statute to cover nearly a
dozen “designated health services” in
amendments dubbed “Stark II.”4 CMS
promulgated regulations clarifying
Stark II and identifying new regulatory
exceptions on January 4, 2001 (Stark
II, Phase I Regulations).> On March
26, 2004, CMS published an Interim
Final Rule (Stark II, Phase II
Regulations), implementing substantial
revisions to the regulations and prom-
ising further clarifications and revi-
sions.® The recently published Phase
III Regulations include modifications
that are likely to have significant impli-
cations for the provider community,
including academic medical centers
(AMCs).” The Stark I and Stark IT
statutes and their implementing regu-
lations are collectively referred to in
this article as the “Stark Law.”

In this article, we describe several organi-
zational models common to AMCs, the
types of financial arrangements most
often relevant to AMCs, the exceptions
AMCGs typically rely on to pursue those
arrangements, and the impact of recent
and proposed regulatory amendments
on the ability of AMCs to continue
existing relationships with referring
physicians or pursue new ones.

I. Mission Support and
Community Outreach
Arrangements

Itis a truism that “if you've seen one
academic medical center, you've seen
one.” The Association of Academic
Medical Centers (AAMC) represents
126 U.S. medical schools and nearly
400 major teaching hospitals, including
98 affiliated health systems and 68
Veterans Affairs medical centers,® each
organized somewhat differently. To
simplify our analysis, we group AMC
models into four broad categories:

Type 1: Fully Integrated

A single corporate entity that consists
at least of a university or medical
school, a teaching hospital, and a
faculty practice plan (FPP).

Type 2: Partially Integrated (School +
Hospital or School + FPP)

An integrated delivery system that
consists at least of: (1) a university or
medical school and teaching hospital
plus a separately incorporated FPP;
or (2) a university or medical school
and FPP plus a separately incorpo-
rated teaching hospital.

Type 3: Independent

A group of independent but affili-
ated entities including at least a
university or medical school, a
teaching hospital, and a FPP.

In each of these models, FPP physi-
cians provide professional and
administrative services to the
hospital. Community physicians unaf-
filiated with the FPPs may or may not
practice at the hospital or provide
administrative services there.

A. MISSION SUPPORT

Academic medical centers serve three
related but very different missions:
education, research, and clinical care.
The tuition, fees, grants, and chari-
table gifts that many assume support
academic operations—education and

Phase III changes the
definitions of both
direct and indirect
compensation in a
material, and, for
AMCs, potentially

dramatic manner.

research—do not fully subsidize the
costs of those activities. Healthcare
delivery can generate profits or
margins, however, and has long
served as an important source of
support for medical schools and their
faculty.!0 Threats to traditional
sources of academic funding,
including flat or reduced government
and industry grant funding, redirec-
tion of research funding from AMCs
to community hospitals and private
practices (and, in some cases, off-
shore), and reductions in graduate
medical education payments, are
likely to make clinical support
increasingly important in the future.

Financial arrangements among AMC
components are often complex!! and
can take countless forms. For example,
AMC hospitals often contract with
FPPs to obtain administrative or profes-
sional services necessary to operate the
hospitals and deliver care to patients.
In many cases, however, hospitals and
FPPs simply donate or transfer signifi-
cant assets or funds to support their
affiliated medical schools’ teaching
and research missions. Until Phase III,
AMC:s often relied upon both the AMC
exception and the more flexible indi-
rect compensation arrangements
exceptions to comply with the Stark
Law. AMCs also benefited from three
favorable advisory opinions (AOs)
issued by the US Department of
Health and Human Services, Office of
Inspector General (OIG) on mission
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support arrangements.!? In each case,
OIG reasoned that: (1) the proposed
transaction would be among compo-
nents of an AMC that historically had
shared a common mission in training
physicians for, and providing quality
medical care to, local residents; and
(2) the AMC certified it would take a
number of steps to insulate physician
judgment and income from pressure
to refer to the hospital. These included
imposition of a bar on tracking refer-
rals, and a commitment that payments
to physicians from all AMC sources
would not be related to the volume or
value of referrals to the hospital or
other parties and would be consistent
with fair market value in arms-length
transactions. In AO 00-6 and AO 05-11,
OIG further observed that the
proposed donation would confer a
community benefit; in AO 02-11, OIG
found that the donation was consistent
with state legislation requiring the
hospital to support the AMC’s
academic mission. In many ways, the
AMC exception that CMS promulgated
in Phase II reflects the OIG’s favorable
rulings in these advisory opinions.

B. COMMUNITY OUTREACH

Many AMCs make significant efforts to
reach out beyond their immediate
service areas to provide needed clinical
services, support their teaching
missions, and offer opportunities to
participate in clinical trials. Some do
this simply by allowing their faculty
physicians to practice independently at
affiliated or unaffiliated community
hospitals or other facilities. Many,
however, contract with various
providers and other organizations to
provide administrative and profes-
sional services and in some cases to
secure training opportunities for
medical students and residents or facil-
itate the conduct of clinical trials.

These outreach arrangements are
organized in a variety of ways. AMCs
may enter into joint ventures with
otherwise unaffiliated providers to
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expand into new markets or develop
new services. They may contract with
healthcare facilities unable to recruit
the necessary subspecialists on their
own to provide administrative services—
such as medical directorships, quality
improvement, or peer review services.
FPPs also may provide professional serv-
ices off campus in return for a flat fee
from the recipient provider (to whom
the FPPs then reassign their right to
payment), or under a contractual
arrangement that permits them to bill
patients and payors directly for their
professional services. These arrange-
ments range in scope from complete
staffing of whole departments or even
hospitals to occasional clinics that allow
patients in need of subspecialty services
to access those services closer to home.
In some cases, FPPs or their members
may provide free or reduced cost serv-
ices to federally qualified health centers
and other free or heavily subsidized
clinics providing healthcare to under-
served or at-risk populations.

C. IMPLICATIONS

Mission support arrangements and
community outreach initiatives impli-
cate the Stark Law. AMCs in the past
have relied on Stark’s indirect
compensation and academic medical
center exceptions to facilitate compli-
ance. But recent changes in the rules,
including provisions that collapse
group practices with their individual
physician members, may threaten
future relationships.!3 Together with
the proposed physician fee schedule
(PES) rules, they also may eliminate
the ability to pursue transactions
specifically approved by OIG in advi-
sory opinions under the anti-kickback
statute, including some gainsharing
arrangements.

We discuss below the Stark Law and
regulations before and after publica-
tion of Phase III and the proposed
PFS rules, new challenges faced by
some AMCs, and steps AMCs may
take to address those challenges.

III. The Stark Law: A
Brief Overview

A. REFERRAL AND BILLING
PROHIBITIONS

The Stark Law prohibits a “physician”
from “referring” patients to an “entity”
for the “furnishing” of “designated
health services” (DHS) covered by
Medicare if the physician (or an
immediate family member) has a
“financial relationship” with the entity,
unless an exception applies.'* The
Stark Law also prohibits the furnishing
entity from submitting a claim for
reimbursement or otherwise billing
Medicare or any other person or entity
for improperly referred DHS.1

With a few very narrow exceptions,
CMS takes the position that the
“furnishing entity” (or “DHS entity”
for purposes of this article) is the
entity that is paid by CMS (or its
contractors) for the DHS.16 The
Proposed 2008 PFS would have
expanded this definition to include
entities that “perform” the DHS.17
The Final 2008 PFS did not make
this change, although it may reap-
pear in a future rulemaking.!8

B. FINANCIAL RELATIONSHIPS

The sin qua non of a Stark Law viola-
tion is the existence of a “financial
relationship” between the referring
physician (or his or her immediate
family member) and the DHS entity.
A financial relationship may take one
of two forms: (1) an ownership or
investment interest in the entity, or
(2) a compensation arrangement with
the entity.!9 According to the Stark
regulations, a compensation arrange-
ment may be “direct” or “indirect.”?0

C. SCIENTER

In contrast to the Anti-Kickback
Law,2! the Stark Law does not have a
scienter, or “state of mind,” require-
ment. The inquiry is solely whether a
physician has “referred” a Medicare



patient to an “entity” with which the
physician has a “financial relation-
ship” for the “furnishing” of DHS. If
the answer is “yes,” then the Stark
Law has been violated—regardless of
the parties’ intentions or motiva-
tions—unless an exception applies.

D. EXCEPTIONS

The Stark Law contains numerous
exceptions, which, if satisfied in full,
permit a physician to refer Medicare
patients to a DHS entity notwith-
standing an underlying financial rela-
tionship between the two parties.
According to CMS, in the case of an
indirect compensation arrangement,
the referring physician and DHS
entity may not rely on any of the
Stark Law’s direct compensation
arrangement exceptions. Rather, the
parties must satisfy either (1) an all
purpose exception (e.g., the in-office
ancillary services exception) or (2)
the indirect compensation arrange-
ments exception.??

IV. Compensation
Arrangements: Pre-
Phase III Definitions

A. DIRECT COMPENSATION
ARRANGEMENTS

Under a test established in Phase I, a
physician had a “direct” compensation
arrangement with an entity if remuner-
ation passed between the physician
and the entity without any intervening
persons or entities.2% Prior to Phase
II1,>* physician practices or groups
(except solo practitioners’ professional
corporations) were considered inter-
vening entities. Thus, for example, a
physician employed (and paid a salary)
by a FPP, which, in turn, contracted
with (and received remuneration
from) an affiliated teaching hospital to
furnish services to the teaching
hospital, had a “direct” compensation
arrangement with the FPP, but not
with the teaching hospital. For the
reasons discussed below, however, the

Although CMS did not
change the AMC
exception significantly,
the agency did provide
some helpful
clarifications in the
Phase III preamble.

physician may have had an “indirect”
compensation arrangement with the
teaching hospital.

B. “INDIRECT”
COMPENSATION
ARRANGEMENTS

CMS first defined the phrase “indi-
rect compensation arrangement” in
Phase I. Specifically, CMS adopted a
three-prong definition.

First, there must be an “unbroken
chain” of at least two financial rela-
tionships between the referring physi-
cian and the DHS entity.?> That is,
there must be one or more inter-
vening entities in the unbroken chain
of financial relationships between the
physician and the DHS entity. Thus, a
medical directorship agreement
between a teaching hospital and a FPP
member results in a direct compensa-
tion arrangement: Hospital —
Physician. If, however, as is typically
the case, the teaching hospital
executes an agreement with the FPP,
pursuant to which one or more faculty
members perform medical director-
ship services for the teaching hospital,
then the relationship between the
physician(s) and the teaching hospital
might be indirect (assuming the other
two prongs of the indirect compensa-
tion arrangements definition,
discussed below, were satisfied), but
not direct. The financial relationship

is indirect because the FPP serves as
an intervening entity in an unbroken
chain of financial relationships:
Hospital — FPP — Physician.

Second, the physician’s aggregate
compensation under the arrangement
must vary with, or otherwise reflect,6
the volume or value of referrals or
other business generated by the refer-
ring physician for the furnishing
entity.2’ If the aggregate compensa-
tion received by the physician does
not vary with or otherwise reflect the
volume or value of his or her referrals
to, or other business generated for,
the furnishing entity—then there is
no “indirect” compensation arrange-
ment between the physician and the
entity and the physician is free to
refer Medicare patients to the entity
for DHS without triggering the Stark
Law’s referral or billing prohibitions.
In determining whether this aggre-
gate compensation test is satisfied, the
analysis focuses on the direct compen-
sation arrangement in the chain of
unbroken relationships that is closest
to the referring physician, which in
the chain of Hospital — FPP —
Physician is the compensation paid by
the FPP to its physician-employee.28

Third, the entity furnishing the DHS
must have actual knowledge (or act
in reckless disregard or deliberate
ignorance) of the fact that the refer-
ring physician’s aggregate compensa-
tion varies with, or otherwise reflects,
the volume or value of referrals or
other business generated by him or
her for the entity.?

V. Compensation
Arrangements Under
Phase III

Of all the Phase III changes, the
most significant—for many
providers—relates to the circum-
stances that give rise to a direct versus
an indirect compensation arrange-
ment, and the exceptions that may
be utilized to protect such arrange
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ments from the Stark Law’s referral
and billing prohibitions. These
changes are discussed below.

A. “DIRECT” AND “INDIRECT”
COMPENSATION
ARRANGEMENTS: POST-
PHASE Il DEFINITIONS
AND IMPLICATIONS

Phase III changes the definitions of
both direct and indirect compensation
arrangements in a material, and, for
AMGs, potentially dramatic, manner.
Under the new regulations, “[a] physi-
cian is deemed to have a direct
compensation arrangement with an
entity furnishing DHS if the only inter-
vening entity between the physician
and the entity is his or her physician
organization.”* Thus from now on,
and common law principles notwith-
standing, a physician is deemed to
“stand in the shoes” of his or her
physician organization.?! As a practical
matter, the “stand in the shoes”
doctrine is a legal fiction pursuant to
which the physician members, employees,
and independent contractors of a physi-
cian organization are deemed to have
the identical compensation arrange-
ments (with the same parties and
under the same terms) as the physi-
cian organization itself.3?

Thus, assume, by way of example,
that a community hospital enters into
a professional services agreement
with a FPP, pursuant to which two of
the FPP’s vascular surgeon employees
will staff and oversee the hospital’s
vascular clinic one-day-a-week in
return for a fee. Historically, this set
of arrangements gave rise to the
following chain of unbroken financial
relationships: Community Hospital —
FPP — Vascular Surgeons; it also gave
rise to an unbroken chain of financial
relationships between the hospital
and every other physician employee
or contractor of the FPP. In the after-
math of the Phase III Regulations, as
published on September 5, 2007, not
only would the two vascular surgeons
be deemed to have a direct compen-

I HEALTH LAWYERS NEWS

sation arrangement with the hospital,
but that arrangement also would be
attributed to every other member of
the FPP, thereby placing all of their
referrals at risk.

1. “Physician Organization” Defined
As published, the Phase IIT
Regulations defined a “physician
organization” to include a physician,
his/her professional corporation, a
physician practice or a group prac-
tice.33 Some early commentary
suggested this definition may not
apply to practices that do not have
physician owners, such as medical
foundations and nonprofit FPPs. The
Regulations, however, did not appear
to support that interpretation,
suggesting, instead, that the defini-
tion applied to all physician clinical
practices regardless of their corporate
structure, at least where the clinical
practice is a free-standing organiza-
tion such as a separately incorporated
FPP. As noted above, some FPPs are
not organized as separate entities, but
rather are a part of larger, multi-
purpose educational institutions such
as state universities. It was less clear
whether CMS intended to have all of
the physicians who are employed by a
state university, for example, “stand in
the shoes” of the university, which
may include (but ultimately is a lot
more than) a physician organization.

Prompted by dozens of informal
inquiries regarding the application
of the “stand in the shoes” doctrine
to AMCs and certain other section
501(c) (3) organizations, CMS issued
a notice on November 9, 2007, which
postponed the application of the
doctrine with respect to AMCs and
integrated 501(c) (3) health systems
for a one-year period—i.e., until
December 4, 2008.34

2. Other Intervening Entities
Importantly, the “stand in the shoes”
doctrine does not eliminate all indirect
compensation arrangements. Indirect
compensation arrangements may
continue to exist where there is an

intervening entity between the refer-
ring physician and the DHS entity that
is not a physician organization.>> CMS
explains that this may occur in
unbroken financial chains that involve
a physician organization (e.g., Hospital
— Health System — FPP — Physician)
or in financial chains that simply do
not involve a physician organization
(e.g., Hospital — Health System —
Physician).? CMS remains concerned,
however, that arrangements that inter-
pose intervening entities other than
physician organizations between the
referring physician and the DHS entity
are subject to abuse.

As a practical matter, the fact that the
“stand in the shoes” doctrine has not
struck the death knell for all indirect
compensation arrangements may not
mean much for AMCs whose compo-
nents routinely make academic and
mission support payments. Assume a
partially integrated AMC with a sepa-
rately incorporated FPP that employs
several hundred physicians. Assume
further that the teaching hospital
historically has furnished the univer-
sity with mission support, which the
school, in turn, has funneled, in whole
or in part, to the FPP, thereby giving
rise (assuming the “stand in the shoes’
doctrine is applied to AMCs without
change on December 4, 2008) to the
following unbroken chain of financial
relationships: Hospital = School —
FPP — Physicians.

J

Prior to the Phase III Regulations, the
analysis of whether this chain of finan-
cial relationships gave rise to an indi-
rect compensation arrangement
between the FPP physicians and the
teaching hospital would have focused
on the closest compensation arrange-
ment to the referring physician. Thus,
the inquiry would have been whether
the aggregate compensation paid by
the FPP to its physicians varied with,
or otherwise reflected, the volume or
value of referrals/other business
generated for the teaching hospital.
The answer more often than not was
“no,” thereby ending the analysis.



Under Phase III (if applied to AMCs),
however, the FPP physicians will stand
in the shoes of the FPP, meaning that
the closest direct compensation
arrangement to the referring physi-
cians becomes the mission support
payment. Although the literal
language of the regulation suggests
that perhaps the “stand in the shoes”
doctrine applies only to the first
prong of the indirect compensation
arrangements definition,3® and does
not extend to the second prong of the
definition where the focus is on the
aggregate compensation received by
the referring physician, CMS has
(informally) stated that the “stand in
the shoes” doctrine applies for the
entire definition of indirect compen-
sation and the indirect compensation
arrangements exception.®? Given that
the mission support payment typically
is not for a specific service nor consis-
tent with fair market value, it may be
difficult to argue that it does not vary
with or take into account the volume
or value of referrals or other business
generated by the FPP physicians for
the teaching hospital.

3. Grandfathering Provision
Recognizing that many parties relied
in good faith on the Phase I and Phase
II definitions of direct versus indirect
compensation arrangements, CMS
does not expect the industry to imme-
diately reanalyze and potentially
restructure existing business arrange-
ments. Accordingly, CMS clarified that
arrangements executed before the
Phase III publication date (September
5,2007), and that satisfied the require-
ments of the Phase I/1I indirect
compensation arrangements excep-
tion, would not trigger the Stark Law’s
referral or billing prohibitions.*

This reprieve is of limited value,
however. First, it does not extend
indefinitely, but terminates at the end
of the current term or renewal term
of any affected arrangement.*!
Second, it does not necessarily protect
arrangements that existed prior to
September 5, 2007, but that were not
structured to meet all of the require-

ments of the indirect compensation
arrangements exception because they
did not give rise to an indirect
compensation arrangement in the
first instance, as defined and inter-
preted prior to Phase III. Unhelpfully,
the status of those arrangements
remains decidedly unclear.

The example discussed above illus-
trates the point. Assume that in 2005,
a teaching hospital entered into a five-
year mission support agreement with
the school and its freestanding,
nonprofit FPP. Under the terms of the
agreement, the hospital agreed to
provide the school $1 million per year
(which the school would then share
with the FPP) to develop various
oncological educational, clinical, and
research programs. Prior to entering
the agreement, the parties sought and
obtained a written legal analysis that
the agreement would not give rise to a
financial relationship between the
FPP’s physicians and the teaching
hospital because the second prong of
the indirect compensation arrange-
ment definition was not met—namely,
the aggregate compensation received
by the FPP’s physicians (in the form
of their salary and bonus from the
FPP and the university, respectively)
did not vary with, or otherwise reflect,
the volume or value of referrals or
other business generated by the physi-
cians for the teaching hospital.

The parties now ask counsel whether
their agreement is protected by the
grandfathering provision and, as such,
whether they may proceed with the
fund transfers contemplated for 2008
and 2009. Logic would suggest that the
answer is “yes”; the literal text of Phase
III, however, suggests that the answer
may be “no”, unless, of course, the
agreement satisfied the requirements
of the indirect compensation arrange-
ments exception prior to September 5,
2007 or the parties are able to rely on
the AMC exception. (Of course this
entire analysis will now be postponed
by one year with respect to AMCs
because of CMS’ decision to postpone

the application of the “stand in the
shoes” doctrine to AMCs by one year.)

With respect to the indirect compensa-
tion arrangements exception, the
parties would have to demonstrate,
among other things, that the direct
compensation arrangement (in the
unbroken chain of financial relation-
ships between the referring physi-
cians—via the FPP—and the teaching
hospital) that is closest to the referring
physicians—yvia the FPP—provides for
the payment of fair market value remu-
neration for items or services actually
rendered.*? Because CMS appears to
interpret the “stand in the shoes”
doctrine to apply to the entire defini-
tion of the term “indirect compensa-
tion arrangement” (not the first prong
only), the closest direct compensation
arrangement is the mission support
payment. A mission support payment
cannot, by definition, reflect a fair
market value exchange for services
actually rendered. If the payment
varies with, or otherwise reflects the
volume or value of services between
the parties, thus satisfying the second
prong of the indirect compensation
definition, the parties will have to look
to the AMC exception to avoid the
referral and billing prohibition.

VI. The AMC Exception
Under Phase II1

A. ORIGIN OF THE AMC
EXCEPTION

The Stark Law does not address the
AMC exception; rather, it was devel-
oped by CMS pursuant to its statutory
authority to adopt additional excep-
tions by regulation.** In adopting the
AMC exception, CMS noted that the
frequent referrals and monetary trans-
fers among components of an AMC
create indirect compensation relation-
ships that often will not qualify under
the in-office or personal services
arrangements exceptions. CMS
concluded that a separate exception
was necessary to account for “the symbi-
otic relationship among faculty,
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medical centers, and teaching institu-
tions, and the educational and research
roles of faculty in these settings.”** The
exception, however, contains a long list
of criteria that must be met in order for
a referral and related reimbursement
to be protected. These can be broadly
categorized into two groups: the
criteria determining the types of enti-
ties comprising the AMC; and the
criteria determining whether a partic-
ular physician’s referrals are protected.

B. THE SCOPE OF THE AMC
EXCEPTION AND PHASE Il

The first important test when

analyzing an arrangement under the

AMC exception is whether the serv-

ices in question are provided by an

AMC component. Phase II defines an

AMC as consisting of:

e An accredited medical school or
accredited academic hospital (i.e.,
a hospital that sponsors four or
more approved medical education
programs);

® One or more faculty practice plans
affiliated with the medical school,
the affiliated hospital(s), or the
accredited academic hospital; and

® One or more affiliated hospitals in
which (i) a majority of medical staff
members are on faculty, and (ii) a
majority of all hospital admissions
are made by faculty members.*>

In addition to these three basic criteria
for identifying the components of an
AMC, the exception requires that their
relationship be set forth in one or
more written documents that have
been adopted by the governing body
of each (where the components are
separate legal entities).

Phase III leaves virtually unchanged the
criteria for determining whether a DHS
entity will fit within the AMC umbrella.
Specifically, CMS considered and
rejected comments seeking to expand
the AMC exception by loosening the
“majority tests,” thereby making more
hospitals eligible to qualify as an affili-
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ated hospital.*6 Instead, CMS tightened
the definition of an affiliated hospital by
requiring a teaching hospital to either
include or exclude all physicians with
the same class of privileges when deter-
mining whether a majority of its medical
staff qualify as faculty physicians.#’ This
change is designed to prevent hospitals
from gaming the test by selectively
counting courtesy staff who qualify as
faculty but excluding those who do not.

The changes CMS
proposed to the Stark
regulations as part of

the Proposed 2008 PFS
may ultimately have a
significant effect on
some AMCs.

Phase III does not clarify the status of
other DHS entities controlled by
AMC hospitals or FPPs. For example,
if a qualified teaching hospital owns
a separately licensed entity that is
paid for DHS (but is not provider-
based), is the entity part of the AMC
for purposes of the exception?
Similarly, if two or more FPPs own a
separate joint venture that is paid for
DHS, does the joint venture qualify
as part of the AMC? While AMC
counsel can develop strategies to
increase the likelihood that these
DHS entities will come within the
AMC umbrella, Phase III leaves these
questions largely unanswered.

C. PHASE Il CHANGES TO
CRITERIA FOR PROTECTING
INDIVIDUAL REFERRALS

Assuming that a DHS entity is part of
the AMC for purposes of the exception,
the next question is whether a partic-
ular referral will be protected. In the
Phase III preamble, CMS states that

“the regulation is clear that all condi-
tions must be met at the time the
referral is made.”#8 Because there are so
many variables in the AMC test, counsel
can rarely provide an AMC with unqual-
ified assurance that referrals and related
claims will be protected. Phase III does
nothing to alleviate this problem for
AMC s and, for the reasons discussed
below, may exacerbate it.*)

The only change made by Phase III
to the requirements for a protected
referral is a re-wording of the
compensation test to clarify that,
while compensation paid by each
component must be set in advance,
the fair market value test will be
applied only to the total compensa-
tion paid by all components. Thus,
for example, if a teaching hospital
pays a medical director fee to a
faculty physician that supplements
his or her employment compensa-
tion from the medical school, the
teaching hospital could forego
applying a fair market value analysis
to the medical director fee, so long
as the physician’s total compensation
from the school and hospital is
consistent with fair market value.

D. RETENTION OF THE “SET
IN ADVANCE”
REQUIREMENT

In the Phase III preamble, CMS
rejected a request that it eliminate
the “set in advance” requirement for
faculty physician compensation
arrangements, one of the most intru-
sive—and difficult to address—char-
acteristics of the AMC exception.””
Many medical schools include discre-
tionary compensation in their faculty
compensation plans to recognize
significant academic achievement,
research, or “team play” characteris-
tics. The “set in advance” require-
ment contained in the compensation
test for the AMC exception largely
eliminates this flexibility. To meet the
test, the formula must be determined
before the beginning of the arrange-



ment and must be sufficiently
detailed so as to be objectively
verifiable.

In rejecting the request, CMS opined
that the purpose of the AMC excep-
tion is to protect compensation
received by a physician from all
components of the AMC, not just the
physician’s direct employer. Therefore,
CMS believes it is appropriate to treat
the physician as an independent
contractor and apply the “set in
advance” requirement applicable to
independent contractor arrangements.

But this interpretation ignores another
important reason CMS identified in
Phase I for adopting the AMC excep-
tion, which the agency characterized as
recognition of the integrated relation-
ship that exists among entities
comprising an AMC, and the
numerous financial transactions
among related parties that cannot
always be defended on a fair market
value basis.”! In particular, these
arrangements include mission support
and community service arrangements
that involve non-fair market value
payments from the teaching hospital to
the medical school or its FPPs, and
that result in indirect compensation
arrangements between the teaching
hospital and the faculty. The AMC
exception protects these arrange-
ments—and nothing in Phase III
removes or limits that protection—but
the price of the protection can be a
considerable loss of flexibility for physi-
cian compensation plans. Since the
indirect compensation arrangements
exception, as vitiated by the “stand in
the shoes” rule, may no longer be avail-
able to protect these arrangements,
AMCs may need to develop new
compensation plans that comply with
the “set in advance” test of the AMC
exception, no matter how incompat-
ible this may be with traditional
academic incentive structures.

This development is unfortunate,
particularly because it seems so
unnecessary. Most faculty physicians
are compensated as employees, and

both the employment exception and
the AMC exception require that total
compensation be consistent with fair
market value and not be determined
in a manner that takes into account
the volume or value of referrals or
other business generated by the
referring physician. Thus, there
appears to be no good reason for
CMS to impose the additional
burden of the “set in advance” test.
As it stands, however, with the poten-
tial loss of the indirect compensation
arrangements exception, some AMCs
may have to restructure their
compensation plans.

E. ADDITIONAL GUIDANCE IN
CMS COMMENTARY ON
THE AMC EXCEPTION

Although CMS did not change the
AMC exception significantly, the
agency did provide some helpful clari-
fications in the Phase III preamble. It
noted that the AMC exception is avail-
able for DHS furnished by AMCs that
pay physicians for indigent care and
community service, provided: (i) all
other provisions of the exception are
met, and (ii) the money is not from
research grants.”> CMS also clarified
that the definition of an indirect
compensation arrangement and the
corresponding indirect compensation
arrangements exception are poten-
tially applicable to arrangements
involving AMCs and physicians. CMS
stated that parties may utilize any
exception that an arrangement satis-
fies; it is not necessary to meet the
AMC exception if the arrangement
meets another exception.>? This clari-
fication would have been reassuring to
many AMCs that prior to September 5
relied on the indirect compensation
arrangements exception to protect
mission support and outreach arrange-
ments; however, as noted above, the
application of the new “stand in the
shoes” rule to independent FPPs likely
eliminates the availability of the indi-
rect compensation arrangements
exception to many AMCs.*

F. IMPLICATIONS OF 2008
PROPOSED PFS CHANGES

The changes CMS proposed to the
Stark regulations as part of the
Proposed 2008 PFS may ultimately
have a significant effect on some
AMCs. CMS released the PFS final
rule on November 1, 2007, but chose
to defer final action on the Stark
provisions.” Among these, however,
is a change to the “set in advance”
definition that would preclude AMCs
from compensating faculty physicians
based on a percentage of any
measure other than their personally
performed services, such as a
percentage of departmental savings
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or increased productivity.”6 This
change may not have a significant
impact on many AMCs because these
types of arrangements can raise other
compliance issues under the kick-
back and gainsharing laws.

Second, CMS proposed a corollary
“stand in the shoes” rule that would
apply to affiliated DHS providers.>?
Specifically, where a DHS entity owns
or controls another DHS entity to
which a physician refers patients for
DHS, the parent DHS entity would
stand in the shoes of the subsidiary
DHS entity. This proposal may not
significantly impact AMCs because
the AMC exception often will protect
the referrals in any event, but it
creates an interesting dynamic for
AMGs that have been relying upon
the indirect compensation arrange-
ments exception to protect their
mission support arrangements. If, for
example, a teaching hospital owns or
controls a captive physician practice
corporation that provides DHS, the
effect of the two “stand in the shoes”
rules (the Phase III rule and the
proposed PFS rule) is remarkable.
The medical center will stand down
into the shoes of the FPP, while the
physician faculty will stand up into
the shoes of the same FPP.
Presumably then, the Stark Law
would no longer apply, as all parties
would be standing in the same shoes.

While we can expect CMS to iron-out
this anomaly in the forthcoming final
rule, it nevertheless points out how
difficult it is for CMS ever to finish
the Stark regulations. Each change
leads to more anomalies, which lead
to more changes. The strict liability
nature of the Stark Law, coupled with
the risk of False Claims Act whistle-
blower enforcement, eliminates the
flexibility to apply common sense to
any Stark Law analysis. As a result,
CMS is presented with what appears
to be a nearly impossible task of
developing a rule for every situation.

p{\ M HEALTH LAWYERS NEWS

VII. Conclusion

Phase III defines more compensation
arrangements common in AMCs as
indirect compensation arrangements,
yet eliminates the ability of at least
some AMCs to rely on the indirect
compensation arrangement exception
under 42 CFR. § 411.357(p) to protect
long-standing financial relationships
and referral patterns. The final rule
does not, however, offer practical alter-
natives for compliance through the
AMC exception, which applies to a
narrow range of relationships and, to
be viable, may require significant
changes to faculty compensation plans
or institutional organization.

Gadi Weinreich is a partner at
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Washington, DC and is the co-chair of the
firm’s national Health Care Group. Mark
R. Fitzgerald is a principal with Powers
Pyles Sutter & Verville PC in their
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is Assistant General Counsel at the
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