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also establishes a percentage limit on
the amount of the investment. That is,
§ 1001.952(a)(2)(i) specifies that, in
order to qualify for the safe harbor
exception, ‘‘[n]o more than 40 percent of
the value of the investment interests of
each class of investments may be held
* * * by investors who are in a position
to make or influence referrals to, furnish
items or services to, or otherwise
generate business for the entity.’’

While each commenter has made a
good suggestion, we do not have any
data supporting the first commenter’s
assumption that a limit of 5 percent
ownership of a class of securities by
individual physicians and a limit of up
to 20 percent ownership of a class of
securities by all physicians poses no
risk of abuse. We believe that the
Congress was very deliberate in
establishing the requirements for the
exception based on ownership or
investment in publicly traded securities
that is found in section 1877(c). Further,
as pointed out in an earlier response, in
order to establish additional exceptions,
we must determine that the financial
relationship does not pose a risk of
program or patient abuse. To adopt the
suggested approaches, we would, for
example, be required to justify why a
total of 20 percent physician ownership
in a company would be abusive while
a total of less than 20 percent physician
ownership in a company would not be
abusive. We do not have data to justify
such a distinction.

13. Compensation Exception

Comment: One commenter proposed
that an additional exception to the
prohibition on referrals be added to
address certain compensation
arrangements between clinical
laboratories and physicians. This
commenter stated that, under a typical
contractual arrangement between a
clinical laboratory and a physician, the
physician pays a reasonable fee to a
laboratory to provide a service in an
area in which the physician or his or her
office personnel lack expertise. Some
examples would be assisting the
physician to establish a billing service,
providing management services, and
hosting educational seminars. The
commenter suggested that this
exception could contain the following
elements:

• The agreement must be in writing
and be signed by all of the parties.

• The agreement must be for
identifiable services, which must be
clearly set forth in the agreement.

• Compensation must be consistent
with fair market value for these services.

• The compensation must be
considered commercially reasonable
even if no referrals were made.

• The amount of compensation for
the services must not vary based on the
volume or value of any referrals of
business by the physician.

• The services must be offered by the
clinical laboratory to all physicians.

• There must be no requirement on
the part of the physician to refer
patients.

As described, this situation involves a
payment by the physician to the
laboratory under the terms of a contract.

Response: We agree that physicians
incur a legitimate cost when they must
provide certain services, such as
continuing medical education for
themselves and their staff members. In
addition, the physicians should be able
to determine where they can best get
these services. The commenter has
asked that we add a new exception to
the prohibition on referrals to address
certain compensation arrangements in
which a physician pays a reasonable fee
to a laboratory to provide a service in an
area in which the physician or his or her
office personnel lack expertise. We
believe that an additional exception
under the authority of section 1877(b)(4)
is not necessary. Section 1877(e)(8), as
added by OBRA ’93, provides an
exception for payments made by a
physician to any entity as compensation
for items and services (other than
clinical laboratory services) if the items
or services are priced at fair market
value. This provision is effective
retroactively to January 1, 1992, and is
included at § 411.357(i) of this rule.

Comment: A few commenters noted
that a laboratory encounters a problem,
for the following reasons, if it has an
employee who is related to a physician
who refers work to the laboratory. The
referral prohibition is triggered not only
by physicians who themselves have
financial relationships with a laboratory
entity but also by a physician’s
immediate relatives who have financial
relationships. As a result, the
laboratory’s payment to an employee
can constitute a compensation
arrangement and, under the proposed
rule, the laboratory would not be
permitted to accept referrals from that
physician. The commenters suggested
that, as long as the employer has a bona
fide employment relationship with the
employee, there is no reason to question
these employment arrangements. The
commenters suggested that, with an
added exception, the laboratory would
be able to avoid the burdensome process
of polling its employees to determine if
they have a relative who is a referring
physician.

Response: Section 1877(e)(2), as
amended by OBRA ’93, establishes a
new exception for bona fide
employment situations between an
entity and a physician or an immediate
family member of a physician. The
conditions for the exception are as
follows:

• The employment arrangement is for
identifiable services.

• The amount of the remuneration
under the employment—

+ Is consistent with the fair market
value of the services, and

+ Is not determined in a manner that
takes into account (directly or
indirectly) the volume or value of any
referrals by the referring physician.

• The remuneration is provided
under an agreement that would be
commercially reasonable even if no
referrals were made to the employer.

+ The employment meets such other
requirements as the Secretary may
impose by regulations as needed to
protect against program or patient
abuse.

Finally, the employees may be paid a
productivity bonus based on services
they personally performed.

V. Analysis of and Responses to Public
Comments on the Interim Final Rule
With Comment Period—Reporting
Requirements for Financial
Relationships Between Physicians and
Health Care Entities That Furnish
Selected Items and Services

Section 152(a) of SSA ’94 amended
the reporting requirements in section
1877(f) of the Act. As amended, section
1877(f) specifically applies to not only
physicians with an ownership or
investment interest in an entity, but to
physicians who have a compensation
arrangement with an entity as well. SSA
’94 also eliminated the Secretary’s
authority to waive the reporting
requirements for certain States or
services, although the Secretary
continues to have the right to determine
that an entity is not subject to the
reporting requirements because it
provides services covered under
Medicare very infrequently. In addition,
the reporting requirements continue to
not apply to designated health services
furnished outside of the United States.

The SSA ’94 amendments apply to
referrals made on or after January 1,
1995. However, section 1877(f) does not
apply to referrals at all, but instead
requires providers of Medicare covered
items and services to report certain
information about their financial
relationships with physicians at such
times as the Secretary specifies. As
such, section 152(d), the effective date
provision for the SSA ’94 amendments,


