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Subpart M—Personnel for Moderate
Complexity (Including the
Subcategory) and High Complexity
Testing

41. New § 493.1351 is added to
subpart M to read as follows:

§ 493.1351 General.
This subpart consists of the personnel

requirements that must be met by
laboratories performing moderate
complexity testing, PPM procedures,
high complexity testing, or any
combination of these tests.

42. Following § 493.1351, a new
undesignated center heading and new
§§ 493.1353, 493.1355, 493.1357,
493.1359, 493.1361, 493.1363, and
493.1365 are added to subpart M to read
as follows:

Laboratories Performing Provider-
Performed Microscopy (PPM)
Procedures

§ 493.1353 Scope.
In accordance with § 493.19(b), the

moderate complexity procedures
specified as PPM procedures are
considered such only when personally
performed by a health care provider
during a patient visit in the context of
a physical examination. PPM
procedures are subject to the personnel
requirements in §§ 493.1355 through
493.1365.

§ 493.1355 Condition: Laboratories
performing PPM procedures; laboratory
director.

The laboratory must have a director
who meets the qualification
requirements of § 493.1357 and provides
overall management and direction in
accordance with § 493.1359.

§ 493.1357 Standard; laboratory director
qualifications.

The laboratory director must be
qualified to manage and direct the
laboratory personnel and the
performance of PPM procedures as
specified in § 493.19(c) and must be
eligible to be an operator of a laboratory
within the requirements of subpart R of
this part.

(a) The laboratory director must
possess a current license as a laboratory
director issued by the State in which the
laboratory is located, if the licensing is
required.

(b) The laboratory director must meet
one of the following requirements:

(1) Be a physician, as defined in
§ 493.2.

(2) Be a midlevel practitioner, as
defined in § 493.2, authorized by a State
to practice independently in the State in
which the laboratory is located.

(3) Be a dentist, as defined in § 493.2.

§ 493.1359 Standard; PPM laboratory
director responsibilities.

The laboratory director is responsible
for the overall operation and
administration of the laboratory,
including the prompt, accurate, and
proficient reporting of test results. The
laboratory director must—

(a) Direct no more than five
laboratories; and

(b) Ensure that any procedure listed
under § 493.19(c)—

(1) Is personally performed by an
individual who meets the qualification
requirements in § 493.1363; and

(2) Is performed in accordance with
applicable requirements in subparts H,
J, K, M, and P of this part.

§ 493.1361 Condition: Laboratories
performing PPM procedures; testing
personnel.

The laboratory must have a sufficient
number of individuals who meet the
qualification requirements of § 493.1363
to perform the functions specified in
§ 493.1365 for the volume and
complexity of testing performed.

§ 493.1363 Standard: PPM testing
personnel qualifications.

Each individual performing PPM
procedures must—

(a) Possess a current license issued by
the State in which the laboratory is
located if the licensing is required; and

(b) Meet one of the following
requirements:

(1) Be a physician, as defined in
§ 493.2.

(2) Be a midlevel practitioner, as
defined in § 493.2, under the
supervision of a physician or in
independent practice if authorized by
the State in which the laboratory is
located.

(3) Be a dentist as defined in § 493.2
of this part.

§ 493.1365 Standard; PPM testing
personnel responsibilities.

The testing personnel are responsible
for specimen processing, test
performance, and for reporting test
results. Any PPM procedure must be—

(a) Personally performed by one of the
following practitioners:

(1) A physician during the patient’s
visit on a specimen obtained from his or
her own patient or from a patient of a
group medical practice of which the
physician is a member or employee.

(2) A midlevel practitioner, under the
supervision of a physician or in
independent practice if authorized by
the State in which the laboratory is
located, during the patient’s visit on a
specimen obtained from his or her own
patient or from the patient of a clinic,
group medical practice, or other health

care provider, in which the midlevel
practitioner is a member or an
employee.

(3) A dentist during the patient’s visit
on a specimen obtained from his or her
own patient or from a patient of a group
dental practice of which the dentist is
a member or an employee; and

(b) Performed using a microscope
limited to a brightfield or a phase/
contrast microscope.

§ 493.1401 [Removed]

43. Section 493.1401 is removed.
44. In § 493.1461, the introductory

text of paragraph (c) and paragraph
(c)(2) is revised, and new paragraphs
(c)(4) and (c)(5) are added to read as
follows:

§ 493.1461 Standard; General supervisor
qualifications.

* * * * *
(c) If the requirements of paragraph

(b)(1) or paragraph (b)(2) of this section
are not met, the individual functioning
as the general supervisor must—
* * * * *

(2)(i) Qualify as testing personnel
under § 493.1489(b)(2); and

(ii) Have at least 2 years of laboratory
training or experience, or both, in high
complexity testing; or
* * * * *

(4) On or before September 1, 1992,
have served as a general supervisor of
high complexity testing and as of April
24, 1995—

(i) Meet one of the following
requirements:

(A) Have graduated from a medical
laboratory or clinical laboratory training
program approved or accredited by the
Accrediting Bureau of Health Education
Schools (ABHES), the Commission on
Allied Health Education Accreditation
(CAHEA), or other organization
approved by HHS.

(B) Be a high school graduate or
equivalent and have successfully
completed an official U.S. military
medical laboratory procedures course of
at least 50 weeks duration and have
held the military enlisted occupational
specialty of Medical Laboratory
Specialist (Laboratory Technician).

(ii) Have at least 2 years of clinical
laboratory training, or experience, or
both, in high complexity testing; or

(5) On or before September 1, 1992,
have served as a general supervisor of
high complexity testing and—

(i) Be a high school graduate or
equivalent; and

(ii) Have had at least 10 years of
laboratory training or experience, or
both, in high complexity testing,
including at least 6 years of supervisory


