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the many solo and group practice
physicians who wish to be excepted for
referrals for their own in-office ancillary
services. These physicians have had no
way to be certain, from January 1992
until the publication date of this interim
final rule, whether they qualify for the
in-office ancillary services exception.
They cannot know if they do until it is
clear that they are ‘‘directly
supervising’’ any individuals who
perform laboratory tests. In short, a
portion of the statute cannot be
implemented without interpretation,
although some form of ‘‘supervision’’
has been required since January 1992.

Defining ‘‘direct supervision’’ in this
interim final rule avoids piecemeal
promulgation of the statute for critical
provisions such as this one. The in-
office ancillary services exception is an
important one that affects many
physicians in a variety of situations,
including those involved in shared
laboratories. We have received a
tremendous number of inquiries on how
shared laboratories fit within the
statutory scheme. We cannot provide a
definitive answer to many of these
inquiries until we define ‘‘direct
supervision.’’ Without certainty,
physicians and entities affected by this
provision will continue to be confused
about how to handle their highly
complicated financial relationships.
They may divest themselves
unnecessarily of interests that we
believe the Congress meant to excuse
when it created the in-office ancillary
exception.

Any uncertainty over the meaning of
‘‘direct supervision’’ could also damage
our ability to enforce section 1877. If we
take no action and delay enforcement of
the referral prohibition because of
uncertainty about the ‘‘direct
supervision’’ requirement, we could be
allowing over-utilization of services by
physicians who have financial
relationships with an entity and who
continue to make prohibited referrals to
that entity.

Finally, we are providing a comment
period following publication of this
interim final rule. We will carefully
consider all comments we receive on
the definition of ‘‘direct supervision’’
and publish our responses to these
comments in a final rule.

The long-standing definition of
‘‘direct supervision’’ makes the
proximity of the laboratory to each
physician’s office important. That is, in
the first example, the laboratory must be
situated in a way that each of the three
physicians would be able to directly
supervise the services of the individual
performing the testing when the testing
is being performed for the physician’s

own patients. This means that it is
possible for a physician to have his or
her office practice in a location separate
from the laboratory as long as the
laboratory is in the same building in
which the physician practices and he or
she fulfills the direct supervision
requirement by being in the office suite
when the tests are performed.

Finally, the exception in section
1877(d)(2) and § 411.356(b)(1) for
clinical laboratory services furnished in
a laboratory located in a rural area
applies to shared laboratories. This
exception, however, applies to referrals
that would otherwise be prohibited only
because of ownership or investment
interests. The exception does not apply
if the referring physician has a
compensation arrangement with the
rural laboratory. Therefore, if physicians
share ownership in a laboratory located
in a rural area but have no
compensation arrangements with the
laboratory (for example, remuneration
between the physicians and laboratories
other than return on investment),
referrals by the physicians to the rural
laboratory would not be prohibited
provided the criteria mentioned above
are met.

Comment: A majority of commenters
regard the absence of a ‘‘shared
laboratory’’ exception to be a serious
oversight. These commenters indicated
that shared clinical laboratories are very
common, especially among younger
physicians still building their solo
practices and among providers in rural
or medically underserved areas, whose
populations could not otherwise
support an independent laboratory
testing facility. Other commenters
indicated that an exception to permit
physicians to make Medicare referrals to
their shared laboratories would
eliminate the discrimination that exists
in the proposed regulations in favor of
group practices and individually
practicing physicians who can afford to
purchase their own laboratory
equipment solely for their own use. The
commenters suggested that an exception
could be added to permit referrals when
all of the following factors are present:

• The shared arrangement involves a
fixed and limited number of physician
practices. The maximum may be
specified by the Secretary.

• The arrangement involves only
physicians who occupy the same office
space or who practice in contiguous
offices in the same building.

• The physicians in the arrangement
refer only their own patients to their
shared laboratory, which would not
accept Medicare referrals from other
physicians.

• The tests are done by the
physicians’ employees and are directly
supervised by the physicians, or the
physician personally performs the
laboratory test for his or her own
Medicare patients.

• No physician in the arrangement
may be required to maintain a specific
level or volume of laboratory referrals.

• The services are billed by one of the
following:

+ The physician performing or
supervising the service.

+ An entity that is wholly owned by
the physicians who are parties to the
shared office laboratory agreement.

• The shared-office must not loan
funds or guarantee a loan for any
physicians who share in the costs of the
laboratory and who are in a position to
refer to the laboratory.

• The agreement under which the
shared-office laboratory operates does
not contain ‘‘noncompetition clauses’’
that prevent physicians who share in
the costs of the laboratory from
investing in other laboratories.

• The shared-office laboratory must
not furnish its items or services to
referring physicians who have an
ownership interest in the shared-office
laboratory or share in the costs of the
laboratory differently from other
physicians. (By this, we believe the
commenter meant that tests referred by
owner physicians are not given
priority.)

• Physicians who share in the costs of
the shared-office laboratory must
disclose their interest to their patients
when ordering tests from the laboratory.

• Operation of the laboratory must be
the joint responsibility of the physicians
and/or practice groups with actual costs
shared on a per test basis.

• Shared physician office laboratories
must demonstrate that the laboratory
simply passes actual costs through to
the participating physicians and group
practices with no accumulation or
distributions of net earnings.

Response: As evidenced by the
number of comments concerning this
issue and the detail contained in
suggestions for an exception, it is clear
that there is great concern about this
matter. Nonetheless, the Congress, while
it was deliberating over the changes it
would make in section 1877 by enacting
OBRA ’93, considered an exception for
shared laboratory facilities but chose not
to enact it. (See H.R. Rep. No. 213, 103d
Cong., 1st Sess. 809–810 (1993)). The
Secretary does have the authority to
establish a shared laboratory exception
if she determines that there would not
be a risk of program or patient abuse.

Unfortunately, notwithstanding the
arguments for establishing such an


