
42 C.F.R. § 493.1449
Standard; Technical supervisor qualifications.

The laboratory must employ one or more individuals who are qualified by education and either training or
experience to provide technical supervision for each of the specialties and subspecialties of service in which the
laboratory performs high complexity tests or procedures. The director of a laboratory performing high
complexity testing may function as the technical supervisor provided he or she meets the qualifications specified
in this section.

(a) The technical supervisor must possess a current license issued by the State in which the laboratory is
located, if such licensing is required; and

(b) The laboratory may perform anatomic and clinical laboratory procedures and tests in all specialties and
subspecialties of services except histocompatibility and clinical cytogenetics services provided the
individual functioning as the technical supervisor—

(1) Is a doctor of medicine or doctor of osteopathy licensed to practice medicine or osteopathy in the State in
which the laboratory is located; and

(2) Is certified in both anatomic and clinical pathology by the American Board of Pathology or the American
Osteopathic Board of Pathology or Possesses qualifications that are equivalent to those required for such
certification.

(c) If the requirements of paragraph (b) of this section are not met and the laboratory performs tests in the
subspecialty of bacteriology, the individual functioning as the technical supervisor must—

(1)

(i) Be a doctor of medicine or doctor of osteopathy licensed to practice medicine or osteopathy in the State in
which the laboratory is located; and

(ii) Be certified in clinical pathology by the American Board of Pathology or the American Osteopathic Board of
Pathology or possess qualifications that are equivalent to those required for such certification; or

(2)

(i) Be a doctor of medicine, doctor of osteopathy, or doctor of podiatric medicine licensed to practice medicine,
osteopathy, or podiatry in the State in which the laboratory is located; and

(ii) Have at least one year of laboratory training or experience, or both, in high complexity testing within the
specialty of microbiology with a minimum of 6 months experience in high complexity testing within the
subspecialty of bacteriology; or

(3)
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(i) Have an earned doctoral degree in a chemical, physical, biological or clinical laboratory science from an
accredited institution; and

(ii) Have at least 1 year of laboratory training or experience, or both, in high complexity testing within the
specialty of microbiology with a minimum of 6 months experience in high complexity testing within the
subspecialty of bacteriology; or

(4)

(i) Have earned a master's degree in a chemical, physical, biological or clinical laboratory science or medical
technology from an accredited institution; and

(ii) Have at least 2 years of laboratory training or experience, or both, in high complexity testing within the
specialty of microbiology with a minimum of 6 months experience in high complexity testing within the
subspecialty of bacteriology; or

(5)

(i) Have earned a bachelor's degree in a chemical, physical, or biological science or medical technology from an
accredited institution; and

(ii) Have at least 4 years of laboratory training or experience, or both, in high complexity testing within the
specialty of microbiology with a minimum of 6 months experience in high complexity testing within the
subspecialty of bacteriology.

(d) If the requirements of paragraph (b) of this section are not met and the laboratory performs tests in the
subspecialty of mycobacteriology, the individual functioning as the technical supervisor must—

(1)

(i) Be a doctor of medicine or doctor of osteopathy licensed to practice medicine or osteopathy in the State in
which the laboratory is located; and

(ii) Be certified in clinical pathology by the American Board of Pathology or the American Osteopathic Board of
Pathology or possess qualifications that are equivalent to those required for such certification; or

(2)

(i) Be a doctor of medicine, doctor of osteopathy, or doctor or podiatric medicine licensed to practice medicine,
osteopathy, or podiatry in the State in which the laboratory is located; and

(ii) Have at least 1 year of laboratory training or experience, or both, in high complexity testing within the
specialty of microbiology with a minimum of 6 months experience in high complexity testing within the
subspecialty of mycobacteriology; or

(3)

(i) Have an earned doctoral degree in a chemical, physical, biological or clinical laboratory science from an
accredited institution; and

(ii) Have at least 1 year of laboratory training or experience, or both, in high complexity testing within the
specialty of microbiology with a minimum of 6 months experience in high complexity testing within the
subspecialty of mycobacteriology; or
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(4)

(i) Have earned a master's degree in a chemical, physical, biological or clinical laboratory science or medical
technology from an accredited institution; and

(ii) Have at least 2 years of laboratory training or experience, or both, in high complexity testing within the
specialty of microbiology with a minimum of 6 months experience in high complexity testing within the
subspecialty of mycobacteriology; or

(5)

(i) Have earned a bachelor's degree in a chemical, physical or biological science or medical technology from an
accredited institution; and

(ii) Have at least 4 years of laboratory training or experience, or both, in high complexity testing within the
specialty of microbiology with a minimum of 6 months experience in high complexity testing within the
subspecialty of mycobacteriology.

(e) If the requirements of paragraph (b) of this section are not met and the laboratory performs tests in the
subspecialty of mycology, the individual functioning as the technical supervisor must—
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