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§ 411.356(b)(1). Note that, as discussed
elsewhere in the preamble, unless the
group practice that owns the laboratory
satisfies the definitional requirements,
referrals by group practice physicians to
the laboratory might also be called into
question.

8. Practice

In the proposed rule (411.351), we
defined a ‘‘practice’’ to mean an office
in which the physician, as a matter of
routine, sees patients for purposes of
diagnosis and treatment and where
patient records are kept.

Comment: One commenter indicated
that many group practices provide
medical services in satellite facilities
where only limited medical services are
offered and that the medical records of
the group practice are kept in a
centralized location. Thus, the
commenter recommended that we
clarify in the final rule that the
definition of ‘‘practice’’ is not
incorporated into the definition of
‘‘group practice.’’

Another commenter stated that some
physicians maintain a medical practice
without being tied to a particular
location, such as certain hospital-based
physicians and those who treat nursing
home patients. These physicians use
office space only to receive mail and for
other administrative support functions.
Such a practice, be it group or
individual, does not have an office for
purposes of diagnosis and treatment, or
even to keep substantial amounts of
medical records. The commenter
believed this fact is not taken into
account in the definition.

Response: We acknowledge that the
commenters have raised some legitimate
problems with the proposed approach
and how difficult it is to determine
where someone has a ‘‘practice.’’ We are
responding to these comments by
creating a new, more equitable standard
that is not based on the concept of a
physician’s ‘‘practice’’ (and thus
eliminate the definition from the rule).
We are using the new standard required
by OBRA ’93, which states that to
qualify as a rural provider, substantially
all of the clinical laboratory services
furnished by the entity must be
furnished to individuals residing in the
rural area. As part of this standard, we
are defining ‘‘substantially all’’ as
meaning that 75 percent of the
individuals to whom services are
furnished reside in the rural area.
Although the effective date of this
provision for rural providers is January
1, 1995, we believe it is reasonable to
incorporate it into this final rule.

9. Referral

In the proposed rule (§ 411.351), a
‘‘referral’’ means either of the following:

• The request by a physician for, or
ordering of, any item or service for
which payment may be made under
Medicare Part B, including a request for
a consultation with another physician
other than a pathologist, and any test or
procedure ordered by or to be performed
by (or under the supervision of) that
physician; or

• If a plan of care includes the
performance of clinical laboratory
testing, the request or establishment of
the plan of care by a physician. When
a pathologist, in responding to another
physician’s request for a consultation,
furnishes or supervises the furnishing of
clinical diagnostic laboratory tests and
pathological examination services, the
services are not considered to have been
furnished on a referral basis.

a. Pathology Referrals

Comment: Two commenters wanted
the definition of ‘‘referral’’ to be
clarified so as to exclude circumstances
in which a pathologist providing
professional services to one laboratory
sends specimens ordered by the
attending physician to a second
laboratory in which the pathologist has
a financial interest.

One commenter indicated that the
definition should also exclude
circumstances in which a pathologist
recommends to an attending physician
appropriate follow-up laboratory
services.

Response: Under the definition of
‘‘referral’’ in section 1877(h)(5), a
request by a pathologist for clinical
diagnostic laboratory tests and
pathology examination services will not
be considered a referral if such
laboratory services are furnished by (or
under the supervision of) the
pathologist as a result of a consultation
requested by another physician. Thus, if
the pathologist described in the first
comment either performs or directly
supervises the performance of the
laboratory testing in the second
laboratory, the request for services
would not be considered a referral by
the pathologist. The answer is different,
however, if the pathologist sends
laboratory work to a laboratory with
which he or she has a financial
relationship and the services are not
performed by the pathologist or under
his or her direct supervision. The
services in this situation would be
considered to have been furnished as a
result of a prohibited referral, unless
one of the exceptions applies. Similarly,
if the pathologist sends tests to a

laboratory with which the first referring
physician has a financial relationship,
the referral would be prohibited, unless
an exception applies. Because we
recognize that there are situations in
which a physician’s request for a
consultation with a pathologist could
constitute a referral, this final rule
revises the proposed definition of
‘‘referral’’ by removing the phrase
‘‘other than a pathologist’’.

We do not consider a pathologist’s
recommendation to the attending
physician for additional testing to be a
referral. That is because it is the
attending physician who ultimately
decides whether such testing is
necessary and whether to order the
additional testing and from what
laboratory.

b. Plan of Care and End-Stage Renal
Disease (ESRD) Patients

Comment: One commenter indicated
that the proposed rule is ambiguous
with regard to the ‘‘plan of care’’
element within the definition of
‘‘referral.’’ At one level, the commenter
believed, the language is simply unclear
in that, with regard to ‘‘a plan of care
that includes the performance of clinical
laboratory tests,’’ it is difficult to
understand what is meant by the
‘‘request or the establishment of the
plan of care by a physician.’’ According
to the commenter, this might mean that
when a physician establishes a plan of
care that entails laboratory testing and
the facility or other individual
implementing the plan of care orders
those tests from a laboratory, the
physician shall be considered to have
made the laboratory referral. If this
interpretation is correct, the commenter
believed there are some issues specific
to chronic hemodialysis facilities and
referrals that require clarification.

The commenter wrote that
hemodialysis patients receive three
different classes of clinical laboratory
tests:

1. Tests ordered on a patient-specific
basis on account of particular clinical
signs and symptoms and referred by the
dialysis facility to an independent or
hospital-based clinical laboratory that
bills Medicare. These tests pose no
interpretive problems, as the physician
does, in fact, order each one
individually.

2. Routine monthly testing applicable
to every patient and for which payment
is incorporated into the facility’s
dialysis composite rate.

3. Testing integral to monitoring the
patient during the dialysis treatment
itself, performed in the facility and not
billed separately.


