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8493.1449 Standard; Technical supervisor qualifications

(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--

(b)(2) 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

(b)(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.

Interpretive Guidelines §493.1449(b)(2)

Qualifications that are equivalent for certification includes board eligibility, i.e., the
individual meets all education, training, or experience requirements to take the
examination, but has not actually taken and successfully completed the examination. An
individual who wishes to qualify as a technical supervisor must supply evidence of this
eligibility status. The designated boards, upon request, will send a letter to the individual
confirming his/her eligibility status. Note that some boards set time restrictions for
taking the examination. For purposes of the regulations, the individual must meet the
education, training or experience required by the board to be eligible to take the
examination and must have confirmation of eligibility status.

The tests in histopathology include gross examination (macro) and microscopic slide
evaluation and interpretation with diagnostic reporting.

(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--

(c)(2)(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

(c)(2)(ii) Be certified in clinical pathology by the American Board of
Pathology or the American Osteopathic Board of Pathology or possess
gualifications that are equivalent to those required for such certification; or
Interpretive Guidelines 8493.1449(c)(1)(ii)
NOTE: See Interpretive Guidelines for §493.1449(b)(2)
(©)(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

(c)(2)(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

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

Interpretive Guidelines §493.1449(c)(3)(i)
See 8493.2 for the definition of an accredited institution.

(c)(3)(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

(c)(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

(c)(4)(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

(c)(5)(i) Have earned a bachelor’s degree in a chemical, physical, or
biological science or medical technology from an accredited institution; and

(c)(B)(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--

(d)(2)(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

(d)(1)(ii) Be certified in clinical pathology by the American Board of
Pathology or the American Osteopathic Board of Pathology or possess
gualifications that are equivalent to those required for such certification; or

Interpretive Guidelines 8493.1449(d)(1)(ii)



NOTE: See Interpretive Guidelines for §493.1449(b)(2).

(d)(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

(d)(2)(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

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

Interpretive Guidelines 8493.1449(d)(3)(i)
See 8493.2 for the definition of an accredited institution.

(d)(3)(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

(d)(4)(1) Have earned a master’s degree in a chemical, physical, biological or
clinical laboratory science or medical technology from an accredited
institution; and

(d)(4)(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

(d)(5)(i) Have earned a bachelor’s degree in a chemical, physical or biological
science or medical technology from an accredited institution; and

(d)(5)(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--

(e)(2)(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



(e)(1)(ii) Be certified in clinical pathology by the American Board of
Pathology or the American Osteopathic Board of Pathology or possess
gualifications that are equivalent to those required for such certification; or

Interpretive Guidelines 8493.1449(e)(1)(ii)
NOTE: See Interpretive Guidelines for §493.1449(b)(2)

(e)(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

(e)(2)(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
mycology; or

(e)(3)(i) Have an earned doctoral degree in a chemical, physical, biological or
clinical laboratory science from an accredited institution; and
Interpretive Guidelines 8493.1449(e)(3)(i)

See §493.2 for the definition of an accredited institution.

(e)(3)(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
mycology; or

(e)(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

(e)(4)(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 mycology; or

(e)(5)(i) Have earned a bachelor’s degree in a chemical, physical or biological
science or medical technology from an accredited institution; and

(e)(5)(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 mycology.



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

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

(H(2)(ii) Be certified in clinical pathology by the American Board of
Pathology or the American Osteopathic Board of Pathology or possess
gualifications that are equivalent to those required for such certification; or

Interpretive Guidelines §493.1449(f)(1)(ii)
NOTE: See Interpretive Guidelines for §8493.1449(b)(2)

(H(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

(H(2)(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 parasitology;

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

Interpretive Guidelines §493.1449(f)(3)(i)
See 8493.2 for the definition of an accredited institution.

(H(3)(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
parasitology; or

(MH(4)(i1) Have earned a master’s degree in a chemical, physical, biological or
clinical laboratory science or medical technology from an accredited
institution; and

(H(4)(i1) 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
parasitology; or

(H(5)(i) Have earned a bachelor’s degree in a chemical, physical or biological



science or medical technology from an accredited institution; and

(H(5)(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
parasitology.

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

(9)(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

(9)(1)(i1) 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

Interpretive Guidelines 8493.1449(g)(1)(ii)
NOTE: See Interpretive Guidelines for §493.1449(b)(2)

(9)(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

(9)(2)(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
virology; or

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

Interpretive Guidelines 8493.1449(g)(3)(i)
See 8493.2 for the definition of an accredited institution.

(9)(3)(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
virology; or

(9)(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



(9)(4)(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 virology; or

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

(9)(5)(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 virology.

(h) If the requirements of paragraph (b) of this section are not met and the
laboratory performs tests in the specialty of diagnostic immunology, the individual
functioning as the technical supervisor must-

(h)(2)(i) Be a doctor of medicine or a doctor of osteopathy licensed to practice
medicine or osteopathy in the State in which the laboratory is located; and

Interpretive Guidelines 8493.1449(h)(1)(i)
NOTE: See Interpretive Guidelines for 8493.1449(b)(2)

(h)(2)(ii) Be certified in clinical pathology by the American Board of
Pathology or the American Osteopathic Board of Pathology or possess
gualifications that are equivalent to those required for such certification; or
(h)(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

(h)(2)(ii) Have at least 1 year of laboratory training or experience, or both, in
high complexity testing for the specialty of diagnostic immunology; or

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

Interpretive Guidelines 8493.1449(h)(3)(i)
See 8493.2 for the definition of an accredited institution.

(h)(3)(ii) Have at least 1 year of laboratory training or experience, or both, in
high complexity testing within the specialty of diagnostic immunology; or

(h)(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

(h)(4)(ii) Have at least 2 years of laboratory training or experience, or both,
in high complexity testing for the specialty of diagnostic immunology; or

(h)(5)(i) Have earned a bachelor’s degree in a chemical, physical or biological
science or medical technology from an accredited institution; and

(h)(5)(ii) Have at least 4 years of laboratory training or experience, or both,
in high complexity testing for the specialty of diagnostic immunology.

(i) If the requirements of paragraph (b) of this section are not met and the
laboratory performs tests in the specialty of chemistry, the individual functioning as
the technical supervisor must--

(1)(2)(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

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

Interpretive Guidelines §493.1449 (i)(1)(ii)
NOTE: See Interpretive Guidelines for §493.1449(b)(2)

(1)(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

(1)(2)(ii) Have at least 1 year of laboratory training or experience, or both, in
high complexity testing for the specialty of chemistry; or

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

Interpretive Guidelines 8493.1449(i)(3)(i)
See 8493.2 for the definition of an accredited institution.

(1)(3)(ii) Have at least 1 year of laboratory training or experience, or both, in
high complexity testing within the specialty of chemistry; or

(i)(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



(i)(4)(i1) Have at least 2 years of laboratory training or experience, or both, in
high complexity testing for the specialty of chemistry; or

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

(1)(5)(ii) Have at least 4 years of laboratory training or experience, or both, in
high complexity testing for the specialty of chemistry.

(J) If the requirements of paragraph (b) of this section are not met and the
laboratory performs tests in the specialty of hematology, the individual functioning
as the technical supervisor must--

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

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

Interpretive Guidelines §493.1449 (j)(1)(ii)
NOTE: See Interpretive Guidelines for §493.1449(b)(2)

()(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

(D(2)(i1) Have at least one year of laboratory training or experience, or both,
in high complexity testing for the specialty of hematology (for example,
physicians certified either in hematology or hematology and medical
oncology by the American Board of Internal Medicine); or

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

Interpretive Guidelines §493.1449(j)(3)(i)
See 8493.2 for the definition of an accredited institution.

(1)(3)(i1) Have at least 1 year of laboratory training or experience, or both, in
high complexity testing within the specialty of hematology; or

(J)(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



(J)(4)(ii) Have at least 2 years of laboratory training or experience, or both, in
high complexity testing for the specialty of hematology; or

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

()(B)(ii) Have at least 4 years of laboratory training or experience, or both, in
high complexity testing for the specialty of hematology.

(k)(2) If the requirements of paragraph (b) of this section are not met and the
laboratory performs tests in the subspecialty of cytology, the individual functioning
as the technical supervisor must--

(k)(2)(1) Be a doctor of medicine or a doctor of osteopathy licensed to practice
medicine or osteopathy in the State in which the laboratory is located; and

(K)(2)(ii) Meet one of the following requirements--

(K)(2)(ii)(A) Be certified in anatomic pathology by the American Board of
Pathology or the American Osteopathic Board of Pathology or possess
gualifications that are equivalent to those required for such certification; or

(K)(2)(ii)(B) Be certified by the American Society of Cytology to practice
cytopathology or possess qualifications that are equivalent to those required
for such certification;

Interpretive Guidelines §493.1449(k)(1)(ii)(A) or (B)
NOTE: See Interpretive Guidelines for §493.1449(b)(2)

(K)(2) An individual qualified under 8493.1449(b) or paragraph (k)(1) of this
section may delegate some of the cytology technical supervisor
responsibilities to an individual who is in the final year of full-time training
leading to certification specified in paragraphs (b) or (k)(1)(ii)(A) of this
section provided the technical supervisor qualified under 8493.1449(b) or
paragraph (k)(1) of this section remains ultimately responsible for ensuring
that all of the responsibilities of the cytology technical supervisor are met.

NOTE: Delegation of cytology technical supervisor responsibilities to an individual in
the final year of full-time training leading to certification may not include interpretation
of cytology specimens.

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



(D(2) Meet one of the following requirements:

(D(2)(1)(A) Be a doctor of medicine or a doctor of osteopathy licensed to
practice medicine or osteopathy in the State in which the laboratory is
located; and

(D(2)(i)(B) Be certified in anatomic pathology by the American Board of
Pathology or the American Osteopathic Board of Pathology or possess
gualifications that are equivalent to those required for such certification;

Interpretive Guidelines 8493.1449(1)(1)(i)(B)
NOTE: See Interpretive Guidelines for §493.1449(b)(2)

An individual who has successfully completed a training program in neuromuscular
pathology approved by HHS may examine and provide reports for neuromuscular
pathology. In July 2003, HHS approved The American Academy of Neurology
Committee for Neuromuscular Pathology Training Program.

(D(2)(@i1) An individual qualified under §493.1449(b) or paragraph (I)(1) of
this section may delegate to an individual who is a resident in a training
program leading to certification specified in paragraph (b) or (I)(1)(i)(B) of
this section, the responsibility for examination and interpretation of
histopathology specimens.

(D(2) For tests in dermatopathology, meet one of the following requirements:

(D(2)(1)(A) 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--

(D(2)(1)(B) Meet one of the following requirements:

(D(2)(1)(B)(1) Be certified in anatomic 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

(D(2)(1)(B)(2) Be certified in dermatopathology by the American
Board of Dermatology and the American Board of Pathology or
possess qualifications that are equivalent to those required for such
certification; or

(D(2)(1)(B)(3) Be certified in dermatology by the American Board of
Dermatology or possess qualifications that are equivalent to those



required for such certification; or

Interpretive Guidelines 8493.1449(1)(2)(1)(B)(1),(2), or (3)

Certification in dermatology by the American Osteopathic Board of Dermatology is
equivalent to board certification by the American Board of Dermatology.

NOTE: See Interpretive Guidelines for 8493.1449(b)(2)

(N(2)(ii) An individual qualified under 8493.1449(b) or paragraph (I)(2)(i) of
this section may delegate to an individual who is a resident in a training
program leading to certification specified in paragraphs (b) or (1)(2)(i)(B) of
this section, the responsibility for examination and interpretation of
dermatopathology specimens.

(D(3) For tests in ophthalmic pathology, meet one of the following
requirements:

(D@3)(1)(A) 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--

(D(@3)(1)(B) Must meet one of the following requirements:

(D(3)()(B)(1) Be certified in anatomic 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

(H3)(1)(B)(2) Be certified by the American Board of Ophthalmology
or possess qualifications that are equivalent to those required for such
certification and have successfully completed at least 1 year of formal
post-residency fellowship training in ophthalmic pathology; or

Interpretive Guidelines §493.1449(1)(3)(i)(B)(1) or (2)
NOTE: See Interpretive Guidelines for §493.1449(b)(2)

(N(3)(ii) An individual qualified under 8493.1449(b) or paragraph (1)(3)(i) of
this section may delegate to an individual who is a resident in a training
program leading to certification specified in paragraphs (b) or (1)(3)(i)(B) of
this section, the responsibility for examination and interpretation of
ophthalmic specimens; or

(m) If the requirements of paragraph (b) of this section are not met and the
laboratory performs tests in the subspecialty of oral pathology, the individual
functioning as the technical supervisor must meet one of the following



requirements:

(m)(2)(i) Be a doctor of medicine or a doctor of osteopathy licensed to
practice medicine or osteopathy in the State in which the laboratory is
located and--

(m)(2)(ii) Be certified in anatomic 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

(m)(2) Be certified in oral pathology by the American Board of Oral
Pathology or possess qualifications for such certification; or

(m)(3) An individual qualified under 8493.1449(b) or paragraph (m)(1) or (2)
of this section may delegate to an individual who is a resident in a training
program leading to certification specified in paragraphs (b) or (m)(1) or (2)
of this section, the responsibility for examination and interpretation of oral
pathology specimens.

(n) If the requirements of paragraph (b) of this section are not met and the
laboratory performs tests in the specialty of radiobioassay, the individual
functioning as the technical supervisor must--

(n)(2)(i) Be a doctor of medicine or a doctor of osteopathy licensed to practice
medicine or osteopathy in the State in which the laboratory is located; and

(n)(2)(ii) Be certified in clinical pathology by the American Board of
Pathology or the American Osteopathic Board of Pathology or possess
gualifications that are equivalent to those required for such certification; or
Interpretive Guidelines 8493.1449(n)(1)(ii)
NOTE: See Interpretive Guidelines for 8493.1449(b)(2)
(n)(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

(n)(2)(ii) Have at least 1 year of laboratory training or experience, or both, in
high complexity testing for the specialty of radiobioassay; or

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

Interpretive Guidelines 8493.1449(n)(3)(i)



See §493.2 for the definition of an accredited institution.

(n)(3)(ii) Have at least 1 year of laboratory training or experience, or both, in
high complexity testing within the specialty of radiobioassay; or

(n)(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

(n)(4)(ii) Have at least 2 years of laboratory training or experience, or both,
in high complexity testing for the specialty of radiobioassay; or

(n)(5)(i) Have earned a bachelor’s degree in a chemical, physical or biological
science or medical technology from an accredited institution; and

(n)(5)(ii) Have at least 4 years of laboratory training or experience, or both,
in high complexity testing for the specialty of radiobioassay.

(o) If the laboratory performs tests in the specialty of histocompatibility, the
individual functioning as the technical supervisor must either--

(0)(1)(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

(0)(1)(ii) Have training or experience that meets one of the following
requirements:

(0)(1)(i1)(A) Have 4 years of laboratory training or experience, or both,
within the specialty of histocompatibility; or

(0)(1)(i1)(B)(1) Have 2 years of laboratory training or experience, or both,
in the specialty of general immunology; and

(0)(1)(i1)(B)(2) Have 2 years of laboratory training or experience, or both,
in the specialty of histocompatibility; or

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

Interpretive Guidelines 8493.1449(0)(2)(i)
See 8493.2 for the definition of an accredited institution.

(0)(2)(ii) Have training or experience that meets one of the following
requirements:



(0)(2)(i1)(A) Have 4 years of laboratory training or experience, or both,
within the specialty of histocompatibility; or

(0)(2)(i1)(B)(1) Have 2 years of laboratory training or experience, or both,
in the specialty of general immunology; and

(0)(2)(i1)(B)(2) Have 2 years of laboratory training or experience, or both,
in the specialty of histocompatibility.

(p) If the laboratory performs tests in the specialty of clinical cytogenetics, the
individual functioning as the technical supervisor must--

(p)(1)(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

(p)(2)(ii) Have 4 years of training or experience, or both, in genetics, 2 of
which have been in clinical cytogenetics; or

(p)(2)(i) Hold an earned doctoral degree in a biological science, including
biochemistry, or clinical laboratory science from an accredited institution;
and

Interpretive Guidelines §493.1449(p)(2)(i)

See 8493.2 for the definition of an accredited institution.

(p)(2)(ii) Have 4 years of training or experience, or both, in genetics, 2 of
which have been in clinical cytogenetics.

(q) If the requirements of paragraph (b) of this section are not met and the
laboratory performs tests in the specialty of immunohematology, the individual
functioning as the technical supervisor must--

(9)(2)(1) Be a doctor of medicine or a doctor of osteopathy licensed to practice
medicine or osteopathy in the State in which the laboratory is located; and

(q)(2)(ii) Be certified in clinical pathology by the American Board of
Pathology or the American Osteopathic Board of Pathology or possess
gualifications that are equivalent to those required for such certification; or
Interpretive Guidelines 8493.1449(q)(1)(ii)
NOTE: See Interpretive Guidelines for §493.1449(b)(2)

(9)(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

(9)(2)(ii) Have at least one year of laboratory training or experience, or both,
in high complexity testing for the specialty of immunohematology.

Note: The technical supervisor requirements for “laboratory training or experience,
or both’’ in each specialty or subspecialty may be acquired concurrently in more
than one of the specialties or subspecialties of service. For example, an individual,
who has a doctoral degree in chemistry and additionally has documentation of 1
year of laboratory experience working concurrently in high complexity testing in
the specialties of microbiology and chemistry and 6 months of that work experience
included high complexity testing in bacteriology, mycology, and mycobacteriology,
would qualify as the technical supervisor for the specialty of chemistry and the
subspecialties of bacteriology, mycology, and mycobacteriology.



