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specifically excepted under section
1877. Because of these distinctions, the
provisions of the regulations
implementing these laws will not
exactly correspond. Additionally, we
note that, under the amendments
created by OBRA ‘93 (particularly in the
new sections 1877(e)(2) and (e)(3)),
many more relationships between
physicians and laboratories are now
excepted from the effects of the
prohibition on referrals.

Comment: One commenter indicated
that a justifiable distinction cannot be
drawn between the employment of a
physician (or family member) by a
hospital, which in some cases would be
excepted under § 411.359(b) of the
proposed rule, and employment of a
physician (or family member) by a
nonhospital laboratory, which could not
be excepted under proposed § 411.359.

Response: Section 1877(e)(2), as
amended by OBRA ‘93, recognizes bona
fide employment relationships without
drawing a distinction between a
hospital laboratory and nonhospital
laboratories. Under the new provision,
for purposes of section 1877, any
amount paid by an employer to a
physician (or an immediate family
member of the physician) who has a
bona fide employment relationship with
the employer for the provision of
services does not constitute
compensation, providing the following
conditions, set forth in § 411.357(c), are
met:

• The employment is for identifiable
services.

• The amount of the remuneration
under the employment—

+ Is consistent with the fair market
value of the services;

+ Is not determined in a manner that
takes into account (directly or
indirectly) the volume or value of any
referrals by the referring physician
(although certain productivity bonuses
are allowed); and

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

H. Additional Exceptions
Under section 1877(b)(4), the

Secretary is given the authority to define
financial relationships beyond those
specified in the law that could be
exempt from the prohibition on referrals
if the Secretary determines, and
specifies in regulations, that they do not
pose ‘‘a risk of program or patient
abuse.’’ (Section 152(c) of SSA ’94
amended the effective date provision for
OBRA ’93 to reinstate section
1877(b)(4), as it appeared prior to the
enactment of OBRA ’93, until January 1,

1995. The original version of (b)(4)
provided an exception for financial
relationships with a hospital which are
unrelated to the provision of clinical
laboratory services. As a result, we
believe that there are two versions of
section 1877(b)(4) in effect until January
1, 1995.) In the proposed rule, we
requested recommendations about
financial relationships that do not pose
a risk of program or patient abuse. We
received suggestions for additional
exceptions, all of which are discussed
below. In particular, the issue of shared
laboratories was raised in the context of
various business and practice
arrangements, most often with respect to
such shared arrangements between
physicians.

1. Comments Relating to an Exception
for Shared Laboratories

Comment: A few commenters strongly
objected to the formulation of any
special exception for shared
laboratories. The commenters
maintained that these arrangements
could easily be used as a sham to
circumvent the purposes of the law.
They believed that a group of physician
investors could set up a single
laboratory to which they all refer
testing. Each physician could then
obtain his or her own CLIA number for
the laboratory and bill separately for
these services, thus making the
detection of these schemes extremely
difficult. Moreover, the commenters
wrote that outside practitioners would
also be allowed to refer their testing to
any one of these physicians. Such an
arrangement, in these commenters’
view, is little more than a continuation
of the physician-owned laboratory
under a different name and is a way for
physician-owners to circumvent the
terms of section 1877.

Response: We share the concerns
raised by these commenters, and we
agree that a separate exception cannot
be justified. CLIA certifies each
laboratory by location. It does not certify
individuals. Therefore, a laboratory that
registers for CLIA will register once and
receive one CLIA registration number.
Each shared laboratory location is to
have one CLIA certificate regardless of
the number of physicians conducting or
supervising testing in that laboratory,
and only one registration and
compliance fee and proficiency testing
enrollment and survey is required.
Testing performed in the physician’s
office that contains the shared
laboratory may be included under the
shared laboratory certificate. Physicians
who perform laboratory testing in their
own offices, in addition to performing
tests in a shared laboratory, must have

a separate certificate for their office
laboratory.

As we understand it, there are a
variety of circumstances that involve
shared office space in general and
shared laboratories in particular.
Examples of shared laboratories range
from laboratories shared by two or more
solo practicing physicians to larger
laboratories that are shared by hospitals,
other health care facilities, and group
practices. In effect, these commenters
believed that to establish an exception
for practicing physicians who share a
laboratory would thwart the intent of
the statute to end potential and actual
overutilization of laboratory services.

In the example presented by the
commenters, several physicians set up a
laboratory separate from any of their
practices, share in the costs of its
operation, and bill individually for
services furnished to their own patients.
(The commenters also stated that
physicians who are not owners refer
patients for tests.) Since the physicians
each appear to have an ownership or
investment interest in the laboratory,
they would be precluded from referring
to the laboratory, unless they qualify for
an exception.

It is not clear from the example, but
if each physician does not have a
practice in the same building as the
laboratory and does not directly
supervise the laboratory personnel who
are performing the services for the
physician’s patients, the supervision
and location requirements of the in-
office ancillary services exception in
section 1877(b)(2) would not be met.
Furthermore, as discussed in greater
detail in response to the next comment,
we do not believe that it would be
possible to develop an exception to
accommodate these circumstances that
would meet the statutory test contained
in section 1877(b)(4); that is, that there
be no risk of program or patient abuse.

Nonetheless, we want to clarify that
the in-office ancillary exception could
apply if each of the individual
physicians involved separately met the
supervision, location, and billing
requirements of section 1877(b)(2). For
example, physicians A, B, and C each
have their own offices in the same
building. Each physician directly
supervises the laboratory technician
when the technician is performing
services for the physician. In addition,
each physician bills for services
furnished to his or her own patients. We
also want to provide an example of a
situation that would not qualify for the
in-office exception. For example, ten
individual physicians each have their
own office on different floors in a
building and the laboratory they share is


