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Gastroenterologists in private practice may not be aware
of all the technical laws for compliance regarding ancillary
services provided in their practice and their investments in
ambulatory surgery centers where they provide services.
Furthermore, private equity investment is a unique growth
set with special compliance issues. This article will address
these 3 areas of concern so that gastroenterologists in pri-
vate practice or joining a private practice can be aware of
the risks and can structure financial and ownership ar-
rangements appropriately to avoid liability.

Stark Law Compliance for Private
Practice

First, a gastroenterologist should know Stark
compliance in their private practice. The federal Stark
law (“Stark”) is a civil penalty statute that regulates how
gastroenterologists can pay themselves in a practice that
provides certain “designated health services” (“DHS”)
billed to Medicare.1 For the Stark to apply, there must be
a physician referral to an entity where the physician has
a financial relationship for a “designated health service
or DHS.” DHS includes inpatient and outpatient hospital
services, lab services, and diagnostic imaging, among
other types of services. For example, Current Procedural
Terminology (CPT) code 9110 (gastrointestinal tract
imaging, capsule endoscopy) is a DHS under Stark.
Accordingly, if a physician owner or employee refers to a
Medicare patient in their practice for this service, then a
Stark exception must be met for their financial rela-
tionship with the practice not to violate Stark. If the
practice violates Stark, it may have to return the payment
for the diagnostic imaging and could have other penalties
such as exclusion from the Medicare and Medicaid pro-
grams and substantial civil monetary penalties.

Fortunately, there is an employee exception to Stark
and a very popular exception called the In-Office Ancil-
lary Services (“IOAS”). The IOAS Exception excludes any
financial relationship with the group from the Stark
prohibition, which could be ownership or compensa-
tion.2 The highlights of the IOAS Exception and the Stark
“group practice” requirements are outlined below.
However, pages of Stark regulatory exceptions exist that
could also be met in different types of financial relationships
under the Stark law. Gastroenterologists need to consult
with a properly trained health lawyer on these matters
because many lawyers outside of this specialty will not even
be aware of Stark and its very detailed requirements.

The IOAS Exception has 3 main focuses:

1. The individual who furnishes the services.

2. The location with the services is provided and

3. The billing of the services.

Concerning the individual who furnishes the service,
the DHS must be furnished personally by the referring
physician, a physician who is a member of the same
group practice as the referring physician, or an individ-
ual who is supervised by the referring physician or
another physician in the group practice, provided that
the supervision complies with all other applicable
Medicare payment and coverage rules for services. This
requires practices to carefully use independent
contractor physicians to perform the services. There is a
way for them to be compliant, but it is much easier for
Stark compliance to use a full-time employee when a
practice supervises or furnishes DHS.

Next, particular rules exist concerning the physical
location of the provision of DHS. A simplified way to be
safe is to perform the services in the medical office,
which is otherwise open full-time for other patient ser-
vices. For anything other than this, please consult with
the appropriate health law attorney regarding the spe-
cific regulations.

Finally, the services need to be billed by the physician
performing or supervising the service or the group
practice, and some other options are available. It is most
Clinical Gastroenterology and Hepatology 2025;-:-–-

Delta:1_given-name
https://doi.org/10.1016/j.cgh.2025.04.002


PRACTICE MANAGEMENT: THE ROAD AHEAD, continued
efficient to bill the services using the tax ID number
assigned to the group practice.

If there is more than one physician in a practice, then
the practice must comply with the Stark “group practice”
requirements as part of complying with the IOAS
Exception.3 Below is a very high-level review, and
therefore, gastroenterologists will have to work with a
health lawyer to examine all the actual regulations for
technical compliance.

First, the practice must be a single legal entity and
have at least 2 physicians who are group practice
members. “Members of the group practice” are defined
as employees, not independent contractors.

Second, each physician in the group must provide
most of the patient care services they typically offer,
utilizing shared office space, facilities, equipment, and
staff collaboratively. Substantially is defined as 75%. This
means that a gastroenterologist cannot be a group
practice member and just offer one type of medical
service at one group practice and then provide sub-
stantial other types of services elsewhere.

Third, substantially all (75%) of the patient care
services of the physicians who are group members must
be furnished through the group and billed through the
billing number assigned to the group. The amounts
received must be treated as receipts of the group.
Sometimes group practices will have wholly owned
subsidiaries for billing or other purposes. However, this
cannot be the case for more than 25% of the overall
services of the group practice.

Finally, another requirement is that the group prac-
tice must distribute overhead, expenses, and income
using pre-established methods set before receiving pay-
ment for the services. “Group practice” cannot be oper-
ating without compensation set in advance.

Special rules for physician compensation exist under
the group practice requirements. No physician should be
directly compensated based on their referral of Medicare
or Medicaid patients for DHS. Detailed regulations pro-
vide several options for sharing profits, including overall
profit shares. A common Stark-compliant method for
distributing income to physicians involves sharing reve-
nue from ancillary services classified as DHS based on
each physician’s ownership percentage. This approach
ensures that income distribution is not tied to the vol-
ume or value of referrals for those services.

Thus, gastroenterologists can perform diagnostic
testing and other DHS services for Medicare and
Medicaid patients in their practices so long as those
services strictly comply with all the requirements of the
IOAS Exception, group practice requirements, or some
other Stark Exception.
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Compliance for Gastroenterology
Investment in Ambulatory Surgery
Centers

Another common area of federal fraud and abuse
regulation for gastroenterologists arises when they invest
in an ambulatory surgery center (“ASC”). Generally
speaking, it is a felony to pay or be paid anything of value
for Medicare or Medicaid business referrals. This is the
general restriction of the federal Antikickback Statute
(“AKS”).4 A gastroenterologist referring Medicare patients
to an ASC where that physician has an investment could
technically violate this law because the physician will
receive profit distributions from this referral. In addition
to constituting a felony with potential jail time, violation of
the AKS is also grounds for substantial civil monetary
penalties and or exclusion from the Medicare program.

Fortunately, safe harbors exist that cover many
financial relationships, including investment in an ASC.
The financial arrangement is protected from prosecution
if it meets all the safe harbor requirements. If one or
more aspects of the safe harbor are not met, it will not
automatically constitute a crime. However, the govern-
ment will look at facts and circumstances to determine
whether there was an intent to pay for a referral. The
federal anti-kickback safe harbor for ASCs designates
requirements for 4 types of ASCs: surgeon-owned ASCs,
single-specialty ASCs, multi-specialty ASCs, and hospital/
physician ASCs.5

These ASC safe harbors have 5 common
requirements:

1. The ASC must treat Medicare patients in a non-
discriminatory manner.

2. Investment opportunity terms for physician in-
vestors must not be related to the volume or value
of referrals.

3. No loans or loan guarantees to investors are
allowed.

4. All ancillary services must be directly and inte-
grally related to primary procedures at the ASC,
and none may be separately billed to Medicare.

5. Patients must be informed of the physician’s
ownership.

For multi-specialty, single-specialty, and surgeon-
owned ASCs, at least one-third of each physician in-
vestor’s medical practice, based on all sources from the
previous fiscal year or a 12-month period, must come
from performing procedures that require an ASC or
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hospital surgical setting. Further, for multi-specialty
ASCs, at least one-third of the procedures required to
be at an ASC or hospital surgical setting for each investor
must be performed at the ASC. Accordingly, this is an
ongoing compliance requirement that gastroenterolo-
gists must be aware of to meet the ASC safe harbor.
Although investment in an ASC is an opportunity for a
gastroenterologist to make additional income, it is not
without compliance requirements.

Compliance Issues in Private Equity
Investment in Gastroenterology
Practices

A final issue to discuss is the health law risks that
may affect private equity investment in gastroenterology
practices. Private equity groups have increasingly
become interested in becoming potential investors in
gastroenterology practices. However, gastroenterologists
need to be aware of the legal issues involved in such an
investment.

Most states in the United States have the corporate
practice of medicine doctrine, which prohibits unlicensed
people from owning directly in a medical practice.
Accordingly, this creates additional complicated struc-
tures necessary for private equity investment in gastro-
enterology practices. Usually, such investors will invest in
a management services organization (“MSO”), which takes
much of the practice’s value via management fees. Gas-
troenterologists may or may not have an opportunity to
invest in the practice and in the MSO under this scenario.
Another important aspect of the corporate practice of
medicine doctrine is that physicians must control the
clinical aspects of patient care. Therefore, some states may
have restrictions on private equity companies controlling
the use of medical devices, pricing, care protocols, or other
issues related to patient care. This needs to be considered
when reviewing the investment documents and structural
documents proposed by private equity companies.

From a business standpoint, gastroenterologists need
to understand where they can negotiate for financial gain
and control over their clinical practice. This could relate
to their compensation, bonuses and investment oppor-
tunities in the practice, the practice management com-
pany, and possibly real estate or ASCs.

In some states, restrictive covenants are not
permitted, and even in some states where they are legal,
the gastroenterologist may be able to negotiate some-
thing less restrictive. Consequently, gastroenterologists
need business and health law advice to assist them in
evaluating private equity opportunities. Although private
equity companies will remain interested in gastroenter-
ology practices, compliance is important, and physicians
must protect their business in clinical interests when
entering these arrangements.

In conclusion, gastroenterologists in private practice
or those considering joining one must navigate a com-
plex landscape of compliance and regulatory re-
quirements, particularly when providing ancillary
services, investing in ambulatory surgery centers, or
engaging with private equity. Understanding the Stark
Law, AKS, and the intricacies of private equity in-
vestments is essential to mitigate risks and avoid severe
penalties. By proactively seeking expert legal and busi-
ness guidance, gastroenterologists can structure their
financial and ownership arrangements in a compliant
manner, safeguarding their practices while capitalizing
on growth opportunities. This awareness and prepara-
tion not only ensure adherence to regulations but also
empower physicians to protect and advance their clinical
and financial interests in an evolving health care envi-
ronment.
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