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(6) Ensure the establishment and 
maintenance of acceptable levels of an-
alytical performance for each test sys-
tem; 

(7) Ensure that all necessary reme-
dial actions are taken and documented 
whenever significant deviations from 
the laboratory’s established perform-
ance characteristics are identified, and 
that patient test results are reported 
only when the system is functioning 
properly; 

(8) Ensure that reports of test results 
include pertinent information required 
for interpretation; 

(9) Ensure that consultation is avail-
able to the laboratory’s clients on mat-
ters relating to the quality of the test 
results reported and their interpreta-
tion concerning specific patient condi-
tions; 

(10) Ensure that a general supervisor 
provides on-site supervision of high 
complexity test performance by testing 
personnel qualified under 
§ 493.1489(b)(4); 

(11) Employ a sufficient number of 
laboratory personnel with the appro-
priate education and either experience 
or training to provide appropriate con-
sultation, properly supervise and accu-
rately perform tests and report test re-
sults in accordance with the personnel 
responsibilities described in this sub-
part; 

(12) Ensure that prior to testing pa-
tients’ specimens, all personnel have 
the appropriate education and experi-
ence, receive the appropriate training 
for the type and complexity of the 
services offered, and have dem-
onstrated that they can perform all 
testing operations reliably to provide 
and report accurate results; 

(13) Ensure that policies and proce-
dures are established for monitoring 
individuals who conduct preanalytical, 
analytical, and postanalytical phases 
of testing to assure that they are com-
petent and maintain their competency 
to process specimens, perform test pro-
cedures and report test results prompt-
ly and proficiently, and whenever nec-
essary, identify needs for remedial 
training or continuing education to im-
prove skills; 

(14) Ensure that an approved proce-
dure manual is available to all per-

sonnel responsible for any aspect of the 
testing process; and 

(15) Specify, in writing, the respon-
sibilities and duties of each consultant 
and each supervisor, as well as each 
person engaged in the performance of 
the preanalytic, analytic, and 
postanalytic phases of testing, that 
identifies which examinations and pro-
cedures each individual is authorized 
to perform, whether supervision is re-
quired for specimen processing, test 
performance or result reporting and 
whether supervisory or director review 
is required prior to reporting patient 
test results. 

[57 FR 7172, Feb. 28, 1992, as amended at 68 
FR 3714, Jan. 24, 2003] 

§ 493.1447 Condition: Laboratories per-
forming high complexity testing; 
technical supervisor. 

The laboratory must have a technical 
supervisor who meets the qualification 
requirements of § 493.1449 of this sub-
part and provides technical supervision 
in accordance with § 493.1451 of this 
subpart. 

§ 493.1449 Standard; Technical super-
visor qualifications. 

The laboratory must employ one or 
more individuals who are qualified by 
education and either training or expe-
rience to provide technical supervision 
for each of the specialties and sub-
specialties of service in which the lab-
oratory performs high complexity tests 
or procedures. The director of a labora-
tory performing high complexity test-
ing may function as the technical su-
pervisor 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 lo-
cated, if such licensing is required; and 

(b) The laboratory may perform ana-
tomic and clinical laboratory proce-
dures and tests in all specialties and 
subspecialties of services except 
histocompatibility and clinical cyto-
genetics services provided the indi-
vidual functioning as the technical su-
pervisor— 

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

VerDate Mar<15>2010 14:23 Jan 03, 2012 Jkt 223185 PO 00000 Frm 00618 Fmt 8010 Sfmt 8010 Q:\42\X42\COPY223185.XXX ofr150 PsN: PC150



609 

Centers for Medicare & Medicaid Services, HHS § 493.1449 

(2) Is certified in both anatomic and 
clinical pathology by the American 
Board of Pathology or the American 
Osteopathic Board of Pathology or Pos-
sesses qualifications that are equiva-
lent to those required for such certifi-
cation. 

(c) If the requirements of paragraph 
(b) of this section are not met and the 
laboratory performs tests in the sub-
specialty of bacteriology, the indi-
vidual functioning as the technical su-
pervisor must— 

(1)(i) Be a doctor of medicine or doc-
tor 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 Pa-
thology 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 labora-
tory training or experience, or both, in 
high complexity testing within the spe-
cialty of microbiology with a minimum 
of 6 months experience in high com-
plexity testing within the subspecialty 
of bacteriology; or 

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

(ii) Have at least 1 year of laboratory 
training or experience, or both, in high 
complexity testing within the spe-
cialty of microbiology with a minimum 
of 6 months experience in high com-
plexity 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 institu-
tion; and 

(ii) Have at least 2 years of labora-
tory training or experience, or both, in 
high complexity testing within the spe-
cialty of microbiology with a minimum 
of 6 months experience in high com-
plexity 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 labora-
tory training or experience, or both, in 
high complexity testing within the spe-
cialty of microbiology with a minimum 
of 6 months experience in high com-
plexity 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 sub-
specialty of mycobacteriology, the in-
dividual functioning as the technical 
supervisor must— 

(1)(i) Be a doctor of medicine or doc-
tor 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 Pa-
thology 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 spe-
cialty of microbiology with a minimum 
of 6 months experience in high com-
plexity 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 ac-
credited institution; and 

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

(4)(i) Have earned a master’s degree 
in a chemical, physical, biological or 
clinical laboratory science or medical 
technology from an accredited institu-
tion; and 

(ii) Have at least 2 years of labora-
tory training or experience, or both, in 
high complexity testing within the spe-
cialty of microbiology with a minimum 
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of 6 months experience in high com-
plexity 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 labora-
tory training or experience, or both, in 
high complexity testing within the spe-
cialty of microbiology with a minimum 
of 6 months experience in high com-
plexity 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 sub-
specialty of mycology, the individual 
functioning as the technical supervisor 
must— 

(1)(i) Be a doctor of medicine or doc-
tor 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 Pa-
thology 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 1 year of laboratory 
training or experience, or both, in high 
complexity testing within the spe-
cialty of microbiology with a minimum 
of 6 months experience in high com-
plexity testing within the subspecialty 
of mycology; or 

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

(ii) Have at least 1 year of laboratory 
training or experience, or both in high 
complexity testing within the spe-
ciality of microbiology with a min-
imum of 6 months experience in high 
complexity testing within the sub-
specialty of mycology; or 

(4)(i) Have earned a master’s degree 
in a chemical, physical, biological or 
clinical laboratory science or medical 
technology from an accredited institu-
tion; and 

(ii) Have at least 2 years of labora-
tory training or experience, or both, in 
high complexity testing within the spe-
cialty of microbiology with a minimum 
of 6 months experience in high com-
plexity testing within the subspecialty 
of mycology; 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 labora-
tory training or experience, or both, in 
high complexity testing within the spe-
cialty of microbiology with a minimum 
of 6 months experience in high com-
plexity 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 sub-
specialty of parasitology, the indi-
vidual functioning as the technical su-
pervisor must— 

(1)(i) Be a doctor of medicine or a 
doctor of osteopathy licensed to prac-
tice medicine or osteopathy in the 
State in which the laboratory is lo-
cated; and 

(ii) Be certified in clinical pathology 
by the American Board of Pathology or 
the American Osteopathic Board of Pa-
thology 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 labora-
tory training or experience, or both, in 
high complexity testing within the spe-
cialty of microbiology with a minimum 
of 6 months experience in high com-
plexity testing within the subspecialty 
of parasitology; 

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

(ii) Have at least 1 year of laboratory 
training or experience, or both, in high 
complexity testing within the spe-
cialty of microbiology with a minimum 
of 6 months experience in high com-
plexity testing within the subspecialty 
of parasitology; 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 institu-
tion; and 

(ii) Have at least 2 years of labora-
tory training or experience, or both, in 
high complexity testing within the spe-
cialty of microbiology with a minimum 
of 6 months experience in high com-
plexity testing within the subspecialty 
of parasitology; 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 labora-
tory training or experience, or both, in 
high complexity testing within the spe-
cialty of microbiology with a minimum 
of 6 months experience in high com-
plexity testing within the subspecialty 
of parasitology. 

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

(1)(i) Be a doctor of medicine or doc-
tor 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 Pa-
thology 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 1 year of laboratory 
training or experience, or both, in high 
complexity testing within the spe-
cialty of microbiology with a minimum 
of 6 months experience in high com-
plexity testing within the subspecialty 
of virology; or 

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

(ii) Have at least 1 year of laboratory 
training or experience, or both, in high 
complexity testing within the spe-
cialty of microbiology with a minimum 

of 6 months experience in high com-
plexity testing within the subspecialty 
of virology; or 

(4)(i) Have earned a master’s degree 
in a chemical, physical, biological or 
clinical laboratory science or medical 
technology from an accredited institu-
tion; and 

(ii) Have at least 2 years of labora-
tory training or experience, or both, in 
high complexity testing within the spe-
cialty of microbiology with a minimum 
of 6 months experience in high com-
plexity testing within the subspecialty 
of virology; 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 labora-
tory training or experience, or both, in 
high complexity testing within the spe-
cialty of microbiology with a minimum 
of 6 months experience in high com-
plexity 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 spe-
cialty of diagnostic immunology, the 
individual functioning as the technical 
supervisor must— 

(1)(i) Be a doctor of medicine or a 
doctor of osteopathy licensed to prac-
tice medicine or osteopathy in the 
State in which the laboratory is lo-
cated; and 

(ii) Be certified in clinical pathology 
by the American Board of Pathology or 
the American Osteopathic Board of Pa-
thology 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 1 year of laboratory 
training or experience, or both, in high 
complexity testing for the specialty of 
diagnostic immunology; or 

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

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

(4)(i) Have earned a master’s degree 
in a chemical, physical, biological or 
clinical laboratory science or medical 
technology from an accredited institu-
tion; and 

(ii) Have at least 2 years of labora-
tory training or experience, or both, in 
high complexity testing for the spe-
cialty of diagnostic immunology; or 

(5) (i) Have earned a bachelor’s de-
gree in a chemical, physical or biologi-
cal science or medical technology from 
an accredited institution; and 

(ii) Have at least 4 years of labora-
tory training or experience, or both, in 
high complexity testing for the spe-
cialty of diagnostic immunology. 

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

(1)(i) Be a doctor of medicine or doc-
tor 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 Pa-
thology 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 1 year of laboratory 
training or experience, or both, in high 
complexity testing for the specialty of 
chemistry; or 

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

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

(4)(i) Have earned a master’s degree 
in a chemical, physical, biological or 
clinical laboratory science or medical 
technology from an accredited institu-
tion; and 

(ii) Have at least 2 years of labora-
tory training or experience, or both, in 

high complexity testing for the spe-
cialty of chemistry; 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 labora-
tory training or experience, or both, in 
high complexity testing for the spe-
cialty of chemistry. 

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

(1)(i) Be a doctor of medicine or a 
doctor of osteopathy licensed to prac-
tice medicine or osteopathy in the 
State in which the laboratory is lo-
cated; and 

(ii) Be certified in clinical pathology 
by the American Board of Pathology or 
the American Osteopathic Board of Pa-
thology 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 labora-
tory training or experience, or both, in 
high complexity testing for the spe-
cialty of hematology (for example, 
physicians certified either in hema-
tology or hematology and medical on-
cology by the American Board of Inter-
nal Medicine); or 

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

(ii) Have at least 1 year of laboratory 
training or experience, or both, in high 
complexity testing within the spe-
cialty of hematology; or 

(4)(i) Have earned a master’s degree 
in a chemical, physical, biological or 
clinical laboratory science or medical 
technology from an accredited institu-
tion; and 

(ii) Have at least 2 years of labora-
tory training or experience, or both, in 
high complexity testing for the spe-
cialty of hematology; or 

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

(ii) Have at least 4 years of labora-
tory training or experience, or both, in 
high complexity testing for the spe-
cialty of hematology. 

(k)(1) If the requirements of para-
graph (b) of this section are not met 
and the laboratory performs tests in 
the subspecialty of cytology, the indi-
vidual functioning as the technical su-
pervisor must— 

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

(ii) Meet one of the following require-
ments— 

(A) Be certified in anatomic pathol-
ogy by the American Board of Pathol-
ogy or the American Osteopathic Board 
of Pathology or possess qualifications 
that are equivalent to those required 
for such certification; or 

(B) Be certified by the American So-
ciety of Cytology to practice 
cytopathology or possess qualifications 
that are equivalent to those required 
for such certification; 

(2) An individual qualified under 
§ 493.1449(b) or paragraph (k)(1) of this 
section may delegate some of the cy-
tology technical supervisor responsibil-
ities 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 pro-
vided the technical supervisor qualified 
under § 493.1449(b) or paragraph (k)(1) of 
this section remains ultimately respon-
sible for ensuring that all of the re-
sponsibilities of the cytology technical 
supervisor are met. 

(l) If the requirements of paragraph 
(b) of this section are not met and the 
laboratory performs tests in the sub-
specialty of histopathology, the indi-
vidual functioning as the technical su-
pervisor must— 

(1) Meet one of the following require-
ments: 

(i) (A) Be a doctor of medicine or a 
doctor of osteopathy licensed to prac-
tice medicine or osteopathy in the 
State in which the laboratory is lo-
cated; and 

(B) Be certified in anatomic pathol-
ogy by the American Board of Pathol-
ogy or the American Osteopathic Board 

of Pathology or possess qualifications 
that are equivalent to those required 
for such certification; 

(ii) An individual qualified under 
§ 493.1449(b) or paragraph (l)(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 (l)(1)(i)(B) of this sec-
tion, the responsibility for examina-
tion and interpretation of 
histopathology specimens. 

(2) For tests in dermatopathology, 
meet one of the following require-
ments: 

(i) (A) Be a doctor of medicine or doc-
tor of osteopathy licensed to practice 
medicine or osteopathy in the State in 
which the laboratory is located and— 

(B) Meet one of the following require-
ments: 

(1) Be certified in anatomic pathol-
ogy by the American Board of Pathol-
ogy or the American Osteopathic Board 
of Pathology or possess qualifications 
that are equivalent to those required 
for such certification; or 

(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 

(3) Be certified in dermatology by the 
American Board of Dermatology or 
possess qualifications that are equiva-
lent to those required for such certifi-
cation; or 

(ii) An individual qualified under 
§ 493.1449(b) or paragraph (l)(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 (l)(2)(i)(B) of this sec-
tion, the responsibility for examina-
tion and interpretation of 
dermatopathology specimens. 

(3) For tests in ophthalmic pathol-
ogy, meet one of the following require-
ments: 

(i)(A) Be a doctor of medicine or doc-
tor of osteopathy licensed to practice 
medicine or osteopathy in the State in 
which the laboratory is located and— 

(B) Must meet one of the following 
requirements: 

(1) Be certified in anatomic pathol-
ogy by the American Board of Pathol-
ogy or the American Osteopathic Board 
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of Pathology or possess qualifications 
that are equivalent to those required 
for such certification; or 

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

(ii) An individual qualified under 
§ 493.1449(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 sec-
tion, the responsibility for examina-
tion 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 sub-
specialty of oral pathology, the indi-
vidual functioning as the technical su-
pervisor must meet one of the fol-
lowing requirements: 

(1)(i) Be a doctor of medicine or a 
doctor of osteopathy licensed to prac-
tice medicine or osteopathy in the 
State in which the laboratory is lo-
cated and— 

(ii) Be certified in anatomic pathol-
ogy by the American Board of Pathol-
ogy or the American Osteopathic Board 
of Pathology or possess qualifications 
that are equivalent to those required 
for such certification; or 

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

(3) An individual qualified under 
§ 493.1449(b) or paragraph (m) (1) or (2) 
of this section may delegate to an indi-
vidual who is a resident in a training 
program leading to certification speci-
fied in paragraphs (b) or (m) (1) or (2) of 
this section, the responsibility for ex-
amination 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 spe-
cialty of radiobioassay, the individual 
functioning as the technical supervisor 
must— 

(1)(i) Be a doctor of medicine or a 
doctor of osteopathy licensed to prac-

tice medicine or osteopathy in the 
State in which the laboratory is lo-
cated; and 

(ii) Be certified in clinical pathology 
by the American Board of Pathology or 
the American Osteopathic Board of Pa-
thology 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 1 year of laboratory 
training or experience, or both, in high 
complexity testing for the specialty of 
radiobioassay; or 

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

(ii) Have at least 1 year of laboratory 
training or experience, or both, in high 
complexity testing within the spe-
cialty of radiobioassay; or 

(4)(i) Have earned a master’s degree 
in a chemical, physical, biological or 
clinical laboratory science or medical 
technology from an accredited institu-
tion; and 

(ii) Have at least 2 years of labora-
tory training or experience, or both, in 
high complexity testing for the spe-
cialty of radiobioassay; 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 labora-
tory training or experience, or both, in 
high complexity testing for the spe-
cialty of radiobioassay. 

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

(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 

(ii) Have training or experience that 
meets one of the following require-
ments: 

(A) Have 4 years of laboratory train-
ing or experience, or both, within the 
specialty of histocompatibility; or 
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(B)(1) Have 2 years of laboratory 
training or experience, or both, in the 
specialty of general immunology; and 

(2) Have 2 years of laboratory train-
ing or experience, or both, in the spe-
cialty of histocompatibility; or 

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

(ii) Have training or experience that 
meets one of the following require-
ments: 

(A) Have 4 years of laboratory train-
ing or experience, or both, within the 
specialty of histocompatibility; or 

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

(2) Have 2 years of laboratory train-
ing or experience, or both, in the spe-
cialty of histocompatibility. 

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

(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 

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

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

(ii) Have 4 years of training or experi-
ence, 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 spe-
cialty of immunohematology, the indi-
vidual functioning as the technical su-
pervisor must— 

(1)(i) Be a doctor of medicine or a 
doctor of osteopathy licensed to prac-
tice medicine or osteopathy in the 
State in which the laboratory is lo-
cated; and 

(ii) Be certified in clinical pathology 
by the American Board of Pathology or 
the American Osteopathic Board of Pa-
thology 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 labora-
tory training or experience, or both, in 
high complexity testing for the spe-
cialty of immunohematology. 

NOTE: The technical supervisor require-
ments for ‘‘laboratory training or experi-
ence, or both’’ in each specialty or sub-
specialty may be acquired concurrently in 
more than one of the specialties or sub-
specialties of service. For example, an indi-
vidual, who has a doctoral degree in chem-
istry and additionally has documentation of 
1 year of laboratory experience working con-
currently in high complexity testing in the 
specialties of microbiology and chemistry 
and 6 months of that work experience in-
cluded high complexity testing in bacteri-
ology, mycology, and mycobacteriology, 
would qualify as the technical supervisor for 
the specialty of chemistry and the sub-
specialties of bacteriology, mycology, and 
mycobacteriology. 

[57 FR 7172, Feb. 28, 1992, as amended at 58 
FR 5234, Jan. 19, 1993] 

§ 493.1451 Standard: Technical super-
visor responsibilities. 

The technical supervisor is respon-
sible for the technical and scientific 
oversight of the laboratory. The tech-
nical supervisor is not required to be 
on site at all times testing is per-
formed; however, he or she must be 
available to the laboratory on an as 
needed basis to provide supervision as 
specified in (a) of this section. 

(a) The technical supervisor must be 
accessible to the laboratory to provide 
on-site, telephone, or electronic con-
sultation; and 

(b) The technical supervisor is re-
sponsible for— 

(1) Selection of the test methodology 
that is appropriate for the clinical use 
of the test results; 

(2) Verification of the test procedures 
performed and establishment of the 
laboratory’s test performance charac-
teristics, including the precision and 
accuracy of each test and test system; 

(3) Enrollment and participation in 
an HHS approved proficiency testing 
program commensurate with the serv-
ices offered; 

(4) Establishing a quality control 
program appropriate for the testing 
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