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I. INTRODUCTION

Congress enacted law in 1989 and 1993, known as Stark, to prohibit physician
self-referral.’ Self-referral is the referral of patients by a physician to a health care
entity in which the physician has a financial interest.> There was concern that the
physician may place more weight on financial gain than on the best medical care for
the patient. To counter this possible abuse, the government passed complicated
legislation and regulations.
This paper describes the Stark I and II legislation and regulations (collectively known
as “Stark”).> Congress enacted Stark in response to a growing and serious suspicion
of fraud in government health care programs, which many believe was a significant
cause of excessive health care spending.* First, the paper describes the premise
underlying Stark including, analytical studies that show a correlation between self-
referral and increased cost, the promulgation of ethical guidelines prohibiting self-
referral, and the failure of other federal laws to prevent fraudulent self-referral
schemes. Next, the paper presents a number of concerns and unintended

consequences caused by the complexity of Stark and the law’s adverse impact on the

! The prohibition against physician self-referral is a subset of health care fraud and abuse law. This
paper does not specifically address fee splitting with other professionals, anti-kickback, false claims, or
any other type or kind of health care fraud and abuse.

% See Generally, BARRY R. FURROW ET AL., HEALTHLAW (3d ed. 1997); BARRY R. FURROW ET AL.,
HEALTH LAW HORNBOOK (1995). )

? Stark T and IT are codified at 42 U.S.C. § 1395nn and attached as an Appendix.

* The estimated cost caused by self-referrals was $28 million to the Medicare program in 1989. The
projected costs from increased utilization were expected to be $103 million in 1995. Operation Restore
Trust was introduced in 1995 to fight health care fraud in, and to recover health care dollars from, abuse
in four of the most vulnerable areas: home health care, nursing facilities, durable medical equipment,
and hospice care. This initiative now operates in 24 states and recovers $23 for every $1 it spends on
enforcement. RICHARD P. KUSSEROW. OFFICE OF INSPECTOR GENERAL, FINANCIAL ARRANGEMENTS
BETWEEN PHYSICIANS AND HEALTH CARE BUSINESSES: REPORT TO CONGRESS (1989).



health care environment.” Because of these concerns and unintended consequences,
the Department of Health and Human Services proposed Stark II regulations and
Congress proposed two new legislative initiatives. After analyzing these proposals,

this paper concludes with an alternative proposal.

> See, Jo-Ellyn Sakowitz Klein, The Stark Laws: Conquering Physician Conflicts of Interest? 87 GEO.
L. J. 499 (1998).



II. SUPPORT FOR THE PROHIBITION ON SELF-REFERRAL

Congress promulgated the Stark prohibition on self-referral, and then expanded
the prohibition through Stark II, in response to a growing and documented suspicion
that physicians were increasing heath care costs by profiting from the self-referral of
patients. Three grounds supported the government’s suspicion of fraud. First, results
of analytic studies showed a correlation between physicians referring patients to their
own businesses and increased cost. Second, ethical guidelines prohibiting self-referral
documented the medical profession’s consensus that self-referral was a problem.
Third, the government realized that the anti-kickback statute might not prohibit

fraudulent self-referral arrangements.

A. Studies from professional literature

More than a dozen studies published in professional literature and other
sources starting in 1989 concluded that self-referrals are a common occurrence and
appear to be very costly. These studies found a correlation between self-referral and
increased cost. Because these studies formed a major basis for introduction and
expansion of laws prohibiting self-referral, six of these studies are briefly outlined
here.

Congress mandated that the OIG conduct a study on physician ownership of,
and compensation from, health care entities to which the physician makes referrals.
The results of the OIG study were published in 1989 and formed a major basis for the

promulgation of Stark 1.° Of the 2690 physicians who responded to the survey, 12%

51d.



had an ownership interest and 8% had a compensation arrangement with the facility to
which they referred. Further, based on HCFA Medicare data files regarding
responding physicians’ utilization, 25% of independent clinical laboratories, 27% of
independent physiological laboratories, and 8% of durable medical equipment
suppliers were owned in some part or in whole by referring physicians. Patients
referred to facilities in which the physician had an ownership or financial interest
received 45% more clinical laboratory services and 34% more independent clinical
laboratory services than patients in general.

A 1990 study published in the New England Journal of Medicine studied the
frequency and use of diagnostic imaging for physicians with in-office equipment as
compared to physicians who referred patients to dutside facilities.” The study
concluded that the physicians with in-office equipment ordered imaging four to four-
and-a-half times more often than physicians who referred to outside facilities. The
study also found that the charges were higher for in-office imaging. Interestingly, this
study found that the differences could not be attributed to the patient population,
specialties of the physician, or the complexity of the imaging procedures performed.®

A 1992 study by the same investigators extended and confirmed the 1990
research. The 1992 study concluded that physicians who owned imaging technology

employed diagnostic imaging in their evaluation significantly more often and

7 This study and the subsequent studies are considered to be a major basis for the expansion of Stark
and the promulgation of Stark II.

¥ Bruce J. Hillman et al. Frequency and Costs of Diagnostic Imaging In Office Practice — A
Comparison Of Self-Referring and Radiologist-Referring Physicians. 323 N. E. J. M. 1604 (1990).



generated higher imaging charges than did physicians who referred to independent
radiologists.’

The Florida Health Care Cost Containment Board published its findings on
self-referral in 1991.'° The Board studied access, cost, utilization, and quality. The
study found that 93% of diagnostic imaging facilities in Florida were joint ventures
with physicians. When compared with non-physician affiliated facilities, doctor-
affiliated clinical laboratories, diagnostic imaging facilities, and physical therapy
facilities performed more procedures on a per-patient basis, charged higher prices, and
were not located in under-served areas.

The New England Journal of Medicine published a study in 1992 that assessed
utilization of physical therapy, psychiatric evaluation, and magnetic resonance
imaging (MRI)."" The study concluded that self-referring physicians initiated physical
therapy more than two times more often than the non-referring group, but the cost per
visit was lower for the self-referring group. Doctors referred psychiatric patients in
the self-referral group for more visits per patient than the non-referral group, thus
yielding significantly higher (26%) costs for psychiatric evaluation services in the self-
referral group. Self-referring physicians ordered MRI scans about 10% more often
than physicians making referrals to a facility in which they had no financial
arrangement, with no significant difference in cost. The study concluded that self-

referral increased costs in three ways: by increasing the number of patients receiving

° Bruce J. Hillman et al. Physicians’ Utilization and Charges for Outpatient Diagnostic Imaging in a
Medicare Population. 268 JAMA 2050 (1992).

19 STATE OF FLORIDA HEALTH CARE COST CONTAINMENT BOARD, JOINT VENTURES AMONG HEALTH
CARE PROVIDERS IN FLORIDA. September, 1991.



physical therapy, by increasing the number of psychiatric evaluations performed
without increasing the number of patients, and by increasing the frequency of requests
for MRI scans.

Another 1992 study published in the Journal of the American Medical
Association concluded that physical therapy and rehabilitation facilities owned by
referring physicians resulted in higher utilization, per patient charges, and revenue per
pétient‘ Joint venture physical therapy clinics performed fifty percent more visits per
year than non-joint venture clinics, including forty-five percent more visits per patient
resulting in thirty-two percent more revenue per patient, even with significantly lower
per visit costs. Joint venture physical therapy clinic staff spent significantly less time
with patients and substituted unlicensed therapists to perform physical therapy more
often. Also, joint venture facilities generated more revenue from patients with private
insurance, rather than Medicare or Medicaid. Results for rehabilitation facilities
owned by referring physicians were similar."

The General Accounting Office published an analysis of 2.4 million
diagnostic-imaging services ordered by 17,900 physicians in the state of Florida."”
The study concluded that physicians with a financial interest in the diagnostic imaging
service produced higher referral rates than physicians without a financial interest. The
study further found that the disparity between referral rates was greater for more costly

services. Also, physicians with in-office imaging facilities referred more frequently

1 Alex Swedlow et al. Increased Costs and Rates of Use in the California Workers’ Compensation
System as a Result of Self-Referral by Physicians. 327 N.E.J.M. 1502 (1992).

12 Jean M. Mitchell and Elton Scott. Physician Ownership of Physical Therapy Services: Effects on
Charges, Utilization, Profits, and Service Characteristics. 268 JAMA 2055 (1992).



(two to five times more often, depending on the service) than those physicians
required to refer to an outside facility.

Although these studies provide support for the law to prohibit physicians from
referring patients to entities in which they have a business interest, the studies may not
be sufficient to draw such a firm conclusion. There is no direct proof that the
increased services provided to patients were unnecessary, only that patients were
referred to facilities where a physician had an ownership or financial interest more
often than patients of physicians who had no ownership or financial interest. It is
unknown whether the items ordered were medical necessary. Further, it is unknown
whether the patients received better care because of the self-referral. The studies
generally do not eliminate or account for confounding factors that may have
influenced a physician to use more services, such as sickness of the patient population
or physician familiarity or proximity with the service. Generally, these studies do not
determine directly the extent to which financial incentives are responsible for costly
over-utilization or unnecessary care. They merely suggest a correlation between self-
referral and increased utilization or cost. Based on these deficiencies, further research
is needed to determine whether the prohibition on self-referral actually controls over-
utilization caused by physician self-referral. Nonetheless, these studies provided a
strong rationale for the government’s intervention into medical practices to prohibit

self-referral.

13 GAO REPORT. MEDICARE: REFERRALS TO PHYSICIAN-OWNED IMAGING FACILITIES WARRANT
HCFA’s SCRUTINY. No. B-253835, October, 1994.



B. Professional Ethics

The prohibition against the referral of patients to an entity in which the
referring physician has a financial interest is often based on the ethical principals of
the Hippocratic Oath and the fiduciary duty arising from the physician-patient
relationship.

The Hippocratic Oath requires each physician to protect patients from harm
and injustice. If a physician’s referral is motivated by economic gain there is a
violation of this Hippocratic principle and a conflict of interest. A patient might be
subjected to unnecessary medical tests and costs based on the physician’s financial
gain rather than the best interests of the patient.

The conflict of interest created by self-réferral also violates a professional
fidelity or loyalty that exists between physician and patient. The professional fidelity
or loyalty gives the patient’s interests priority. '* Ethical principles require that self-
interest be eliminated in any conflict, with the patient’s interests taking priority over
others’ interests. Changes in the American health care system have created conflicts
of fidelity and loyalty in many areas, including areas where physicians have a
financial or business interest in the care they render. Physicians have always been
paid for their services, but corporate arrangements have not always existed where the
opportunity was so readily available for the financial interests of the physician to
override the best interests of the patient. The physician’s fidelity to the patient is

threatened because referral to entities that are self-owned can lead to the provision of



unnecessary or unnecessarily expensive care. “A divided loyalty can only be
reconciled by giving up or seriously modifying one or more of the conflicting

» 135

loyalties.” > Most commentators agree that “avoidance of self-referral should not be

considered an option, but rather a firm obligation of fidelity and a necessary condition
of moral integrity.”'®

Accordingly, professional medical organizations have adopted ethical
principles to reconcile the divided loyalties inherent with self-referral. These
principles generally prohibit self-referral, although the adoption of these principles has
been difficult. The development of ethical guidelines by the profession has guided
lawmakers as they created laws prohibiting self-referral.'” Guidelines developed by
the American Medical Association, the American College of Radiology, the American
College of Physicians, and the American Occupational Therapy Association are given
as examples.

Initially, the American Medical Association (AMA) refused to prohibit self-
referrals.'® Eventually, the AMA issued ethical guidelines rendering it unethical for
physicians to refer a patient to a health care facility outside of their office practice at

which they do not directly provide care or services, but in which they have an

investment interest. The AMA guidelines allow a physician to refer to such a facility

14 See generally, TOM L. BEAUCHAMP & JAMES F. CHILDRESS, PRINCIPLES OF BIOMEDICAL ETHICS 431
et seq. (4™ ed. 1994).

Prd

1d.

17 See also, Panl W. Armstrong and Virginia M. Hughes, BME Defines Public Policy in Physician Self-
Referral, 94 N. J. MED. 49 (1997)(outlining the New Jersey Board of Medical Examiners rule that a
physician may not make a referral for the furnishing of health care services to a health care entity in
which the physician or an immediate family member has a significant beneficial interest.).

'¥ American Medical Association, Council on Ethical and Judicial Affairs. Conflicts of Interest:
Physician Ownership of Medical Facilities. 267 JAMA 2366 (1992).
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if that physician will actually provide the service to the patient at the facility in which
the physician has an investment or ownership interest or if the facility is needed in the
community and no alternative source is available to provide the service and the

investment interest is disclosed to referred patients.'” The AMA noted that

1 AMA CoDE OF ETHICS:
Section 8.03 Conflicts of Interest: Guidelines

Under no circumstances may physicians place their own financial interests above the welfare of their
patients. The primary objective of the medical profession is to render service to humanity; reward or
financial gain is a subordinate consideration. For a physician unnecessarily to hospitalize a patient,
prescribe a drug, or conduct diagnostic tests for the physician’s financial benefit is unethical. If a
conflict develops between the physician’s financial interest and the physician’s responsibilities to the
patient, the conflict must be resolved to the patient’s benefit.

Section 8.032 Conflicts of Interest: Health Facility Ownership by a Physician

Physician ownership interests in commercial ventures can provide important benefits in patient care.
Physicians are free to enter lawful contractual relationships, including the acquisition of ownership
interests in health facilities, products, or equipment. However, when physicians refer patients to
facilities in which they have an ownership interest, a potential conflict of interest exists. In general,
physicians should not refer patients to a health care facility which is outside their office practice and at
which they do not directly provide care or services when they have an investment interest in that
facility. The requirement that the physician directly provide the care or services should be interpreted
as commonly understood. The physician needs to have personal involvement with the provision of care
on site.

There may be situations in which a needed facility would not be built if referring physicians were
prohibited from investing in the facility. Physicians may invest in and refer to an outside facility,
whether or not they provide direct care or services at the facility, if there is a demonstrated need in the
community for the facility and alternative financing is not available. Need might exist when there is no
facility of reasonable quality in the community or when use of existing facilities is onerous for patients.
Self-referral based on demonstrated need cannot be justified simply if the facility would offer some
marginal improvement over the quality of services in the community. The potential benefits of the
facility should be substantial. The use of existing facilities may be considered onerous when patients
face undue delays in receiving services, delays that compromise the patient’s care or affect the
curability or reversibility of the patient’s condition. The requirement that alternative financing not be
available carries a burden of proof. The builder would have to undertake efforts to secure funding from
banks, other financial institutions, and venture capitalists before turning to self-referring physicians.

When there is a trué demonstrated need in the community for the facility, the following requirements
should also be met: (1) physicians should disclose their investment interest to their patients when
making a referral, provide a list of effective alternative facilities if they are available, inform their
patients that they have free choice to obtain the medical services elsewhere, and assure their patients
that they will not be treated differently if they do not choose the physician-owned facility; (2)
individuals not in a position to refer patients to the facility should be given a bona fide opportunity to
invest in the facility on the same terms that are offered to referring physicians; (3) the opportunity to
invest and the terms of investment should not be related to the past or expected volume of referrals or
other business generated by the physician investor or owner; (4) there should be no requirement that a
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“physicians are not simply businesspeople with high standards. Physicians are
engaged in the special calling of healing, and, in that calling, they are the fiduciaries of
their patients. They have different and higher duties than even the most ethical
businessperson.”*

The American College of Radiology (ACR) holds that self-referral
arrangements lead to inappropriate utilization of medical services and that no
justification for these arrangements outweighs the risks inherent in the arrangement !
The ACR advocates the ethical principle that physicians should not have a direct or
indirect financial interest in facilities to which they refer patients. ACR further does
not agree with the argument that the current trend toward managed care decreases the

need for self-referral prohibitions. Managed care arrangements contain over-

utilization protections that theoretically would protect patients from unnecessary care

physician investor make referrals to the entity or otherwise generate business as a condition for
remaining an investor; (5) the return on the physician’s investment should be tied to the physician’s
equity in the facility rather than to the volume of referrals; (6) the entity should not loan funds or
guarantee a loan for physicians in a position to refer to the entity; (7) investment contracts should not
include “noncompetition clauses™ that prevent physicians from investing in other facilities; (8) the
physician’s ownership interest should be disclosed to third party payers upon request; (9) an internal
utilization review program should be established to ensure that investing physicians do not exploit their
patients in any way, as by inappropriate or unnecessary utilization; (10) when a physician’s commercial
interest conflicts to the detriment of the patient, the physician should make alternative arrangements for
the care of the patient. AMERICAN MEDICAL ASSOCIATION. COUNCIL ON ETHICAL AND JUDICIAL
%FFAIRS. CoDE oF MeDIcAL ETHICS (1999).

Id.
2! The practice of physicians referring patients to health care facilities in which they have a financial
interest is niot in the best interest of patients. This practice of self-referral may also serve as an
improper economic incentive for the provision of unnecessary treatment or services. Even the
appearance of such conflicts or incentives can compromise professional integrity. Disclosing referring
physicians’ investment interests to patients or implementing other affirmative procedure to reduce, but
not completely eliminate, the potential for abuse created by self-referral is not sufficient... The
American College or Radiology believes that radiologists and radiation oncologists should make efforts
to restructure the ownership interests in existing imaging or radiation therapy facilities because self-
referral may improperly influence the professional judgments of those physicians referring patients to
such facilities. Medicare Physician Referral Laws. Testimony Before the Subcommittee on Health of
the House Committee on Ways and Means. 1999 WL 304843 (1999)(statement of J. Bruce Hauser,
M.D., FACR, on behalf of American College of Radiology).
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caused by physician profit motives. However, over 80% of Medicare beneficiaries
still belonged to fee-for-service care as of 1998 and the health care environment has
not shifted enough to eliminate the costs of self-referral.

The American College of Physicians requires the physician seek to ensure that
medically appropriate levels of care take primacy over financial considerations.
Physicians should not refer patients to an outside facility in which they invest and at
which they do not directly provide care. Physicians, may, however, invest in or own
health care facilities when capital funding and necessary services are provided that
would otherwise not be available. In such situations, in addition to disclosing these
interests to patients, safeguards must be established to protect against abuse,
impropriety, or the appearance of impropriety.**

The American Occupational Therapy Association believes that the act of
referral does not constitute an ethically reimbursable professional service because the
responsibility of health care professionals is to place the health care needs of patients
first. A financial relationship creates a potential conflict of interest; an economic
inducement that can result in referrals when services are not needed or referrals for a
wider range of services or greater frequency and longer duration of treatment than is

actually necessary.?

22 American College of Physicians, Ethics Manual: Fourth Edition, 128 ANNALS OF INTERNAL
MEDICINE 576 (1998).

% American Occupational Therapy Association, Referral for Profit (White Paper), 44 AM. J. OF
OCCUPATIONAL THERAPY 852 (1990).
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C. Failure of the Anti-Kickback Statute to Prohibit Self-Referral

" The OIG assumed that the Medicare and Medicaid anti-kickback statute would
prohibit self-referral when they notified a physician-corporation owned laboratory
joint venture in 1989 that their self-referral scheme violated the anti-kickback
statute.** The anti-kickback statute, which existed prior to Stark, prohibits the
knowing and willful payment, solicitation, or receipt of remuneration in the form of
kickbacks, bribes, or rebates for the referral, or the inducement of a referral, for
services covered by Medicare or Medicaid.>’ Safe harbors exist to provide Immunity
for certain arrangements.*® It was clear to the OIG after an adverse administrative
decision in 1989 that the anti-kickback statute would not adequately prohibit self-
referral.

The anti-kickback intent requirement, that the provider have a “knowing and 7
willful” intent to violate the law, created difficulties in the prosecution of self-referral
under the anti-kickback statute. In Hanlester Network v. Shalala,*’ the government
attempted to prosecute physician partners in a general partnership, The Hanlester

Network (“Hanlester”). Hanlester consisted of corporations and physicians that

** Hanlester Network v. Shalala, 51 F.3d 1390 (9" Cir. 1995)(note that the enforcement process for this
matter lasted until 1995).

* 42 U.S.C. § 1320a-To(b).

% Differences between the anti-kickback statute and Stark include: violation of the self-referral law can
only result in denial of payment, civil penalties, and exclusion from federal health care programs, while
violation of the anti-kickback laws can result in criminal felony prosecution and imprisonment of up to
five years, civil sanctions up to $25,000 and exclusion from participation in Medicare and Medicaid;
self-referral laws are said to be self-enforcing or preventative because the mere existence of a prohibited
relationship is subject to loss of Medicare payment or a civil fine, creating an incentive to comply,
without the necessity of showing intent. Further, the self-referral laws only cover items and services
financed by Medicare and Medicaid, while the anti-kickback laws cover items covered by other
federally financed health programs. In general, anti-kickback is broader than the self-referral law.

" Hanlester Network v. Shalala, 51 F.3d at 1390.
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entered into a laboratory service agreement with SmithKline BioScience Laboratories
to provide management services to all joint venture laboratories in which Hanlester
had an ownership interest. Hanlester offered limited partnership shares in the joint
venture laboratories. The government attempted to prove that Hanlester violated the
anti-kickback statute by offering and paying remuneration to physician investors to
induce them to refer laboratory tests for Medicare and Medicaid patients to the
laboratories. The government also attempted to show that the joint venture physicians
received payments in return for referrals and should be excluded from participation in
Medicare and Medicaid. The court held that the OIG had to show that the defendants
specifically knew about the anti-kickback statute and specifically intended to violate
the statute. The court held that substantial evidence did not exist to prove this scienter
requirement.

Thus, it became clear that it was unrealistic to rely on anti-kickback laws to
control self-referral. The anti-kickback law requires a burden of proof establishing
intent that is difficult to prove. Further, the federal courts have adopted, depending on
jurisdiction, three different interpretations of the term “willful.”*® Hanlester Network

outlines one of the difficulties with using the anti-kickback laws to enforce self-

% Contrast, Hanlester Network v. Shalala, 51 F.3d 1390 (9* Cir. 1995)(holding that to find a violation
of the statute, the court must find that the defendant knowingly and willfully engaged in prohibited
conduct with specific intent to disobey the law), U.S. v. Jain, 93 F.3d 436 (8th Cir. 1996)(holding that a
heightened mens rea requirement applies where the defendant must know the conduct is wrongful); U.S.
v. Starks, 157 F.3d 833 (11™ Cir. 1998)(holding that the law does not require knowledge that the
arrangement for referrals violated the statute. The law only requires knowledge that the conduct was
unlawful.). See also, Douglas A. Blair, The “Knowingly and Willfully” Continuum of the Anti-
Kickback Statute’s Scienter Requirement: Its Origins, Complexities, and Most Recent Judicial
Developments, 8 ANNALS HEALTHL. 1 (1999).
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referral prohibitions and the need to establish a separate and distinct law prohibiting

physician self-referral. >’

* Thomas S. Crane, The Problems of Physician Self-Referral Under the Medicare and Medicaid
Antikickback Statute, 268 JAMA 85 (1992).



Il. THE LAW OF SELF-REFERAL*

A. StarkI and I

In 1989, Congress established the Ethics in Patient Referrals Act, otherwise
known as Stark I, in an effort to control increased spending caused by physician self-
referrals. This law regulates a physician’s referrals to an entity in which the physician
has an ownership or investment interest. Stark I prohibits physicians from referring
Medicare patients to a clinical laboratory in which the physician or a family member
has a financial interest and prohibits billing Medicare for such a referral.

Stark II, promulgated in 1993, expanded the referral and billing prohibitions of
Stark I’! to include laboratories and ten new designated health services®” in which a
physician or family member has an ownership or investment interest or from which
the physician receives compensation.>® Stark is an exceptions statute. First, it
declares all referrals to entities in which a physician has a financial interest to be
illegal. Then, the statute allows for certain self-referrals if they fit within an
exception. The exceptions attempt to allow for legitimate investments, arrangements
with legitimate social objectives, and realities of practice. Exceptions fall into three

basic categories: 1) general exceptions, 2) ownership or investment interest

30 A summary of Stark I and II and corresponding regulations are attached as Table 1.

3! Stark IT also makes the self-referral prohibition applicable to services paid by Medicaid. No payment
will be paid to a state for a service furnished upon referral if Medicare would not cover the service if it
were paying for the service directly.

32 No payment will be made for illegal referrals covered by eleven designated health services, namely:
clinical laboratory services; physical therapy services; occupational therapy services; radiology, MRI,
CAT and ultrasound; radiation therapy services and supplies; durable medical equipment and supplies;
parenteral and enteral nutrients, equipment and supplies; prosthetics, orthotics and prosthetic devices;
home health services and supplies; outpatient prescription drugs; and inpatient and outpatient hospital
services.

33 A compensation arrangement is more specifically defined as any arrangement involving any
remuneration between a physician and an entity except for certain refunds and administrative or cursory

16
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exceptions, and 3) compensation arrangement exceptions.

1. General Exceptions

There are three general self-referral exceptions. These exceptions relate to
physician services, in-office ancillary services and prepaid plans. The physician
services exception®* allows a physician to refer an otherwise prohibited designated
health service to himself, if the physician personally provides the designated health
service, or to an affiliated group member, if the service is personally supervised by a
group member. >> The in-office ancillary service exception allows otherwise
prohibited designated health services to be provided personally by the referring
physician, by a physician who is a member of the same group practice as the referring
physician, or by individuals who are directly supervised by such a physician. In order
to qualify for the in-office ancillary service exception, certain location and billing
requirements must be met, such as the same-building and group billing number

requirements.>® The prepaid plan exception allows a physician to refer patients for a

charges. Remuneration is defined as any remuneration, directly or indirectly, overtly or covertly, in
cash orinkind. 42 U.S.C. § 1395nn(h)(1).

* 42 U.S.C. § 1395nn(b)(1).

3 Where a group member is attempting to qualify for the personal services exception or the in-office
ancillary service exception, group practice requirements must be met. “Group practice” means a group
of two or more physicians legally organized in which each physician who is a member of the group
provides substantially the full range of services which the physician routinely provides through the joint
use of facilities, equipment, and personnel. Each group physician must provide substantially all of the
services through the group, and the services must be billed in the name of the group. Members of the
group must personally conduct no less than 75 percent of the physician-patient encounters of the group
practice. Overhead expenses and income must be distributed in accordance with methods previously
determined by the group. Compensation of group members cannot be based on the volume or value of
referrals. However, a physician in group practice may be paid on a share of overall profits or a
productivity bonus based on services personally performed so long as the share or bonus does not take
into account the volume or value of referrals. 42 U.S.C. § 1395nn(h)(4).

3¢ The service must be provided in the building where the referring physician or another physician who
is a member of the same group practice provides unrelated physician services or, if the referring
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designated health service when the service is furnished by an organization receiving

payments on a prepaid basis, such as a health maintenance organization.*’

2. Ownership or Investment Interest Exceptions

There are four ownership or investment interests exceptions. There is an
exception for investment securities, rural services and two exceptions relating to
hospital ownership. A physician is allowed to have an ownership or investment
interest in certain publicly traded securities and mutual funds from regulated
investment companies, as long as these securities were purchased on terms generally
available to the public.®® A rural provider may have an ownership or investment
interest in an entity providing designated health services in a rural area if substantially
all of the designated health services furnished by the entity are furnished to individuals
residing in the rural area.®® A designated health service may be provided by a hospital
in which the provider has an ownership or investment interest if the referring
physician is authorized to perform services at the hospital and the ownership or
investment interest is in the hospital as a whole and not merely in a subdivision of the
hospital. ** Physicians may have an ownership or investment interest in hospitals in

Puerto Rico that provide designated health services upon referral *'

physician is a member of a group practice, the service can be provided in another building used by the
group practice for the centralized provision of some or all of the group’s clinical laboratory services or
other designated health services. The service must be billed by the physician performing or supervising
the service, by a group practice under a group billing number or by an entity that is wholly owned by
the physician or group practice. 42 U.S.C. § 1395nn(b)(2).

3742 U.S.C. § 1395nn(b)(3).

3% 42 U.S.C. § 1395nn(c)(additional shareholder equity and total assets requirements must be met).
3942 U.S.C. § 1395nn(d)(2).

“ 42 U.S.C. § 13950n(d)(3).

“42U.S.C. § 1395nn(d)(1).
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3. Compensation Arrangement Exceptions

There are nine exceptions to the prohibition against referring a patient to an
entity with which the physician has a compensation arrangement. There is an
exception for space and equipment rental, bona fide employment arrangements,
personal services, physician incentive plans, non-designated health services, physician
recruitment, isolated transactions, group practice arrangements with hospitals and
payment by physicians for items or services.

The equipment and space leasing exception provides that referring physicians
may receive certain compensation under a space or equipment lease from an entity
providing designated health services.*> Under the bona fide employment exception, an
employer may pay compensation to a physician or immediate family member who has
a bona fide employment relationship with the employer if the employment is for
identifiable services.* Personal service arrangements are allowed under certain

circumstances.* Physician incentive plans allow compensation to be determined by

“2 The lease must be in writing, signed by the parties, for a term of at least one-year, specifying the
space or equipment to be leased. Compensation cannot be beyond that which is reasonable and
necessary for legitimate business purposes. The lease must establish the rental charge in advance,
consistent with fair market value (defined as the value in arms length transactions, consistent with the
general market value, 42 U.S.C. § 1395nn(h)(3)), and not taking into account the volume or value of
any referrals or business generated between the parties. The lease must be commercially reasonable
even if no referrals were made between the parties. Further, the space or equipment must be used
exclusively by the lessee, with some exceptions for common space. 42 U.S.C. § 1395nn(e)(1).

“* The amount of compensation must be consistent with the fair market value for the services and not
determined by considering the volume or value of referrals. The compensation must be provided
pursuant to an agreement that would be commercially reasonable even if no referrals were made. This
section explicitly allows productivity bonuses based on services performed personally by the physician
or an immediate family member. 42 U.S.C. § 1395nn(e)(2).

* Personal service arrangements are generally allowed if the arrangement is set out in writing, signed
by the parties specifying the services covered by the arrangement, which must include all of the services
to be provided by the physician. The services to be provided must not exceed those that are reasonable
and necessary for the legitimate business purposes of the arrangement. The term of the arrangement
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taking into account the volume or value of referrals or other business generated in
order to reduce or limit services provided. Physician incentive plans are allowed
under Stark if the physician complies with applicable law.*> A physician may receive
compensation from a hospital for an item or service that does not relate to the
provision of a designated health service.*® Further, a hospital may pay remuneration
to a physician to induce the physician to relocate to a geographic area served by the
hospital as long as the physician is not required to refer to the hospital and the
remuneration for relocation does not take into account the volume or value of any
referrals.*’ The isolated transaction exception allows arrangements such as a one-time
sale of property or practice. ** The group practice arrangement exception allows a
hospital to bill for inpatient services provided by a few group practices.” Last, a
physician may pay for the provision of a designated health service if the item or

service is furnished at a price that is consistent with the fair market value.*

must be for at least one year and the agreement must set out in advance the compensation arrangement
which cannot exceed the fair market value and cannot take into account the volume or value of referrals
or other business generated. 42 U.S.C. § 1395nn(e)(3)(A).

“ No payment under such a plan may be made specifically as an inducement to reduce or limit
medically necessary services and the plan must comply with regulations if the plan places the provider
at substantial financial risk. 42 U.S.C. § 1395nn(e)(3)(B).

642 U.S.C. § 1395nn(e)(4).

742 U.S.C. § 1395nn(e)(5).

%8 The transaction must be consistent with fair market value and not determined in a manner that takes
into account the volume or value of any referral by the referring physician. The one-time transaction
must be provided pursuant to an agreement that would be commercially reasonable even without
referrals. 42 U.S.C. § 1395nn(e)(6). “Commercially reasonable” is not defined by Stark.

* The arrangement must have begun before December 19, 1989 and continued without interruption
since that date. The arrangement must be in writing specifying the services to be provided and
compensation to be received. Substantially all designated health services must be provided by the
group under the arrangement. The compensation must be consistent with the fair market value, not
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4. Reporting, Penalties, and Agency Authority

Stark requires any entity providing covered services to report concerning the
entity’s ownership, investment, and compensation arrangements.”’ Violations of Stark
can result in substantial sanctions, including denial or refund of payment, civil
monetary penalties and exclusion from participation ‘in federally funded health care
programs.

Finally, Stark requires that the Secretary of the Department of Health and
Human Services issue advisory opinions concerning whether a referral relating to a
designated health service is prohibited.>® The Secretary is authorized to promulgate
regulations including the ability to define additional exceptions that do not pose a risk

of program or patient abuse.>*

determined by taking into account the volume or value of referrals, and commercially reasonable even
if no referrals were made. 42 U.S.C. § 1395mn(e)(7).

942 U.S.C. § 1395nn(e)(8).

31 42 U.S.C. § 1395nn(f).

>2 No payment will be made for a designated health service that is provided in violation of Stark. Any
amount collected for items or services billed in violation of Stark must be refunded. Any person that
presents a bill for a service that the person knows or should know is for a service for which payment is
prohibited by Stark or for which refund has not been made is subject to a civil monetary penalty of
$15,000 for each service billed. If a physician or entity enters into an arrangement which the entity or
physician knew or should have known had a principal purpose of assuring referrals, the physician or
entity shall be subject to a civil monetary penalty of $100,000 for each arrangement or scheme. Any
person or entity that fails to comply with the reporting requirements of Stark is subject to a civil
monetary penalty of not more than $10,000 per day for which reporting was required. 42 U.S.C. §
1395nn(g)(1-5).

342 U.S.C. § 1395nn(g)(6).
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B. Regulatory Guidance Interpreting Stark I and IT

1. Stark I Regulations

Regulations promulgated pursuant to Stark I°° clarify the law and add
regulatory exceptions to the statutory exceptions.>® Stark is interpreted by the
regulations to prohibit the maximum number of possible self-referral situations. For
example, the regulations define ‘clinical laboratory services,” ‘substantially all’ and
‘immediate family member’ in an attempt to maximize the number of health care self-
referral arrangements that are prohibited by Stark.5 7 The regulations also try to control

the use of group practices that qualify for an exception under Stark by requiring a

>4 42 U.S.C. § 1395nn(b)(4).

> The Stark I regulations do not explicitly address Stark II and do not explicitly apply to Medicaid,
however, they have been used by analogy. See infra, section III.B.2.

%42 CF.R. § 411.351 et seq.

%7 See e.g., Clinical Laboratory Services: The regulations define clinical laboratory services to
encompass every examination of any material derived from the human body. 42 C.F.R. § 411.351.

- Direct Supervision: The direct supervision requirement of the in-office ancillary services exception is
defined as supervision by a physician who is present in the office suite and immediately available to
provide assistance and direction throughout the time services are being performed. /d..

- Substantially All: The requirement that substantially all of the services of the physicians who are
members of the group are furnished through the group and billed in the name of the group is clarified to
mean at least 75 percent of the total patient care services of the group practice members. Patient care
services means any tasks performed by a group practice member that addresses the medical needs of a
patient, regardless of whether they involve direct patient encounters. Patient care services can include
time spent consulting with another physician or time spent reviewing test results. The patient care
services requirement is measured by the total patient care time each member spends on these services.
A ratio of the total hours spent in practice versus the hours spent on patient care is utilized. This
requirement does not apply if the practice is located in a health professional shortage area (“HPSA”) or
for service provided in an HPSA. Members of the group include physician partners and full-time and
part-time physician contractors and employees that bill in the name of the group. /d

- Group practice attestation: The regulations require a group practice attestation where the group
practice must submit a written statement annually or when formed or when the group meets the
requirements to attest that during the last twelve months 75 percent of the total patient care services of
the group practice members was furnished through the group and billed by the group. 42 CF.R. §
411.360.

- Immediate Family Member: Immediate family member is defined as husband or wife; natural or
adoptive parent, child or sibling; stepparent, stepchild; stepbrother, or stepsister; father-in-law; mother-
in-law, brother-in-law, or sister-in-law; grandparent or grandchild; and spouse of a grandparent or
grandchild. 42 C.F.R. § 411.351.
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group practice attestation, which requires the group to document that it satisfies the
group practice requirements.*®

Many exceptions, such as the rural provider, hospital ownership and physician
recruitment exceptions, have been clarified.”> New exceptions have been added
indicating that referrals for services furnished in an ambulatory surgical center, end
stage renal disease facility or by hospice are not prohibited, if payment is included in
the standard rate for each.” The regulations also clarify reporting requirements®' and
the procedure for requesting advisory opinions from the Health Care Financing

Administration (HCFA).%

2. Advisoi‘y Opinions

The Office of Inspector General (OIG) and HCFA issued three advisory
opinions that deal with physician self-referral. The first advisory opinion, issued by
the OIG pursuant to the anti-kickback provisions of the Health Insurance Portability

and Accountability Act of 1996 (HIPAA), relates to self-referral in joint venture

*1d.

% See e.g., Rural Provider: The physician may refer to a rural laboratory that the physician has an
ownership or investment interest in if that laboratory performs the tests on the premises of the rural
laboratory or if not, the laboratory bill Medicare directly for the testing and substantially all, defined by
these regulations as no less than 75 percent, of all of the tests are furnished to individuals who reside in
the rural area. 42 C.F.R. § 433.356.

- Hospital Ownership: The hospital ownership exception is clarified in that the physician’s ownership
or investment interest must be in the entire hospital and not merely in a distinct part or department of
the hospital. The regulation adds that until January 1, 1995, the referring physician’s ownership or
investment interest must not relate directly or indirectly to the furnishing of clinical laboratory services.
Id.

- Physician Recruitment: The physician recruitment exception is altered by regulation in that the
physician cannot be precluded from establishing staff privileges at another hospital or referring business
to another entity. 42 C.F.R. § 411.357.

42 CFR. §411.355.

1 42 CF.R. § 411.361.

242 CF.R. § 411.370 et seq.



24

arrangements and pre-dates Stark. HCFA issued two additional advisory opinions
interpreting sections of Stark pursuant to the authority granted to it by the Department
of Health and Human Services (DHHS) under the Balanced Budget Act of 1997.%
The two advisory opinions issued by HCFA discuss ambulatory surgical treatment

centers and referrals for eyeglasses following cataract surgery.

a. Joint Venture Arrangements Advisory Opinion

In 1989, the OIG issued a joint venture advisory opinion under the anti-
kickback statute before the initiation of any formal legal prohibition on self-referral.
The anti-kickback statute is a federal law that makes it a crime to solicit, receive or
pay any remuneration for the referral of a patient or to induce the referral of a
patient.** The OIG raised concern about situations when physicians become investors
in a joint venture entity and thereafter refer patients to that entity, benefiting
financially from their referrals. The OIG identified three areas of a joint venture that
would be reviewed for suspect activity. First, the manner in which investors are
selected and retained should be reviewed to ensure that investors are not required to
refer or in a position to make referrals. Second, the nature of the business structure of
the joint venture should be reviewed to ensure that the joint venture is not merely a
shell to cover for kickbacks and referrals. Third, the financing and profit distributions

of the joint venture should be reviewed to ensure that returns are proportionate to the

42 U.S.C. § 1395nn(g)(6); 63 Fed. Reg. 1646 (Final Rule implementing Stark law advisory opinion

process).
%4 See, 42 U.S.C. § 1320a-Tb.
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financial risk of the investor.*> The OIG sent the advisory opinion to every provider
of health care services in the Medicare program as a warning to those engaged in

abusive self-referral arrangements.*

b. Joint Venture Ambulatory Surgical Treatment Center
Advisory Opinion

Under Stark, HCFA issued an advisory opinion that interpreted the rural
provider exception of Stark II as applied to an ambulatory surgical treatment center
(ASTC). ASTC investors requested advice on whether or not a proposed joint venture
violated Stark. HCFA found that an ASTC that planned to offer investors up to 49
percent of the company’s interest in profits, losses, and cash flow, in exchange for
capital contributions, created an ownership or investment interest.®” Therefore, Stark
prohibited the arrangement unless it fit within an exception. HCFA found that the
rural provider exception applied. The rural provider exception requires that services
provided by the proposed ASTC actually be furnished in a rural area and that

substantially all of the services furnished by the ASTC be furnished to individuals

55 Investors should not be chosen because they are in a position to make referrals or based on their
capacity to make referrals. Divestiture of a physician’s interest based on the failure to make referrals or
for moving out of the practice area are indicators of a violation of the anti-kickback statute. If the joint
venture tracks sources of referral and distributes this information to investors, the arrangement may be
suspect. Business structures that are only shell joint ventures for the purpose of covering for kickbacks
for referrals are not allowed. If the amount of capital invested by the physician is disproportionately
small and the returns on investment disproportionately large when compared to the typical investment,
the financing and profit distribution or disproportionate returns in comparison with financial risk makes
the venture suspect for violation of the fraud and abuse statute.
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