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Introduction
On September 5, 2007, the Centers
for Medicare and Medicaid Services
(“CMS”) completed the long-awaited
third and final installment in its rulemaking process under the federal physician
self-referral prohibition commonly known
as the “Stark law.”1 The new final rule,2
referred to as “Phase III,” responds to
public comments regarding the Phase II
interim final rule with comment period
published on March 26, 2004, 3 and
addresses the entire Stark law regulatory
scheme. As in Phases I and II, CMS has

continued its efforts in Phase III to reduce
the regulatory burden on the healthcare
industry through its interpretation and
modification of previously promulgated
exceptions to the Stark law’s general
prohibition on referrals. The new regulations will be effective December 4, 2007.
Although Phase III is intended as the
final phase of the CMS rulemaking
process, it is actually not the last piece of
the “Stark puzzle.” There are several other
significant rulemaking proposals, pending
legislation, and a CMS mandate regarding
disclosures of hospital-physician financial
relationships, any and all of which may
lead to more changes to the Stark regulations and may have a profound impact on
the healthcare industry. This article is
intended nevertheless to set forth the “full
picture” of the Stark law and regulations
as of the conclusion of the Phase III rulemaking, and to provide health industry
counsel with a tool to assist in navigating
through the Stark regulations. This article
will: (1) address the highlights of Phase
III; (2) identify potential future changes
to the Stark regulations; and (3) set forth
the complete Stark regulatory scheme as
finalized by Phase III.
continued on page 3
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Stark II Phase I, II, and III
– A Brief History
The original Stark self-referral prohibition was enacted in 1989 with the
purpose of prohibiting physicians from
referring patients for laboratory services
to entities in which they had a financial
interest. The self-referral ban, referred
to as “Stark I” after Representative Pete
Stark (D-CA), who introduced the legislation, went into effect on January 1,
1992. In 1993, the Stark ban was
expanded to include additional healthcare services considered to be particularly
susceptible to overutilization as a result
of physician financial interests, and to
apply in part to Medicaid beneficiaries.
The 1993 amendments, now referred to
as “Stark II,” went into effect on
January 1, 1995.
Stark II prohibits physician referrals
of Medicare beneficiaries to entities with
which they, or members of their immediate family, have a financial relationship
for certain services itemized in the
statute, referred to as “designated health
services” or “DHS.” DHS include: clinical laboratory services; physical therapy
services; occupational therapy services;
radiology services (including MRI, CT
scans, ultrasound services, and nuclear
medicine); radiation therapy services
and supplies; durable medical equipment
(“DME”) and supplies; parenteral and
enteral nutrients, equipment and
supplies; prosthetics, orthotics, and
prosthetic devices and supplies; home
health services; outpatient prescription
drugs; and inpatient and outpatient
hospitalization services. The Stark II ban
also prohibits entities from making a
claim for payment for the provision of
DHS furnished pursuant to a prohibited
referral.4
Stark I final regulations were not
published until August 1995,5 several
months after Stark II had gone into
effect. While the Stark I final rule technically applied only to referrals for
clinical laboratory services, as agency
interpretation of a closely analogous prior
law, it was assumed to apply in large part
to other DHS as well. In January 1998,

the Stark II proposed regulations were
issued.6 Although many elements of the
Stark I final rule were included in the
proposed rule, the Stark II proposed rule
contained significant proposed changes.
On January 4, 2001, HCFA issued
the first phase of its Stark II final regulations, referred to as “Stark II, Phase I.”7
Phase I of the rulemaking did not address
all of the Stark law, and it was intended
that a second phase of the rulemaking
would be published to address the rest.
Phase I addressed the general prohibition, general exceptions applicable to
both ownership or investment interests
and compensation arrangements, new
exceptions that are applicable only to
compensation arrangements, and definitions. Phase I only applied to referrals of
Medicare beneficiaries. With two exceptions (Section 424.22(d), relating to
home health services and Section
411.354(d)(1) relating to the definition
of “set in advance”), the Phase I final
regulations went into effect on January 4,
2002, one year after publication. The
delayed effective date was selected in
order to give individuals and entities time
to restructure business arrangements in
light of the Phase I requirements. For a
comprehensive analysis of Stark II, Phase
I, see “Stark II Final Rule-Phase I A Kinder
and Gentler Stark?”, The Health Lawyer,
Special Edition, January 2001.
On March 26, 2004, CMS issued
Phase II of the final regulations. Phase II
addressed provisions of the Stark law not
addressed in Phase I and provided additional regulatory definitions, new
regulatory exceptions, and responses to
public comments on Phase I regulations.8
Phase I and Phase II of the final regulations were intended to be integrated and
read together as a whole. Modifications
and revisions to Phase I were indicated
in the Phase II preamble and corresponding regulations. The Phase I and
the Phase II rules, together, superceded
the 1995 final rule,9 which had been
applicable only to clinical laboratory
services. For a comprehensive analysis of
Stark II Phase II, see “Stark II – Phase II
– The Final Voyage”, The Health Lawyer,
Special Edition, April 2004.

On September 5, 2007, CMS issued
Phase III of the final regulations.10 Phase
III responds to comments on Phase II
and, thus, addresses the entire Stark
regulatory scheme. Phases I, II, and III
of the rulemaking are intended to be
read as a unified whole. CMS states that
except as otherwise noted, to the extent
that the preamble in Phase III uses
different language to describe a concept
that was addressed in Phase I or Phase
II, the intent is to expound on previous
discussions, not to change the scope or
meaning.11 For ease of reference, CMS
republished the entire Stark regulatory
text as a part of the Phase III final rule,
but omitting 42 C.F.R. §§ 411.370411.389 relating to advisory opinions.
The regulatory text also includes 42
C.F.R.12 §§ 411.357(v) and (w) (2006),
relating to exceptions for arrangements
involving donations of electronic
prescribing and electronic health
records technology. These two exceptions were published and finalized in
separate 2005 and 2006 rulemakings.13

Summary of Stark II,
Phase III Final Rule
This section will summarize the
major points contained in the Phase III
final rule. For the CMS summary set
forth in the preamble of the Phase III
final rule, see 72 Fed. Reg. 51070-51072
(2007). Further detail on some of the
significant aspects of Phase III will also
be set forth later in this article under the
heading “Stark II – the Complete Final
Regulatory Scheme.” Highlights of
Phase III are as follows:
• Safe harbor for fair market value is
eliminated. As part of Phase II, CMS
created a voluntary “safe harbor”
provision within the definition of “fair
market value” applicable to hourly
payments to physicians for their
personal services. Due to numerous
commenters’ concerns that the “safe
harbor” was impractical and infeasible, Phase III eliminates it. CMS
emphasized, however, that it will
continue to scrutinize the fair market
value of arrangements. Parties to a
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transaction may calculate fair market
value using any commercially reasonable methodology that is appropriate
under the circumstances and otherwise fits within the definition of fair
market value for purposes of Stark.14

services when dispensing DME,
including continuous positive airway
pressure equipment (“CPAP”). CMS
also notes that CPAP is DME that
does not qualify for the in-office ancillary services exception.17

• A physician in the group practice
must have a direct relationship with
the group and provide services in the
group’s facilities. CMS has modified
the definition of “physician in the
group practice” to make clear that an
independent contractor physician
must furnish patient care services for
the group practice under a direct
contractual arrangement with the
group, and not between the group
practice and other entity, such as a
staffing entity. CMS also reiterated its
position that an independent contractor physician is only considered a
“physician in the group practice”
when he or she is performing services
in the group’s facilities, and thus has a
true nexus with the group’s medical
practice. Last, CMS made clear that
the definition of “physician in the
group practice” clearly encompasses
only members (owners or employees)
and independent contractors, and not
other types of employment arrangements, such as staffing arrangements.15

• CMS makes changes to the group
practice definition making clear that
productivity bonuses can be based
directly on “incident to” services but
upon further reflection, CMS now
states that overall profit shares
cannot relate directly to “incident to”
services. Due to confusion expressed
by many commenters, in Phase III,
CMS revised the definition of “group
practice” to make clear that productivity bonuses can be based directly on
“incident to” services that are incidental to the physician’s personally
performed services, even if those
“incident to” services are otherwise
DHS referrals. For example, a physician can be paid a productivity bonus
based directly on physical therapy
services provided “incident to” his or
her services. However, the productivity bonus cannot be directly related to
any other DHS referrals, such as diagnostic tests. Further, although in
Phase II CMS stated that overall
profit shares could relate directly to
“incident to” services, upon further
reflection, CMS now states that its
previous interpretation is inconsistent
with the statutory language, which
includes “incident to” services only in
the context of productivity bonuses.
Accordingly, under Phase III, profits
must be allocated in a manner that
does not directly relate to DHS referrals, including any DHS billed as an
“incident to” service.18

• Definition of referral – CMS clarifies
the few, if any, situations in which a
physician would personally furnish
DME. In Phase I, CMS stated that
the definition of “referral” excludes
services personally performed by the
referring physician.16 In response to
several commenters requesting clarification of whether certain types of
services can be personally performed
by the referring physician eliminating
the need to meet a Stark exception,
CMS noted that there are few, if any,
situations in which a referring physician could personally furnish DME,
because doing so would require the
physician to be enrolled in Medicare
as a DME supplier and personally
perform all of the duties of a supplier.
CMS believes that it is highly unlikely
that a referring physician would meet
the criteria for personally performed
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• Physicians “stand in the shoes” of
their group practices. Phase III
includes new provisions addressing
compensation arrangements in which a
group practice (or other “physician
organization” as newly defined in Phase
III) is directly linked to the physician
in a chain of financial relationships
between the referring physician and a
DHS entity. For purposes of determining whether a physician has a direct or

indirect financial relationship with a
DHS entity to which the physician
refers, under Phase III, the physician
will “stand in the shoes” of his or her
physician organization. CMS is mindful of many existing arrangements
which have been properly structured
to comply with the indirect compensation arrangements exception and is
excepting existing indirect compensation arrangements that were entered
into prior to the publication date of
Phase III and that met the indirect
compensation arrangements exception
at the time of the Phase III publication date from this new so called
“stand in the shoes” doctrine. Such
exempted arrangements may continue
to use the indirect compensation
arrangement exception during the
original or current renewal term of
the agreement.19
• Physicians can have a security interest in equipment that was sold to a
hospital. CMS has revised the regulatory text defining what constitutes an
ownership interest for purposes of
Stark’s application to exclude a security interest held by a physician in
equipment sold by the physician to a
hospital and financed through a loan
from the physician to the hospital. In
the past, this security interest would
have created an ownership interest in
part of a hospital, and thus would have
been considered a prohibited financial
relationship. Under Phase III, this
security interest will be considered a
compensation arrangement between
the physician and the hospital.20
• In-office ancillary shared services
arrangements must be carefully
structured and operated to satisfy the
in-office ancillary services exception.
In response to commenters who
wanted further guidance on physicians
who provide DHS to their patients in
a shared space in the same building, in
Phase III, CMS states that physicians
sharing a DHS facility in the same
building must control the facility and
the staffing at the time the DHS is
furnished to the patient. As a practical matter, CMS points out that this

necessitates a block lease for the space
and equipment used to provide the
DHS. CMS also notes that common
per-use or per-click fee arrangements
are unlikely to satisfy the supervision
requirements of the in-office ancillary
services exception and may implicate
the anti-kickback statute. Further,
CMS opines that part-time, shared,
off-site facilities (such as “condo”
pathology laboratories) are readily
subject to abuse. CMS will be addressing this potential for abuse in a
separate rulemaking. In the meantime,
however, CMS cautions parties
involved in shared arrangements in
the same building and in off-site buildings that the arrangements must fully
comply with the in-office ancillary
services exception in operation, not
just on paper.21

rural area and that there is no other
person or entity available to furnish
the referred DHS in a timely manner,
at the patient’s residence, or within 25
miles of the patient’s residence. Phase
III modifies the exception to include
an alternative distance test based on
transportation time (45 minutes) from
the patient’s residence. This new alternative test requires a case-by-case
analysis of the conditions that exist at
the time of the referral (for example,
in the winter there may be snow
blocking access to roads). CMS recommends that physicians choosing to rely
upon this 45-minute alternative transportation test should maintain
documentation (e.g., Mapquest and
published weather reports) of the
information used for determining
transportation time.23

• Academic medical centers exception
clarified. Phase III revises language in
the academic medical exception to
clarify that the total compensation
from each academic medical center
component to a faculty physician
must be set in advance and not determined in a manner that takes into
account the volume or value of the
physician’s referrals or other business
generated by the referring physician
within the academic medical center.
Additionally, language was added to
the exception to provide that for
purposes of determining whether the
majority of physicians on the medical
staff of a hospital affiliated with an
academic medical center consists of
faculty members, the affiliated hospital must include or exclude all
individuals holding the same class of
privileges at the affiliated hospital.22

• Holdovers now permitted in personal
service arrangements. Phase III modifies the personal service arrangements
exception to include a provision which
permits a holdover personal service
arrangement (services provided after
the term of the contract expires) for up
to six months for personal service
arrangements that otherwise met the
requirements of the personal services
exception. This new holdover concept
is similar to the holdover provisions
permitted in the exceptions for office
space and equipment leases.24

• Intra-family rural referrals exception
modified to include an alternative
distance test. In Phase II of the rulemaking, CMS created a new exception
for certain referrals from a referring
physician to his or her immediate
family member or to a DHS entity
with which the physician’s immediate
family member has a financial relationship. In part, the exception
requires that the patient reside in a

• Physician recruitment exception
relaxed. The most drastic changes to
the Stark regulations contained in
Phase III are changes to the physician
recruitment exception. Phase III makes
a number of changes that relax the
exception. The physician recruitment
exception is designed to protect certain
remuneration that is provided by a
hospital to a physician as an inducement for the physician to relocate his
or her medical practice into the
“geographic area served by the hospital.” Several changes were made to the
exception as follows:
– Modifying the exception to allow
group practices to impose practice
restrictions if they do not “unreason-

ably restrict” the recruited physician’s
ability to practice in the “geographic
area served by the hospital.”
– Adding a special option rule for rural
hospitals in which the “geographic
area served by the hospital” may also
be the area composed of the lowest
number of contiguous zip codes from
which the hospital draws at least
90 percent of its inpatients. If the
hospital draws fewer than 90 percent
of its inpatients from all of the
contiguous zip codes from which it
draws inpatients, the “geographic
area served by the hospital” may
include noncontiguous zip codes.
– Adding a provision allowing groups
in a rural area or a health professional shortage area (“HPSA”) that
recruit a physician to replace a
retired, deceased, or relocated physician to either allocate the costs
attributed by the recruited physician
based upon (1) the actual additional
incremental costs or (2) the lower of
a per capita allocation or 20 percent
of the practice’s aggregate costs.
– Adding a provision that allows rural
hospitals to recruit physicians into
an area outside of the “geographic
area served by the hospital” if the
Secretary of the Department of
Health and Human Services
(“DHHS”) determines in an advisory
opinion that the area has a demonstrated need for the physician.
– Amending the recruitment exception to now apply to rural health
clinics in the same manner as it
applies to hospitals and federally
qualified health centers.
– Adding provisions exempting certain
physicians from the relocation
requirement. Recruited physicians
will be exempt from the relocation
requirement if they were employed
full time by a federal or state bureau
of prisons (or similar agency), the
Departments of Defense or Veterans
Affairs, or facilities of the Indian
Health Service. The new exemption
only applies if the physician did not
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maintain a separate private practice
in addition to the full-time employment. Physicians may also be
exempt from the relocation requirement if the Secretary of DHHS
deems in an advisory opinion that
the physician has not established a
medical practice.
In addition to the above modifications and amendments, CMS also
clarified that the provisions of the
recruitment exception that apply to
recruitment arrangements involving
physicians who join an existing practice
do not apply when the recruited physician is just co-locating or sharing space
with an existing practice and does not
join the practice.25
• Inadvertent excess nonmonetary
compensation can now be cured. In
Phase I of the rulemaking, CMS established an exception to protect
non-monetary compensation provided
to physicians up to $300 (adjusted
annually for inflation). Phase III makes
two substantive changes to the exception by: (1) allowing physicians to
repay certain excess nonmonetary
compensation within the same calendar year to preserve compliance with
the exception; and (2) allowing entities
without regard to the $300 dollar limit
to provide one medical staff appreciation function (such as a party) for the
entire medical staff per year. In order to
take advantage of the excess nonmonetary repay provision, the value of the
excess compensation cannot be more
than 50 percent of the annual limit and
the physician must return the excess
amount by the end of the calendar year
in which it was received or within 180
days after received, whichever is earlier.
Further, this new provision only applies
to situations in which the entity inadvertently provides excess nonmonetary
compensation to the physician.26
• Fair market value exception expanded
to cover compensation from a physician. Phase III amends the exception
for fair market value to permit application of the exception to arrangements
involving fair market value compensa-
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tion to physicians from DHS entities,
as well as to arrangements involving
fair market value compensation to
DHS entities from physicians. CMS
notes that the expansion of the fair
market value exception will require
parties to use the fair market value
exception rather than the payments by
a physician exception (which cannot
be used if another exception applies
and which CMS believes is less transparent) for payments by physicians
when payments by a physician to a
hospital are, for example, for equipment leases of less than one year. CMS
also notes that the fair market value
exception is not applicable to arrangements for the rental of office space.
Such office space arrangements must
be structured to meet the rental of
office space exception.27
• Compliance training exception
expanded. Phase III amends the
compliance training exception to
cover compliance training programs
that involve continuing medical
education (“CME”) credit so long as
the compliance training is the primary
purpose. CMS states that the revised
exception does not protect traditional
CME content under the guise of
compliance training.28
• Professional courtesy exception
revised to delete notification requirement. Phase III modifies the
professional courtesy exception by
deleting the requirement that an entity
notify an insurer when the professional
courtesy involves the whole or partial
reduction of any coinsurance obligation. Notwithstanding the deletion,
CMS does state that it believes it is a
prudent practice to provide such notification, and, in fact, insurers may
require such notification. Phase III also
modifies the exception to clarify that it
applies only to hospitals and other
providers with formal medical staffs
(but would include group practices),
and not to suppliers, such as laboratories or DME companies.29
• Retention payments in underserved
areas exception modified in several

respects. Phase III modifies the
exception for retention payments in
underserved areas in several respects,
including expanding the exception by
permitting certain retention payments
in the absence of a written recruitment
offer, by adding flexibility for retention
payments to physicians who serve
underserved areas and populations, and
by allowing rural health care clinics
to make retention payments. Among
other changes, Phase III makes the
following changes to the exception:
– Phase III revises the exception to
permit a hospital, rural health clinic,
or federally qualified health center to
offer assistance to a physician who
does not have a bona fide written
offer of recruitment or employment
if the physician certifies in writing
that he or she has a bona fide opportunity for future employment which
would require relocation of his or her
medical practice at least 25 miles to
a location outside of the geographic
area served by the hospital, rural
health clinic, or federally qualified
health center. In circumstances in
which the physician provides written
certification instead of a bona fide
written offer, the retention payment
may not exceed the lower of: (1) an
amount equal to 25 percent of
the physician’s annual income; or
(2) the reasonable costs the hospital
would otherwise have to expend to
recruit a new physician.
– Phase III further expands the
exception to permit retention
payments that otherwise satisfy the
requirements of the exception
when: (1) the physician’s current
medical practice is located in a rural
area, a HPSA, or an area or demonstrated need determined by the
Secretary of DHHS in an advisory
opinion; or (2) at least 75 percent
of the physician’s patients either
reside in medically underserved area
or are members of a medically
underserved population. The location of the hospital in a HPSA is
no longer a requirement under
the exception.30

concerns regarding certain healthcare
structures such as pathology pod labs
involving the shared use of equipment,
technologists, and pathologists
between physician practices and
pathology labs. CMS also believes that
certain diagnostic testing arrangements between physician practices and
diagnostic testing suppliers raise potential fraud and abuse concerns. In order
to address its concerns, CMS proposed
prohibiting physicians and practices
from marking up the outside supplier’s
net charge for the diagnostic test to
the Medicare program. Notably, this
anti-markup prohibition applies
regardless of whether the diagnostic
test is purchased outright from the
supplier or whether the practice is
billing Medicare pursuant to a reassignment from the supplier. The
proposed rule applies to both the
professional component and the technical component of the services. The
only exception to this anti-markup
rule is for full-time employees.32

Other Recent Proposed
Stark Developments on
the Horizon
Medicare 2008 Proposed Physician
Fee Schedule – Common Healthcare
Arrangements Under Attack
The September 5, 2007 Phase III
final rule comes out amid a flurry of
other current activity that could have a
significant impact on Stark. Throughout
the preamble of the Phase III rulemaking, CMS identifies certain issues for
further study and potential change in a
separate rulemaking process. CMS
proposed several amendments to the
Stark regulations in the 2008 Medicare
Proposed Physician Fee Schedule
(“MPPFS”), issued in July 2007.31 These
MPPFS proposals are separate from, and
in addition to, the revisions in the Phase
III final rule. These proposals are noteworthy in that they contain discussions
by CMS of its concern regarding many
common healthcare structures. If
adopted, the MPPFS proposals could be
effective as early as January 1, 2008.
The “Physician Self-Referral
Provisions” section of the MPPFS covers
changes to the reassignment rules and
anti-markup rule relating to diagnostic
tests, burden of proof, the in-office
ancillary services exception, obstetrical
malpractice insurance subsidies, per-click
payments in space and equipment leases,
non-compliant relationships, percentage
compensation arrangements, stand-inthe-shoes doctrine, alternative criteria for
satisfying certain exceptions and services
furnished “under arrangements.” The
MPPFS also covers proposals related to
independent diagnostic testing facilities
(“IDTF”), which may have a significant
impact on many common “in-office”
ancillary service arrangements with
physician practices. A few of the important features of the MPPFS proposals are
briefly summarized below. For specific
detail regarding the MPPFS proposals, see
72 Fed. Reg. 38179-38187 (2007).
• No Marking Up Purchased or
Reassigned Technical and Professional
Services. CMS has long expressed its

•

If finalized, this proposal will remove
virtually all economic incentives for
physician practices to bill Medicare for
the professional component of diagnostic tests not performed by full-time
employees of the practice (which is
commonly done through the use of the
Stark physician services exception).
Under the proposal, the practice will
not be able to recover from Medicare
the overhead practice expense of interpretations performed in the practices
facilities by part-time or independent
contractor physicians. Consequently,
for example, practices that currently
utilize part-time or independent
contractor radiologists for the interpretation of diagnostic imaging services
may decide to discontinue billing
Medicare for such interpretation
services or employ, if feasible, a radiologist on a full-time basis.

• Narrowing of the Stark In-Office
Ancillary Services Exception. The
in-office ancillary services exception is
arguably the single most important
exception to the Stark law, which
allows physicians to furnish ancillary

services (e.g., x-ray, lab, ultrasound,
physical therapy) in their practices. In
the proposed MPPFS, CMS expressed
its concern that this exception is
being inappropriately used for services
that are not closely connected to the
physician’s practice. Despite its
concerns, CMS declined to issue a
specific proposal, but is soliciting
comments as to whether the exception should be narrowed or limited to
some extent.33
• Limitations on Per-Click Leases for
Space and Equipment. Presently perclick lease payments are generally
permitted under the Stark law if the
per-click payment is fair market value.
In the proposal, CMS is now reconsidering its position stating that it
considers certain per-click payment
arrangements to be susceptible to
abuse. Thus, CMS has proposed to
prohibit the use of per click-lease
payments involving space and/or
equipment leases in those situations
where an entity owned by a physician
leases space and/or equipment to
another entity and the physician subsequently refers patients to that other
entity for services. For example, the
proposal would prohibit a cardiologist
from leasing a CT scanner to the
hospital on a per-click basis if that
cardiologist will be referring patients to
the hospital for cardiovascular CT
angiography services. CMS is also
considering whether it should prohibit
per-click payments by a physician to an
entity from which the physician leases
space or equipment if that entity refers
patients to the leasing physician.34
• Prohibition on Percentage Leases
with Referrals Sources. Many of the
current Stark regulatory exceptions
allow percentage compensation
arrangements, such as the space and
equipment lease exceptions, the
personal service exception and the fair
market value exception. CMS is now
proposing that percentage based
compensation can only be used when
paying for personally performed physician services and that the percentage
must be based on the revenues directly
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resulting from the physician services.
If finalized, this proposal would
prohibit many common compensation
arrangements involving the use of
percentage based rental and management fees.35
• “Under Arrangements” Under
Attack. Pursuant to the current Stark
regulations, an entity is not considered to be an entity “furnishing” DHS
(a “DHS entity”), for purposes of the
general prohibition, unless it is the
entity that is paid by Medicare for the
DHS.36 The current definition of DHS
entity permits certain joint venture
arrangements between hospitals and
referring physicians in which the
physicians are providing services to
the hospital “under arrangements.” In
the MPPFS, CMS expressed its
concerns with “under arrangements”
ventures between hospitals and physicians that appear to be designed to
enable the physician-investors to
profit from referrals to the hospital.
In addition, CMS agreed with
the Medicare Payment Advisory
Commission’s (“MedPac”) March 2005
report to Congress that physician
ownership of entities that provide
services and equipment to imaging
centers and other healthcare providers
creates inappropriate financial incentives. MedPac recommend that CMS
expand the definition of physician
ownership to include interest in an
entity that derives a substantial portion
of its revenue from a provider of DHS.
Although CMS concurs with MedPac’s
concerns, it did not adopt the MedPac
approach; instead, the CMS proposal
provides that the DHS entity is either
the entity that submits a claim to
Medicare for the DHS, or the entity
that performed the DHS. If CMS’
proposal were finalized, it would essentially bar referring physicians from
participating in joint ventures that
provide DHS services “under arrangements” to hospitals or other providers.
Given that hospital-physician “under
arrangements” joint ventures are
commonplace, this proposal would
require the restructuring of a significant
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number of arrangements that comply
with current law.37
• Stand in the Shoes. In the MPPFS,
CMS proposed to collapse the indirect
financial relationship concept when a
DHS entity owns or controls another
entity with which a physician has a
financial arrangement. Under the
doctrine, the physician would be
deemed to have the same financial
relationship with the DHS entity as
he or she has with the controlled or
owned DHS entity.38
• Ownership or Investment in
Retirement Plans. Current Stark
regulations provide that a physician
does not have an ownership or investment interest in an entity that
furnishes DHS solely by having an
interest in that entity’s retirement
plan. CMS learned that physicians are
attempting to abuse this exception by
using their retirement plans to
purchase entities that provide DHS
and to which the physician refers
patients. For example, a group of
physicians participates in a retirement
plan and that plan invests its funds by
purchasing an MRI center. The physicians will then refer their patients to
the MRI center without violating
Stark because they claim they have an
investment in the retirement plan, not
the MRI center. In an attempt to close
this loophole, in the MPPFS, CMS
proposed to apply the ownership
or investment exception only to
investment interests in legitimate
employer-sponsored retirement plans.39
• Independent Diagnostic Testing
Facility (“IDTF”) Issues. In a related
matter, the MPPFS also provided some
significant proposed revisions, additions, and clarifications to the existing
IDTF performance standards. Of
significant importance is CMS’
controversial standard that would
significantly impact block leasing and
other shared imaging arrangements
involving IDTFs. This new standard
would prohibit a fixed site IDTF from
sharing space, equipment, or staff, or
from subleasing its operations to

another individual or organization. If
this proposal were adopted, it would
eliminate the ability of an IDTF to
enter into any type of sublease
arrangement with a physician practice,
hospital, or other individual or entity.
IDTFs already involved in sharing
arrangements would need to have
them reviewed and restructured.40
• Other Miscellaneous Issues. Other
sections relating to Stark issues
contained in the MPPFS include:
period of disallowance for noncompliant financial relationships; obstetrical
malpractice insurance subsidies;
burden of proof; and alternative criteria for satisfying certain exceptions.41
•

The recent MPPFS proposals reflect
CMS’ intent to close what it perceives
as current regulatory loopholes by
essentially prohibiting or restricting
many common and currently legal
health care arrangements. If finalized,
these proposals will require the
restructuring or unwinding of many
existing arrangements.
The Stark Whole Hospital Exception
Under Attack

In addition to the MPPFS proposals, on August 1, 2007 the U.S. House
of Representatives passed a bill which
would have a significant impact on the
permissible legal structures of physicianowned hospitals.42 The bill is contained
in the Children’s Health and Medicare
Protection Act of 2007 which would
expand the State Children’s Health
Program (“SCHIP”). The House-passed
bill would amend the Stark whole hospital exception as follows:
• Eliminate the whole hospital exception so that physicians cannot
self-refer to hospitals (not just
specialty hospitals);
• Grandfather hospitals that were in
operation with Medicare provider
agreements as of July 24, 2007;
• Require grandfathered hospitals to
meet certain standards within 18
months, as follows:

– Prevent growth (e.g., no new rooms
or beds);
– Require disclosure of ownership;
– Limit physician ownership to an
aggregate of 40% and no more than
2% individually;
– Disclose to patients if the hospital
fails to have 24-hour physician
coverage.
At the time of publication, the
proposed amendments to the whole
hospital exception face uncertainty
because they are not included in the
Senate version of the SCHIP bill and
the President is threatening to veto the
legislation.43
Mandated Disclosure of Investment
and Compensation Relationships
CMS has also recently announced
its intention to mandate Medicareparticipating hospitals to report to CMS
details of their financial relationships
with their referring physicians. This
mandate emanates from Section 506 of
the Deficit Reduction Act (“DRA”),
enacted on February 8, 2006, which
directed the Secretary of DHHS to
develop a plan to address certain issues
relating to physician investment in
specialty hospitals. In August 2006,
DHHS stated it would require all hospitals to provide information to CMS on a
periodic basis concerning their investment and compensation relationships
with physicians pursuant to the Stark
regulations at 42 C.F.R. § 411.361.44
Commencing September 2007,
CMS has initially selected 500 hospitals
that will be required to report financial
information. CMS can request, among
other information, the name and unique
physician identification number (“UPIN”)
or national provider identifier (“NPI”) of
each physician (and any immediate
family member) with a reportable financial relationship, the covered services
furnished by the entity, and the nature of
the financial relationship.45 Reportable
financial relationships include any
ownership or investment interest, as
defined at Section 411.354 (b) (2006), or

any compensation arrangements, as
defined at Section 411.354 (c) (2006),
excluding ownership or investment interests in publicly traded securities and
mutual funds. 46 Hospitals that fail to
timely report are subject to civil monetary penalties of up to $10,000 for each
day beyond the deadline.47

Stark II – The Complete
Final Regulatory Scheme
The remainder of this article will set
forth the complete Stark II final regulatory scheme as finalized by Phase III. The
Stark regulatory text has been republished
in its entirety (except for provisions
related to advisory opinions) in the Phase
III rulemaking.48 The Stark regulatory
scheme consists of: (1) the scope
(411.350); (2) definitions (411.351);
(3) the group practice definition and
special rules for compensation (411.352);
(4) the general prohibition and limitation
on billing (411.353); (5) financial relationships – direct and indirect ownership
and compensation arrangements
(411.354); (6) exceptions applicable
to both ownership/investment and
compensation arrangements (411.355);
(7) exceptions applicable only to ownership or investment interests (411.356);
(8) exceptions applicable only to
compensation arrangements (411.357);
and (9) reporting requirements (411.361).
As a starting point, the Stark law
prohibits a physician from making a
referral for certain designated health
services (DHS) payable by Medicare to
an entity with which the physician (or
an immediate family member) has a
financial relationship (ownership or
compensation), unless an exception
applies. The Stark law also prohibits the
entity from filing claims with Medicare
(or billing another individual, entity or
third party payer) for those referred
services. The Stark law establishes a
number of specific exceptions and grants
the Secretary the authority to create
regulatory exceptions for financial relationships that pose no risk of abuse.
Penalties for violating Stark are severe
and include denial of payment, refund

of payment, and imposition of civil
monetary penalties.49
Scope of Regulations –
Section 411.350
The Stark regulations do not
supercede Medicare payment and billing
rules and policies. They do, however,
affect the application of these Medicare
rules and policies. The Stark regulations
now make clear that nothing in the
Stark rules alters a party’s obligation to
comply with: (1) the reassignment rules;
(2) the rules regarding purchased diagnostic tests; (3) the rules regarding
payment for “incident to” services and
supplies; or (4) any other applicable
Medicare law, rule, or regulation.50
This recent amendment to the scope
of the Stark regulations comes at a time
of apparent confusion in the healthcare
community regarding the interplay
between Stark and other Medicare rules
and regulations. For example, following
the recent amendment to the Medicare
reassignment rules, an independent
contractor physician may reassign his
right to bill Medicare to an entity, regardless of whether he or she was on or off the
premises of that entity.51 But, if that independent contractor physician reassigns
his or her right to payment, for example,
to a group practice with which he or she
has a financial relationship, the Stark
regulations must also be satisfied, which
require that the independent contractor
physician perform the services on site in
the group’s facilities.52
Definitions – 411.351
The definition section of the Stark
regulations contains numerous definitions, and unless the context indicates
otherwise, the meanings set forth in
Section 411.351 apply. This section will
highlight some of the significant definitions that trigger application of the
Stark self-referral ban but it does not
address all of the definitions. For a
comprehensive listing, please see 42
C.F.R. § 411.351.
Physician. For purposes of Stark’s
application, physician means a doctor of
medicine or osteopathy, a doctor of
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dental surgery or dental medicine, a
doctor of podiatric medicine, a doctor of
optometry, or a chiropractor.53
Immediate Family Member. The
Stark self-referral prohibition states that
if a physician or immediate family member
has a financial relationship with an
entity, the physician cannot refer a
Medicare patient to that entity for DHS
unless an exception applies. Section
411.351 sets forth the wide-ranging list
of individuals that qualify as a physician’s immediate family member. These
individuals include: husband or wife;
birth or adoptive parent, child, or
sibling; stepparent; stepchild, stepbrother, or stepsister; father-in-law,
mother-in-law, son-in-law, daughter-inlaw, brother-in-law, or sister-in-law;
grandparent or grandchild; and spouse of
a grandparent or grandchild.54
Referral. In order to trigger the
Stark physician self-referral ban, there
must be a physician referral of DHS. A
referral is defined as a request by a physician for an item or service for which
payment may be made under Medicare
Part B, including a request for a consultation and any DHS ordered or
performed by the consulting physician
or under the supervision of the consulting physician, and the request or
establishment of a plan of care by a
physician that includes the furnishing of
DHS. There are certain carved out
exceptions from the definition of referral
for pathologists, radiologists, and radiation oncologists pursuant to a
consultation requested by another physician. 55 In Phase III, CMS rejected a
commenter’s request to expand the
consultation exception to anesthesiologists, noting that the statutory exception
is limited to pathologists, radiologists,
and radiation oncologists who meet
certain criteria.56
Phase I of the rulemaking excluded
from the definition of referral services
personally performed by the referring
physician. However, the definition
includes services provided by a physician’s
employees, co-workers, or independent
contractors.57 After consideration of this
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issue, in Phase II CMS adhered to its
original determination that “incident to”
services, as well as services performed by
the physician’s employees, are referrals
within the meaning of the Stark law.58 In
Phase III, CMS stated that it is possible
for a physician to order and personally
furnish antigens to a patient and to order
a refill for, and personally refill an
implantable pump. In these circumstances, the services are personally
performed so there is no referral, and no
Stark exception would be needed. CMS
did state, however, that there are few,
if any, situations in which a referring
physician could personally furnish DME,
because doing so would require the
physician to be enrolled in Medicare as a
DME supplier and personally perform all
of the duties of a supplier.59
DHS. The Stark II law lists eleven
categories of DHS covered by the selfreferral prohibition. 60 Phase I of the
rulemaking defined certain categories of
DHS by reference to CPT and HCPCS
codes. 61 These categories include:
(1) clinical laboratory services; (2) physical therapy services; (3) occupational
therapy and speech pathology services;
(4) radiology and certain other imaging
services; and (5) radiation therapy
services and supplies.62 The list of codes is
updated on an annual basis in the physician fee schedule final rule.63 CMS also
maintains the list on its website at
www.cms.hhs.gov. Additionally, Phase I
defined the remaining DHS categories in
regulatory descriptions, but not by codes.
These categories include: (1) durable
medical equipment; (2) parenteral and
enteral nutrients, equipment, and
supplies; (3) prosthetics, orthotics, and
prosthetic devices; (4) home health
services and supplies; (5) outpatient
prescription drugs; and (6) inpatient and
outpatient hospital services.64
Although in the 2004 Phase II rule
CMS declined to include nuclear medicine as DHS (as part of the categories
“radiology imaging services” and “radiation therapy supplies”), nuclear medicine
became DHS effective January 1, 2007.65

Phase I defined outpatient prescription drugs as “all prescription drugs
covered by Medicare Part B.”66 In Phase
II, however, in light of the expanded
coverage of outpatient prescription drugs
pursuant to section 101 of the Medicare
Prescription Drug, Improvement, and
Modernization Act (“MMA”),67 CMS
stated that it would revisit the definition
of outpatient prescription drugs in a
future rulemaking.68 The definition of
outpatient prescription drugs now
includes all drugs covered by Medicare
Part B or Part D.69
Entity Furnishing DHS. In general,
under the Phase II regulatory text, a
person or entity was considered to be
furnishing DHS if CMS made payment to
that person or entity, either directly or
upon assignment, or reassignment. 70
Phase III made no substantive changes to
the definition of entity; however, the
2008 MPPFS contains a proposal that
would change the definition of entity, as
currently set forth in Section 411.351, to
also cover the person or entity that
either provides the DHS or “causes a
claim to be presented” for DHS.71
If adopted, this proposal would
force the restructuring of many existing
joint venture arrangements between
hospitals and referring physicians in
which the physicians are providing
services to the hospital “under arrangements.” Additionally, in the Phase III
preamble, CMS sets forth excerpts from
MedPac’s March 2005 report to
Congress that provides that physician
ownership of entities that supply
services and equipment to imaging
centers and other healthcare providers
creates inappropriate financial incentives. MedPac recommends that CMS
expand the definition of physician
ownership to include interest in an
entity that derives a substantial portion
of its revenue from a provider of DHS.
In Phase III, CMS notes that any
changes to the definition of entity or
otherwise to address these concerns will
be made in a separate rulemaking. CMS
notes that these relationships are still
subject to the Stark rules on indirect
compensation arrangements and appear

highly suspect under the anti-kickback
statute.72
Physician Organization. Phase III
of the final rulemaking added a definition in Section 411.351 for physician
organization. Physician organization means
a physician (including a professional
corporation of which the physician is the
sole owner), a physician practice, or a
group practice that complies with the
group practice definition in Section
411.352. This new definition is used in
defining direct compensation arrangements in Section 411.354 under the new
“stand in the shoes” doctrine, which is
set forth in further detail in the discussions regarding Section 411.354 below.
Miscellaneous Definitions. Phase
III of the final rulemaking also added
definitions in Section 411.351 for
downstream contractor and rural area.
Additionally, Phase III eliminated the
fair market value safe harbor for physicians’ personal services that was
formerly included in the definition of
fair market value.73
Group Practice Definition
and Special Rules on
Compensation – 411.352
Although the group practice definition contained in 42 C.F.R. § 411.352 is
not an exception to the self-referral
prohibition in and of itself, it has significant meaning to any group of physicians
that want to take advantage of the inoffice ancillary services and physician
services exceptions. The Stark law also
affords group practices more flexibility in
compensating physicians (i.e., only
group practice physicians may be
compensated in a manner that takes
into account services furnished “incident to” a physician’s personally
performed services). Phase I of the final
rulemaking addressed the requirements
for qualification as a group practice. 74
Phase II made minor changes to the
definition, such as establishing a new
grace period for start-up groups, clarifying the single entity test and the two or
more physicians test, and softening the
unified business test.75

In order to qualify as a group practice, the group must: (1) be a single legal
entity; (2) have at least two members
(employees or owners); (3) provide the
full range of patient care services; (4) with
certain exceptions, ensure that members
provide at least 75% of their patient care
services through the group; (5) have
predetermined methods for distribution of
expenses and income; (6) be a unified
business; (7) not allow members to
directly or indirectly receive compensation based on volume or value of referrals
(except as provided in the special rules for
compensation); and (8) have its members
conduct no less than 75% of the physician-patient encounters.76
The group practice definition also
contains special rules for productivity
bonuses and profit shares which are
applicable to all physicians in a group
practice (employees, owners, and independent contractors).77 These special
rules allow group practices to pay a physician in the group a share of overall profits
of the group provided the share is not
determined in any manner that directly
relates to the volume or value of referrals
of DHS by the physician. A group practice
may also pay a physician in the group
practice a productivity bonus based on
services that the physician has personally
performed or services “incident to” such
personally performed services.78 In Phase
III, CMS revised the definition of group
practice to make clear that productivity
bonuses can be based directly on “incident to” services that are incidental to the
physician’s personally performed services,
even if those “incident to” services are
otherwise DHS referrals. Further, CMS
now says that profits must be allocated in
a manner that does not directly relate to
DHS referrals, including any DHS billed
as an “incident to” service.79
Prohibition of Certain
Referrals and Limitations
on Billing – 411.353
The basic prohibition on physician
self-referral under the Stark law is set
forth in Section 411.353 of the regulations. Because of the severe sanctions
that can result from inadvertent viola-

tions of the self-referral prohibition,
Section 411.353 contains an exception
for certain arrangements that involve
temporary non-compliance. The temporary non-compliance exception can only
be used once every three years with
respect to the same referring physician
and is not applicable to certain exceptions (nonmonetary compensation and
medical staff incidental benefits).80
Section 411.353 also contains an
exception, which allows payment to
certain entities, despite a prohibited
referral, if the entity did not have actual
knowledge of, and did not act in reckless
disregard or deliberate ignorance of, the
identity of the physician who made the
referral of the DHS to the entity.81
In Phase III, commenters requested
clarification regarding how long a DHS
entity would be precluded from submitting claims for DHS referred by a
physician pursuant to a prohibited referral. CMS noted that the Stark law does
not provide an explicit limitation on the
billing and claims submission prohibition
and that CMS would address the issue in
another rulemaking. This is consistent
with CMS commentary in the MPPFS in
which CMS introduced a concept for a
new “alternative method of compliance
provision” which might address certain
arrangements that fail to meet certain
exceptions because of innocent technical
violations. This new concept would complement the temporary non-compliance
exception at Section 411.353(f), not
replace it.82 In the MPPFS, CMS also
solicited comments on how long a
non-compliant financial relationship
should taint physician referrals.
Specifically, CMS solicited public
comment on how to establish a “period
of disallowance” during which referrals
to an entity are considered tainted and
the receiving entity cannot bill for the
services furnished pursuant to such
tainted referrals.83
Financial Relationship,
Compensation, and Ownership or
Investment Interest – 411.354
Section 411.354 defines the
universe of financial arrangements that
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are subject to the Stark self-referral
prohibition. The existence of a financial
relationship between the referring physician (or an immediate family member)
and the entity furnishing DHS is one of
the factual predicates triggering application of Stark. Financial relationships are
defined to include direct and indirect
ownership and investment interests,
and direct and indirect compensation
arrangements between referring physicians and DHS entities.84 In addition to
defining financial arrangements, Section
411.354 also sets forth specific rules
governing aspects of compensation
arrangements such as the special rules for
when compensation is “set in advance”,
and whether time-based or unit-based
compensation methodologies take into
account the “volume or value” of referrals or “other business generated between
the parties.”85
Direct Relationships –
“Stand in the Shoes” Doctrine
In Phase II of the rulemaking, the
definition of referring physician was
modified to clarify that a referring physician may be treated as “standing in the
shoes” of his wholly owned professional
corporation. 86 This clarification was
made in response to commenters who
noted that the fact that a physician
practices through a wholly owned PC
should not convert a direct financial
relationship with a DHS entity into an
indirect relationship.87
Although in Phase II CMS made
clear the modification did not apply in
the group practice context, Phase III
amends Section 411.354 (c) to add a
“stand in the shoes” provision under
which referring physicians will be
treated as “standing in the shoes” of
their group practices (and other physician organizations). 88 Under the
regulations as finalized by Phase III, for
purposes of determining whether a
physician has a direct or indirect financial relationship with a DHS entity to
which the physician refers, the physician will “stand in the shoes” of his or
her physician organization. Parties must
now analyze the arrangement between a
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DHS entity and a group practice (e.g.,
lease of office space) under the various
direct compensation arrangements
exceptions, without using the indirect
compensation arrangements definition
or exception.89 Certain arrangements
which were properly structured to
comply with the indirect compensation
arrangements exception are exempt from
the new “stand in the shoes doctrine”
and may continue to use the indirect
compensation arrangement exception
during the original or current renewal
term of the agreement. After that, the
relationship will need to meet a direct
exception.90
Indirect Compensation Relationships
Phase I of the rulemaking established a three-part test that defines
the universe of indirect compensation
arrangements that may potentially trigger disallowance of claims and penalties.
Phase I also created an exception for the
subset of indirect compensation arrangements that will not trigger disallowances
or penalties.91 If an arrangement meets
the indirect compensation definitional
three-part test, it must comply with the
requirements of the indirect compensation arrangements exception at Section
411.357(p) if the physician refers DHS
to the entity.
Ownership
As with compensation relationships, the definition of ownership or
investment interests also includes indirect ownership or investment interests.
Unlike indirect compensation relationships, however, there is no corresponding
indirect ownership or investment exception. Instead, indirect ownership or
investment interests must be structured
to comply with an exception applicable
to ownership (exceptions contained in
411.355 or 411.356). The definition of
indirect ownership or investment interests does incorporate a knowledge
element that should, in most circumstances, sufficiently limit the universe of
prohibited interests so that many remote
interests may not trigger the self-referral
prohibition.92

Under Phase III, a security interest
held by a physician in equipment sold
by the physician to a hospital and
financed through a loan from the physician to the hospital will be considered a
compensation arrangement between the
physician and the hospital, not an
ownership interest.93
There is also a pending proposal in
the MPPFS which could amend Section
411.354(b) with respect to the current
carve-out from the definition of ownership or investment interest relating to
retirement plans. If finalized, the proposal
would limit the carve-out in the ownership definition only to investment
interests in legitimate employer-sponsored
retirement plans.94
Special Rules on Compensation –
“Set in Advance”
Section 411.354 (d) sets forth
special rules that are applicable only to
compensation such as the “set in
advance” standard, and the “volume or
value of referrals” and “other business
generated between the parties” standards in connection with unit-based
compensation.95
There are many Stark exceptions
(e.g., the personal services exception,
and the fair market value exception)
that require that compensation be “set
in advance.” The “set in advance” standard requires that the compensation
formula, but not the aggregate amount
of compensation, be established at the
inception of the arrangement. In the
Phase I rulemaking, CMS interpreted
the standard to prohibit most percentage compensation arrangements. 96 In
Phase II, CMS reversed its earlier position deleting language that would
exclude percentage based compensation
formulas from meeting the “set in
advance” standard.97 Although Phase
III does not modify the “set in advance”
standard, CMS has proposed modifications to the standard in the MPPFS.
The proposal would amend the standard
to specifically limit the use of percentage based compensation arrangements
to only those that directly result from
personally performed physician services.98

General Exceptions to the
Referral Prohibition Applicable
to Both Ownership/Investment
and Compensation – 411.355
Section 411.355 sets forth various
exceptions which are applicable to both
ownership/investment financial relationships and compensation relationships.
The exceptions listed in Section 411.355
include the: (a) physician services exception; (b) in-office ancillary services
exception; (c) services furnished by an
organization to enrollees exception;
(d) reserved; (e) academic medical
centers exception; (f) implants furnished
in an Ambulatory Surgical Center
(“ASC”) exception; (g) Erythropoietin
(“EPO”) and other dialysis-related drugs
exception; (h) preventative screening
tests, immunizations, and vaccines
exception; (i) eyeglasses and contact
lenses following cataract surgery exception; and (j) intra-family rural referrals
exception. This section of the article will
focus on some of the more commonly
used exceptions contained in Section
411.355. For specific details regarding
each exception, see 42 C.F.R. § 411.355.
Physician Services Exception –
411.355(a)
The physician services exception
enables group practices to make referrals
within their group practices for physician
services that are DHS (e.g., the professional component of radiology services,
or professional pathology services) and
that are performed or supervised by
either a member (employee or owner) of
the group practice or by a physician in the
group practice (independent contractor).
A physician in the group practice is only
considered to be in the group when he or
she is performing services in the group
practice’s facilities. For purposes of this
exception, professional DHS services
that are performed by a member of the
group practice may be provided on or
off-site but professional services of an
independent contractor physician must
be performed in the group practice’s
facilities. Therefore, the exception is not
applicable to services provided by independent contractor physicians in off-site

locations that are not considered the
group’s facilities. For example, a group of
orthopedic physicians that contract with
an independent radiologist to perform
the interpretation and reporting of imaging services provided by the group would
be precluded from relying upon the
physician services exception if the independent contractor radiologist performed
the professional services off-site at a
remote location.99
In Phase III, CMS notes that it
continues to study the issue of independent contractor pathologists who
perform services for group practices in
off-site “pod labs” that are presumably
able to meet the requirement of providing the services in the group practice’s
facilities.100 Of particular relevance to
this issue, however, is the commentary
and proposals set forth in the MPPFS
which would prohibit a physician (or
group) from marking up the professional
component of services (including imaging and pathology services) unless the
physician were a full-time employee.101 If
this proposal were finalized, it would
significantly diminish the importance of
the “on-site” requirement of the physician services exception in that groups
would not be permitted to mark-up
charges for professional services provided
by contractors (physicians in the group)
under any circumstances, even if the
services were provided on-site.
In-Office Ancillary Services
Exception – 411.355(b)
The in-office ancillary services
exception has arguably been the single
most important exception in the Stark
law. This exception prompted numerous
comments in response to the 1998 Stark
II proposed rule as well as several
comments in response to Phases I and II
of the rulemaking. The exception is
designed to protect the in-office provision of certain DHS that are genuinely
ancillary to the medical services
provided by the practice. The in-office
ancillary exception exempts services
personally provided by the referring
physician, a physician who is a member
of the same group practice as the refer-

ring physician, an individual that is
supervised by the referring physician, or
if the referring physician is in a group
practice, by another physician in the
group practice, provided that the supervision complies with all of the Medicare
payment and coverage rules for the
services. In addition, the exception
contains a location and a billing requirement. The in-office ancillary services
exception covers nearly all DHS except
DME (other than a few carve outs for
certain types of infusion pumps, blood
glucose monitors, and certain other
devices that provide assistance to
patients leaving the physician’s office),
and parenteral and enteral nutrients,
equipment, and supplies.102
The significant changes made in
Phase II of the regulations focused on the
“same building” test contained in the
location requirement.103 In Phase II of the
regulations, CMS developed three new
alternative “same building” tests that
replaced the Phase I three-part test in its
entirety. Only one of the three tests must
be satisfied to meet the “same building”
requirement and all three tests are available to both solo practitioners and group
practice physicians.104 Under all three
tests, referring physicians or group practices must have offices in the building
that are normally open to their patients a
requisite number of hours per week. All
three tests also require that the physician
regularly practices medicine and furnishes
physician services for a minimum number
of hours per week in that office (unfilled
appointments, cancellations, and occasional gaps are permitted).
Phase III of the final rulemaking did
not make any substantive changes to the
in-office ancillary services exception,
but, based upon statements made in the
preamble commentary and in the
MPPFS, it is clear that CMS is studying
issues regarding this exception further
and is considering narrowing the exception in some manner.105 In Phase III,
CMS notes that it is considering
whether certain types of arrangements,
such as those involving in-office pathology labs and sophisticated imaging
equipment, should continue to be eligi-
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ble for protection under the in-office
ancillary services exception.106
Academic Medical Centers
Exception – 411.355(e)
Recognizing that academic medical
centers (“AMCs”) often involve multiple
affiliated entities that may make qualifying for an exception difficult, Phase I of
the rulemaking created an exception for
AMCs. The exception was created to
protect payments to referring physician
faculty of AMCs that meet certain conditions.107 In an effort to address concerns
with the AMC exception expressed by
commenters in response to Phase I, Phase
II made many revisions and clarifications
to the AMC exception in order to make
it easier to qualify for the exception.108
For example, the definition of academic
medical center was expanded to allow
hospitals or health systems that sponsor
four or more medical education programs
to qualify as a component of an academic
medical center.109
Additionally, Phase II modified the
exception to reflect that an AMC may
have more than one affiliated faculty
practice plan and that faculty practice
plans can be affiliated with the teaching
hospital, the medical school or the
accredited academic hospital. 110 In
response to Phase I, commenters also
asked for clarification with respect to
what constitutes “substantial academic
or substantial clinical teaching services”
for purposes of the referring physician’s
services. To provide clarity, Phase II
added a safe harbor provision deeming
any referring physician who spends at
least 20 percent of his or her professional
time or, in the alternative, eight hours
per week providing academic services or
clinical teaching services (or a combination), as fulfilling the requirement.111
Phase II also added flexibility to the
AMC exception by modifying the regulations to cover research money used for
teaching, a core AMC function.112
The Phase III final rule adopts the
Phase II rule with some minor clarifications.113 Phase III revises language in the
academic medical exception to clarify
that the total compensation from each
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academic medical center component to
a faculty physician must be set in
advance and not determined in a
manner that takes into account the
volume or value of the physician’s referrals or other business generated by the
referring physician within the academic
medical center.114 Additionally, language
was added to the exception to provide
that for purposes of determining
whether the majority of physicians on
the medical staff of a hospital affiliated
with an academic medical center
consists of faculty members, the affiliated hospital must include or exclude all
individuals holding the same class of
privileges at the affiliated hospital.115
In Phase III, CMS also clarifies that
nothing in the exception prohibits
AMCs from compensating faculty
members for the provision of indigent
care or community care, provided that
the funds do not derive from research
funding; the total compensation paid to
the referring physician is fair market
value and satisfies the other requirements
in Section 411.355(e)(1)(iii)(C); and
the physician also performs the requisite
clinical teaching or academic services
under Section 411.355(e)(1)(i)(D).116
In Phase III, CMS also reminds
commenters that the AMC exception is
designed to supplement, not replace,
other exceptions, such as the bona fide
employment exception or the personal
service arrangements exception.117 CMS
further states that the definition and
exception for indirect compensation
arrangements are potentially applicable
to arrangements involving AMCs and
physicians.118
Implants Furnished by an Ambulatory
Surgery Center (ASC) – 411.355(f)
In Phase I, CMS created an exception for implants furnished in an
ASC.119 The exception is intended to
allow physician owners of ASCs to order
and perform surgeries that implant
DME, prosthetics, or prosthetic devices.
The exception was created because
many implantable items are DHS, but
are not bundled into the ASC composite rate. Without the exception there

would be no applicable ownership
exception for many physician owners of
ASCs who order and perform such surgeries (physician owners of rural ASCs
could potentially qualify for the rural
provider exception). Phases II and III
did not make any changes to this exception, however, in Phase III, CMS makes
clear that the exception does not apply
if the physician submits the claim for
the device, as Medicare payment rules
require the ASC to bill for the item.120
Intra-family Rural Referrals –
411.355(j)
In Phase II, CMS created a new
limited exception for certain referrals
from a referring physician to a DHS
entity with which his or her immediate
family member has a financial relationship, if the patient being referred resides
in a rural area and there is no DHS
entity available in a timely manner in
light of the patient’s condition to
furnish the DHS to the patient in his or
her home (for DHS furnished to
patients in their homes such as home
health services or certain DME) or
within 25 miles of the patient’s home
(for DHS furnished outside of the
patient’s home).121 Phase III modifies
the exception to include an alternative
distance test which is based on transportation time (45 minutes), not miles,
from the patient’s home.122
Exceptions to the Referral
Prohibition Applicable to
Ownership or Investment
Interests – 411.356
Section 411.356 of the regulations
sets forth various exceptions that are
applicable only to ownership or investment interests. These exceptions cannot
be used to protect a compensation
arrangement. The exceptions listed in
Section 411.356 include the: (a) publiclytraded securities exception; (b) mutual
funds exception; and (c) specific providers
exception (rural provider exception,
hospitals located in Puerto Rico exception, and the whole hospital exception).
This section of the article will focus on
some of the exceptions contained in
Section 411.356. For specific details

regarding a particular ownership or
investment exception, see 42 C.F.R. §
411.356.
Publicly Traded Securities and
Mutual Funds – 411.356(a) and (b)
The Stark law permits referring
physicians to have an ownership in
certain publicly traded securities and
mutual funds. 123 The purpose of the
publicly traded securities exception is to
allow physicians or family members to
acquire stock in large companies if the
transaction does not particularly favor
the physicians over other purchasers of
stock.124 Investment securities include
shares or bonds, debentures, notes, or
other debt instruments.125 The Stark law
also permits ownership of investments
in mutual funds with total assets exceeding $75 million at the end of the most
recent fiscal year or the average of the
last three fiscal years.126
Phase II clarified that securities
acquired by a referring physician (or an
immediate family member) prior to a
public offering will fit into the exception
if they are available to the public at the
time of any DHS referral.127 Phase II also
modified the definition of ownership and
investment interest to reflect that stock
options and convertible securities will be
treated as compensation, rather than
ownership, if they are received as
compensation for services and will
remain compensation until the time that
they are exercised, at which time they
convert to an ownership or investment
interest. 128 CMS did not make any
changes to Section 411.356(a) (2006) or
Section 411.356(b) (2006) in the Phase
III rulemaking.
Specific Provider – Rural Provider –
411.356(c)(1)
With respect to DHS furnished in
rural areas, the Stark law permits referring physicians to have ownership or
investment interests in providers that
furnish DHS in a rural area, if substantially all of the DHS are furnished to
individuals residing in the rural area.129
For an 18-month period, which began
on December 8, 2003, pursuant to

Section 507 of the Medicare Prescription
Drug, Improvement, and Modernization
Act (“MMA”), 130 the rural provider
exception was not applicable to specialty
hospitals. The moratorium expired in
June 2005.
Phase II of the regulations adopted
the 1998 proposed rule that defined
a “rural provider” as an entity that
furnishes at least 75 percent of its total
DHS to residents of a rural area.131 The
proposed regulations defined a rural area
as an area that is not an urban area as
defined in Section 412.62(f)(1)(ii).
Phase II adopted this definition and for
ease of reference, Phase III added the
term rural area to the definitions section
of the regulations in Section 411.351. In
Phase III, in response to a commenter,
CMS notes that a physician who invests
in a rural provider takes the risk that the
area could later be reclassified as an urban
area.132 As a practical matter, if this were
to happen, the physician would have to
divest his ownership or stop referring.
Specific Provider – Whole Hospital –
411.356(c)(3)
With respect to DHS provided by a
hospital, an ownership or investment
interest in a hospital is not a financial
relationship within the meaning of the
Stark law if the referring physician is
authorized to perform services at the
hospital. This exception, however, is
strictly limited to ownership in the
whole hospital, not merely a subdivision
or part of the hospital.133 As with the
rural provider exception, the MMA 18month moratorium on specialty
hospitals was also incorporated into the
whole hospital regulatory exception in
Phase II of the rulemaking.134
In Phase II of the rulemaking,
CMS adopted the 1998 proposed rule
which interpreted the requirement that
DHS be “provided by the hospital” to
mean that the services had to be
provided at the hospital and not by
another hospital-owned entity, such as a
skilled nursing facility or home health
agency.135 Phase III did not change the
whole hospital exception contained in
42 C.F.R. § 411.356(c)(3).

Although Phase III did not make
any changes to the whole hospital
exception, if the whole hospital exception is amended as proposed by the U.S
Representatives in Section 651 of the
C h i l d r e n ’s H e a l t h a n d M e d i c a r e
Protection Act of 2007, opportunity for
physician investment in hospitals would
be limited and existing hospital investments would need to be reviewed to
determine compliance with the new
grandfathering criteria as set forth previously in this article.
Exceptions to the Referral
Prohibition Applicable to
Compensation Arrangements –
411.357
Section 411.357 sets forth various
exceptions which are applicable only to
compensation arrangements. Ownership
or investment interests must be excepted
under an applicable exception contained
in Sections 411.355 or 411.356. The
compensation exceptions listed in
Section 411.357 include: (a) rental of
office space; (b) rental of equipment;
(c) bona fide employment relationships;
(d) personal service arrangements;
(e) physician recruitment; (f) isolated
transactions; (g) certain arrangements
with hospitals; (h) group practice arrangements with hospitals; (i) payments by a
physician; (j) charitable donations by a
physician; (k) nonmonetary compensation; (l) fair market value; (m) medical
staff incidental benefits; (n) risk sharing
arrangements; (o) compliance training;
(p) indirect compensation arrangements;
(q) referral services; (r) obstetrical
malpractice insurance subsidies;
(s) professional courtesy; (t) retention
payments in underserved areas;
(u) community-wide health information
systems; (v) electronic prescribing items
and services; and (w) electronic health
records items and services. This section of
the article will focus on some of the more
commonly used exceptions and some of
the exceptions which prompted commentary in Phase III of the rulemaking. For
specific details regarding a particular
compensation exception, see 42 C.F.R. §
411.357.
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Rental of Office Space and
Equipment – 411.357(a) and (b)
In order for an office space or equipment lease to meet the rental of office
space or rental of equipment exceptions,
the following requirements must be met:
(1) the lease is in writing, signed by the
parties, and specifies the space or equipment covered by the lease; (2) the term
of the agreement is at least one year;
(3) the space or equipment rented or
leased does not exceed what is reasonable and necessary for the legitimate
business purposes of the lease, and is used
exclusively by the lessee when being
used by the lessee (except that prorated
payments for common areas are
allowed); (4) the rental charges over the
term of the lease are set in advance and
are consistent with fair market value;
(5) the rental charges over the term of
the agreement are not determined in
manner that takes into account the
volume or value of any referrals or other
business generated between the parties;
and (6) the agreement would be
commercially reasonable even if no referrals were made between the parties.136
For purposes of these exceptions, “fair
market value” means the value of the
rental property for general commercial
purposes (not taking into account the
property’s intended use). In addition, for
rentals or leases where the lessor is a
potential source of patient referrals to
the lessee, fair market value means
general commercial value not taking
into account the intended use or the
additional value the prospective lessee or
lessor would attribute to the proximity or
convenience to the lessor.137
In the 1998 proposed regulations,
CMS made several interpretations with
respect to these lease arrangements
including that the one-year term
requirement permitted leases to be
terminated “for cause,” provided that
the parties do not enter into another
lease until after the expiration of the
original term.138 Phase II modified the
regulations to allow “without cause”
terminations, provided that the parties
do not enter into a new lease during the
first year of the original term and the
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new agreement complies with the
exception. 139 In Phase II, CMS also
modified the regulations to permit holdover tenancies for a period of not more
than six months. 140 Further, Phase II
modified the exclusive use language to
permit subleases.141 To prevent referring
physicians or groups from circumventing
the rules by setting up separate holding
companies to act as the “lessor,” in
Phase II, the regulations were modified
to preclude sharing of rental space with
the lessor or any person or entity related
to the lessor.142
Additionally, as part of Phase II,
CMS modified the regulations to permit
“per-click” payments for DHS referred by
the referring physician as long as the
payments are consistent with fair market
value and do not take into account the
volume or value of referrals or other
business generated by the referring physician, as defined in Sections 411.351 and
411.354.143 Although Phase III does not
make any substantive changes to the
exceptions for rental of office space and
equipment, as part of the July 2007
MPPFS, CMS is proposing to prohibit
the use of “per-click” lease payments
involving space and/or equipment leases
in those situations where an entity
owned by a physician leases space and/or
equipment to another entity, and the
physician subsequently refers patients to
that other entity for services.144
In response to public comment, in
Phase III CMS clarifies that parties may
not change the rental charges at any
time during the term of the agreement
and that parties wishing to do so must
terminate the agreement and enter into
a new agreement with different rental
charges and/or other terms. However,
the new agreement may be entered into
only after the first year of the original
lease term.145 CMS also notes that parties
may amend a lease agreement multiple
times during or after the first year of its
term so long as the rental charges are not
changed and all other requirements of
the exception are satisfied. CMS
cautions, however, that changes to terms
that are material to the rental charges
(e.g., space leased) may cause the rental

charges to fall out of compliance with
the “fair market value” and “volume or
value of referrals” requirements.146
Phase III also reminds readers that
space leases are not eligible for the fair
market value exception contained in
Section 411.357(l). 147 In response to
public comment regarding the application of the rental of office space and
equipment lease exceptions to officesharing arrangements between
physicians, CMS states that the exclusive use provisions in the exceptions, in
effect, require that space and equipment
leases be for established blocks of time
in connection with office-sharing
arrangements.148 CMS does not make
any substantive changes to either exception in Phase III of the rulemaking.
Bona Fide Employment
Relationships – 411.357(c)
Payments made by an employer to a
physician (or immediate family member)
pursuant to a bona fide employment relationship are excepted from Stark’s
prohibition, if certain conditions are met.
Specifically, the employment must be for
identifiable services, the amount of
compensation must be fair market value
and not determined in manner that takes
into account (directly or indirectly) the
volume or value of referrals, and the
employment agreement must be commercially reasonable, absent the referrals.149
The 1998 proposed rule added
additional limitations to the statutory
requirements to restrict a physician’s ability to receive a productivity bonus based
on his or her own productivity of DHS
referrals, and to restrict compensation
related to other business generated
between the parties.150 In Phase II, CMS
did not adopt the 1998 limitation placed
upon productivity bonuses as it was no
longer relevant given that personally
performed DHS are not considered referrals for purposes of Stark. Additionally,
CMS noted that the exception does not
preclude a productivity bonus based solely
on personally performed supervision of
services that are not DHS, as this type of
bonus would not take into account the
volume or value of DHS referrals.151

In Phase III, CMS does not make
any changes to the bona fide employment relationships exception.
Personal Service Arrangements –
411.357 (d)
There is an exception in the Stark
law, which is applicable to remuneration
from an entity under an arrangement
(or multiple arrangements) to a physician, immediate family member, or to a
group practice, for personal service
arrangements.152
Phase II modified the one-year term
provision to reflect that “without cause”
provisions are permitted, provided that
the parties do not enter into the same or
substantially the same agreement during
the first year of the original term.153
The personal services exception
contains an express provision allowing
independent contractor physicians to be
compensated under a physician incentive plan (“PIP”) with respect to services
provided to individuals enrolled with
the entity making the payments. 154
Phase II modified this PIP exception to
clarify that it applies to downstream
contractor arrangements related to
health plan enrollees. 155 In a related
matter, Phase III modifies the regulations slightly to refer consistently to the
term downstream contractor, a term
which is now defined in Section
411.351 and includes a first tier contractor and any individual or entity that has
a subcontract directly or indirectly with
a first tier contractor.156
In Phase II, CMS also modified the
regulations to allow parties the option to
cross reference a master list of contracts,
in addition to the existing option of
incorporation of multiple agreements by
reference.157 A master list alternative
will be satisfied if more than one master
list is maintained and cross-referenced,
so long as the several master lists, taken
together, cover all of the contracts with
the referring physician (or immediate
family member).158 Providers that take
advantage of the master list option must
be prepared to properly maintain the
list(s) in a manner that preserves the

historical record if requested by the
Secretary.159
Phase III modifies the personal
service arrangements exception to
include a provision which permits a
holdover personal service arrangement
(services provided after the term of the
contract expires) for up to six months.160
Physician Recruitment – 411.357(e)
Under Stark, a hospital is permitted
to pay a physician to induce the physician to relocate to the hospital’s
geographic area in order for the physician to be a member of the hospital’s
medical staff.161 Specifically, the recruitment arrangement must meet the
following requirements: (1) the arrangement is set out in writing and signed by
both parties; (2) the arrangement
cannot be conditioned on the physician’s referrals; (3) the amount of
remuneration under the agreement may
not be determined in a manner that
takes into account (directly or indirectly) the volume or value of any
referrals by the physician; and (4) the
physician must be allowed to establish
staff privileges at any other hospital and
to refer business to other entities.162
In Phase II, CMS significantly
modified the regulation in the following
ways: (1) to be eligible for the exception, the physician must relocate his or
her practice to the geographic area
served by the hospital; (2) in order to
meet the relocation requirement, the
physician must: (a) relocate his or her
practice a minimum of twenty-five (25)
miles; or (b) at least seventy-five
percent (75%) of the physician’s
revenues must come from care provided
to new patients; (3) residents and new
physicians are eligible for the physician
recruitment exception regardless of
whether they actually move their practices; and (4) in addition to hospitals,
the exception applies to federally qualified health care centers (“FQHC”).163
In addition, Phase II also significantly modified the regulation with
respect to recruitments made through
existing group practices. 164 However,

because CMS was concerned about
potential abuses, the accommodation for
recruitment payments to group practices
was narrowly tailored. 165 Under the
Phase II rule, remuneration provided by
a hospital (or FQHC) to a physician
indirectly through payments to another
physician, or physician practice, are
permitted if the following criteria are
met: (1) the written agreement is also
signed by the party to whom the
payments are made directly; (2) except
for actual costs, the remuneration is
passed directly through to, or remains
with, the recruited physician; (3) in the
case of an income guarantee made by
the hospital to a physician who joins a
local physician practice, costs allocated
by the physician practice to the
recruited physician may not exceed the
actual additional incremental costs to
the practice attributable to the recruited
physician; (4) records of the actual costs
and the passed through amounts are
maintained for a period of at least 5
years; (5) the remuneration from the
hospital is not determined in any
manner that takes into account (directly
or indirectly) the volume or value of any
referrals (actual or anticipated) by the
recruited physician or by the physician
practice receiving the direct payments
from the hospital (or any physician
affiliated with that physician practice);
(6) the physician practice receiving the
hospital payments may not impose
additional practice restrictions on the
recruited physician, but may impose
conditions related solely to quality
considerations; and (7) the arrangement
must not violate the anti-kickback
statute and must comply with all relevant billing laws and regulations.166
Phase III significantly relaxes the
physician recruitment exception. Phase
III modifies the exception to allow group
practices to impose practice restrictions if
they do not “unreasonably restrict” the
recruited physician’s ability to practice in
the geographic area served by the hospital. Notably, in Phase III, CMS observes
that restrictions on moonlighting;
prohibitions on soliciting patients, or
employees; requiring the recruited physi-
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cian to repay losses of his or her practice
absorbed by the physician practice; and
requiring liquidated damages if the physician leaves the practice and remains in
the community, are all restrictions and
prohibitions that CMS does not consider
to have a substantial effect on the physician’s ability to remain in the hospital’s
geographic service area. CMS noted,
however, that a liquidated damages
clause that provides for a “significant” or
“unreasonable” payment may have a
substantial effect on the physician’s ability to remain in the service area, and may
thus be disallowed.167
In further efforts to relax the recruitment exception, Phase III permits rural
clinics to use the exception.168 It also
deems the geographic area served by the
hospital to be the area comprised of all of
the contiguous zip codes from which the
hospital’s inpatients are drawn, when the
hospital draws fewer than 75% of its
inpatients from contiguous zip codes.169
Phase III also adds a special option rule
for rural hospitals in which the
geographic area served by the hospital
may also be the area composed of the
lowest number of contiguous zip codes
from which the hospital draws at least 90
percent of its inpatients. If the hospital
draws fewer than 90 percent of its inpatients from all of the contiguous zip
codes from which it draws inpatients, the
geographic area served by the hospital
may include noncontiguous zip codes.170
Phase III adds a provision that allows
rural hospitals to recruit physicians into
an area outside of the geographic area
served by the hospital if the Secretary of
DHHS determines in an advisory opinion that the area has a demonstrated
need for the physician. 171 Also with
respect to rural areas, Phase III adds a
provision allowing groups in a rural area
or a HPSA that recruit a physician to
replace a retired, deceased, or relocated
physician to either allocate the costs
attributed by the recruited physician
based upon (1) the actual additional
incremental costs or (2) the lower of a
per capita allocation or 20 percent of the
practice’s aggregate costs.172
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The Phase II rule had provided an
exemption from the relocation requirement for residents and new physicians.173
In the Phase III rule, CMS adds expands
the exemption to apply to physicians
who were employed full time by a federal
or state bureau of prisons (or similar
agency), the Department of Defense or
Veterans Affairs, or facilities of the
Indian Health Service. The new exemptions apply only if the physician did not
maintain a separate private practice in
addition to the full-time employment.
Physicians may also be exempt from the
relocation requirement if the Secretary
deems in an advisory opinion that
the physician has not established a
medical practice.174
CMS makes several other changes
in the Phase III recruitment rule, clarifying that a physician must relocate his or
her practice from outside the geographic
area to a location inside the area and
either (1) move his or her medical practice at least 25 miles; or (2) have a new
medical practice. This clarification was
made in response to commenters who
perceived an inconsistency between the
Phase II preamble commentary and the
regulatory text. Some commenters were
confused as to whether the recruited
physician must relocate his or her practice from outside the geographic area
into the area, or whether the physician
may simply relocate within the
geographic area so long as the physician
moved his or her practice a minimum of
25 miles or had a new practice.175
With respect to physician recruitment agreements involving physicians
who join an existing practice, Phase III
modifies the regulatory text to make
clear that the requirements in
411.357(e)(4)(iii) are triggered by any
income guarantee, whether gross
income, net income, revenues, or some
variation.176
Nonmonetary Compensation –
411.357 (k)
The nonmonetary compensation
exception was established in Phase I of
the rulemaking and permits entities to
provide physicians with nonmonetary

items or services (not cash or cash equivalents) that do not exceed an aggregate of
$300 per year. 177 In Phase II, CMS
declined to adopt a higher threshold but
modified the exception to include annual
inflationary adjustments.178 The nonmonetary compensation amount is adjusted
annually for inflation. The annual
amount increases are available on the
CMS physician self-referral website at
www.cms.hhs.gov/PhysicianSelfReferral.179
Phase III makes two substantive
changes to the exception by: (1) allowing
physicians to repay certain excess
nonmonetary compensation within the
same calendar year to preserve compliance with the exception; and (2) allowing
entities without regard to the $300 dollar
limit to provide one medical staff appreciation function (such as a party) for the
entire medical staff per year. Any gift or
gratuities provided in connection with
the medical staff appreciation function,
however, are subject to the $300 limit.
The new cure provision only applies to
situations in which the entity inadvertently provides excess nonmonetary
compensation to the physician.180
Fair Market Value – 411.357(l)
The 1998 Stark II proposed rule set
forth a new exception for compensation
arrangements that reflect fair market
value.181 The Phase I rule finalized the
1998 fair market value proposal.182 The
exception protects compensation from a
DHS entity to a physician, an immediate
family member of a physician, or a group
of physicians for the provision of items or
services by the physician or group to the
DHS entity if: (1) the arrangement is set
out in writing signed by the parties and
describes the items or services; (2) the
writing sets forth a timeframe for the
arrangement; (3) the writing specifies
the compensation which must be set in
advance, consistent with fair market
value, and not determined in a manner
that takes into account the volume or
value of referrals or other business generated by the referring physician; (4) the
arrangement is commercially reasonable;
and (5) it does not violate the antikickback statue or other laws governing

billing or claims submission or involve
the promotion of any arrangement that
violates federal or state law.183
Phase III modifies the fair market
exception to allow the exception to be
used with respect to compensation
provided to a physician from an entity
and to compensation provided to an
entity from a physician. CMS also clarifies
in the regulatory text that the fair market
value exception cannot be used to protect
office leases.184 CMS also reaffirms its
earlier position that the fair market value
exception is not applicable to physician
requirement arrangements.185
Compliance Training – 411.357(o)
In Phase I, CMS recognized the
benefit of hospitals offering compliance
training programs for their staff physicians or for physicians in the community.
As a result, CMS created an exception
for hospitals that provided compliance
training to physicians in the hospital’s
local community or service area, provided
the training is held in that area.186 Phase
II modified the exception to clarify that
all entities (not just hospitals) can
provide compliance training to physicians. 187 Although in Phase II CMS
stated that compliance training does not
include continuing medical education
(CME), Phase III amends the compliance
training exception to cover compliance
training programs that involve CME
credit so long as the compliance training
is the primary purpose.188
Indirect Compensation
Arrangements – 411.357(p)
Phase I of the rulemaking established a new exception for indirect
compensation arrangements.189 If a relationship meets the three-part indirect
compensation arrangement definition,
then it must be structured to comply
with the indirect compensation arrangements exception. In order for an indirect
compensation arrangement to meet this
exception, the following requirements
must be met: (1) the compensation
received by the referring physician (or
immediate family member) from the
person or entity in the chain of financial

relationships with which the referring
physician (or immediate family) has a
direct financial relationship is fair
market value for services and items actually provided and not determined in any
manner that takes into account the
value or volume of referrals or other
business generated by the referring physician for the entity furnishing DHS;
(2) the compensation arrangement
between the person or entity in the
chain with which the referring physician
has a direct relationship is set out in
writing, signed by the parties, and
specifies the services covered by the
arrangement (except in the case of a
bona fide employment relationship); and
(3) the compensation arrangement does
not violate the anti-kickback statute, or
any federal or state law or regulation
governing billing or claims submission.190
Phase II made slight modifications to
the indirect compensation definition to
clarify that the special rules on unit-based
compensation do not apply when analyzing whether a relationship meets the
three part indirect compensation definition but they do apply when analyzing
whether an indirect compensation
arrangement falls within the indirect
compensation arrangement exception.191
Phase III of the final rulemaking
does not make any substantive changes
to the exception. Under the revised rules
regarding compensation relationships,
however, physicians will now be “standing in the shoes” of their group practices,
so many arrangements that would have
been considered indirect compensation
arrangements will now be deemed to be
direct relationships, which cannot use
the indirect compensation exception.192
Obstetrical Malpractice Insurance
Subsidies – 411.357(r)
In Phase I of the rulemaking, CMS
solicited comments on creating exceptions for arrangements that fit squarely
within an anti-kickback “safe harbor.”193
In Phase II, CMS created an exception
for arrangements that fit in the antikickback safe harbor for obstetrical
malpractice insurance subsidies.194 Phase
III does not modify this exception,

however, in the July 2007 MPPFS, CMS
proposes to amend the exception to
remove the incorporation of the safe
harbor for malpractice insurance
(1001.952(o)) and to include more flexible criteria.195 In Phase III, CMS does
state that in addition to the obstetrical
malpractice insurance subsidies exception, there are several compensation
exceptions (e.g., fair market value, bona
fide employment, or personal services)
that potentially permit DHS entities to
provide assistance with malpractice
insurance.196
Professional Courtesy – 411.357(s)
In Phase II, CMS created an exception allowing entities to extend
“professional courtesy” to a physician,
members of the physician’s immediate
family, or members of the physician’s
office staff pursuant to several conditions.197 Phase II defined professional
courtesy as the provision of free or
discounted healthcare items or services.198
To qualify for the professional courtesy
exception, the arrangement must meet
the following conditions: (1) the professional courtesy is offered to all physicians
on the entity’s bona fide medical staff or in
the entity’s local community without
regard to the volume or value of referrals
generated between the parties; (2) the
healthcare items and services provided are
of a type routinely provided by the entity;
(3) the professional courtesy policy is set
out in writing and approved in advance
by the governing body of the healthcare
provider; (4) the professional courtesy is
not offered to any physician (or immediate family member) who is a Federal
healthcare program beneficiary, unless
there has been a good faith showing of
financial need.; (5) if the professional
courtesy involves any whole or partial
waiver of any coinsurance obligation, the
insurer is informed in writing of that
reduction so that the insurer is aware of
the arrangement; and (6) the arrangement does not violate the anti-kickback
statue or billing or claims submission laws
or regulations.199
Phase III deletes the provision of the
exception which requires an entity to
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notify an insurer when the professional
courtesy involves the whole or partial
reduction of any coinsurance obligation.
Despite the deletion, however, CMS
states that it believes it is prudent practice to provide notification and may still
be required by some insurers. Phase III
also modifies the exception to clarify
that it applies only to hospitals and other
providers with formal medical staffs, and
not to suppliers, such as laboratories or
DME companies. In the Phase III preamble commentary, CMS states that it
considers a group or other physician
practice to be an entity with a formal
medical staff that can utilize the professional courtesy exception.200
Retention Payments in Underserved
Areas – 411.357(t)
Phase II established a narrow exception for certain retention payments made
to physicians with practices in HPSAs.201
The exception applies to retention
payments made to a physician with a
practice located in a HPSA who has a
firm written recruitment offer from an
unrelated hospital (or FQHC) that specifies the remuneration being offered and
that would require the physician to move
the location of his or her practice at least
25 miles and outside of the geographic
area served by the hospital (or FQHC).
Additionally, the retention payment
must be the lower of: (1) the difference
between the physician’s current income
from physician and related services in
the recruitment offer (over no more than
a 24 month period); or (2) the reasonable costs the hospital (or FQHC) would
otherwise have to expend to recruit a
new physician to the geographic area.202
Phase III modifies the exception in
several respects. It expands the exception
by allowing rural health clinics to make
retention payments. 203 Phase III also
revises the exception to permit a hospital,
rural health clinic, or FQHC to offer
assistance to a physician who does not
have a bona fide written offer of recruitment or employment if the physician
certifies in writing that he or she has a
bona fide opportunity for future employment which would require relocation of
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his or her medical practice at least 25
miles to a location outside of the
geographic area. In circumstances in
which the physician provides written
certification instead of a bona fide written offer, the retention payment may not
exceed the lower of: (1) an amount equal
to 25 percent of the physician’s annual
income; or (2) the reasonable costs the
hospital would otherwise have to expend
to recruit a new physician. Under this
new certification provision, the physician
certification must contain at least:
(1) details regarding the steps taken to
effectuate the employment opportunity;
(2) details of the employment opportunity; (3) certification that the future
employer is not related to the hospital
making the payment; (4) the date of the
anticipated relocation; and (5) information sufficient to verify the certification.204
Phase III further expands the exception to permit retention payments that
otherwise satisfy the requirements of the
exception when: (1) the physician’s
current medical practice is located in a
rural area, a HPSA, or an area of demonstrated need determined by the Secretary
of DHHS in an advisory opinion; or
(2) at least 75 percent of the physician’s
patients either reside in medically
underserved area or are members of a
medically underserved population.205
In response to commenters who
questioned why the retention exception
requires a retention payment to be
contingent on an offer from a hospital,
in Phase III, CMS amends the regulatory text to allow retention payments if
a physician has a written offer from a
hospital, academic medical center, or
physician organization (which is newly
defined in Phase III). The offer cannot
be from a entity that is related to the
hospital, rural health clinic, or federally
qualified health care center that is
making the retention payment.206
Electronic Prescribing Items and
Services and Electronic Health
Records Items and Services –
411.357(v) and (w)
In October 2005, CMS published a
notice of proposed rulemaking creating

an exception for prescribing technology
and an exception for electronic health
records software and information technology and training services.207 After
public comment on the exceptions,
CMS published a final rule on August 8,
2006.208 The exception for electronic
prescribing items and services appears in
411.357(v) and the exception for electronic health records software and
information technology and training
services appears in 411.357(w).
Reporting Requirements –
411.361
The Stark law contains a reporting
provision requiring all entities to submit
certain information to the Secretary of
DHHS. 209 The Phase II rule required
that, if requested by CMS or the Office of
the Inspector General (“OIG”), all entities (except those furnishing 20 or fewer
Part A or Part B services in a calendar
year or those furnishing services outside
of the United States) submit certain
information. The information that can
be requested includes: (1) the name and
unique identification number (“UPIN”)
of each physician who has a “reportable
financial relationship” with the entity;
(2) the name and UPIN of each physician who has an immediate family
member who has a “reportable financial
relationship” with the entity; (3) the
covered services furnished by the entity;
and (4) the nature of the financial relationship (including the extent or value of
the interest).210
A “reportable financial relationship”
means any ownership or investment
interest (as defined in 411.354(b)) or
any compensation arrangement (as
defined in 411.354(c)), except for
ownership or investment interests that
satisfy the exceptions set forth in
411.356(a) or (b) regarding publicly
traded securities and mutual funds.211
Although interests in publicly traded
securities and mutual funds are excluded
from the reporting requirements, this
exclusion is strictly limited to shareholder
information. As a result, contractual
arrangements concerning these interests
are still reportable.212

The reporting requirements state
that, upon request, entities must submit
the required information within the
time period specified by the request.
Entities will be given at least 30 days
from the date of request to provide the
information. Any person who is
required, but fails to submit information
concerning his or her financial relationships, is subject to a civil monetary
penalty of up to $10,000 for each day
after the deadline until the information
is submitted.213

the $10,000 civil monetary penalty per
day beyond the deadline. The disclosure
notice is located on the CMS selfreferral website at www.cms.hhs.gov/
PhysicianSelfreferral.

Phase II also modified the reporting
requirements to specify that the information required is only that information
that the entity knows or should know in
the course of prudently conducting business, including but not limited to,
records that the entity is already
required to retain to comply with IRS
and SEC rules and other rules under the
Medicare and Medicaid programs.214

Conclusion

Phase III of the rulemaking does
not make any substantive changes to the
reporting requirements at 411.361.
However, the exception is modified
slightly to account for the transition of
the UPIN to the NPI.215
In response to public comment, in
Phase III, CMS states that much of the
information that it may receive pursuant
to 411.361 will be exempt from disclosure under the Freedom of Information
Act (FOIA) 216 and prohibited from
disclosure by the Trade Secrets Act.217
But, when CMS receives a request for
information that has been reported,
CMS is required to evaluate whether
the particular information is exempt or
prohibited from disclosure.218
The reporting requirements at
411.361 are particularly relevant in light
of the recent mandate sent by CMS to
500 selected hospitals. The purpose of
the CMS mandate is to collect information that will subsequently be used to
analyze all investment interests or
compensation arrangements between
each of the 500 hospitals and their
respective physicians. CMS is requiring
that the information be submitted
within 45 days and reminds hospitals of

Advisory Opinions Relating
to Physician Referrals –
411.370-411.389
For information regarding the CMS
advisory opinion process, please see 42
C.F.R. §§ 411.370-389.

This article is intended to provide a
“full picture” of the Stark physician selfreferral prohibition. It addresses the
highlights of Phase III of the final rulemaking, identifies other proposals that
may impact the Stark regulations in the
future, and provides a comprehensive
summary of the overall Stark regulatory
scheme as finalized by the Phase III final
rule. Although this article is meant to
be a comprehensive “full picture” of
Stark, it does not cover every aspect of
the regulations. Attorneys should carefully scrutinize the statute, regulations,
and preamble commentary before
attempting to advise a client regarding
relationships that potentially fall within
the ambit of Stark .
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