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

(2) Be a midlevel practitioner, as de-
fined 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 respon-
sible for the overall operation and ad-
ministration of the laboratory, includ-
ing the prompt, accurate, and pro-
ficient reporting of test results. The 
laboratory director must— 

(a) Direct no more than five labora-
tories; and 

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

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

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

[57 FR 7172, Feb. 28, 1992, as amended at 68 
FR 3713, Jan. 24, 2003; 68 FR 50724, Aug. 22, 
2003] 

§ 493.1361 Condition: Laboratories per-
forming PPM procedures; testing 
personnel. 

The laboratory must have a suffi-
cient number of individuals who meet 
the qualification requirements of 
§ 493.1363 to perform the functions spec-
ified in § 493.1365 for the volume and 
complexity of testing performed. 

§ 493.1363 Standard: PPM testing per-
sonnel qualifications. 

Each individual performing PPM pro-
cedures 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 require-
ments: 

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

(2) Be a midlevel practitioner, as de-
fined 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 per-
sonnel responsibilities. 

The testing personnel are responsible 
for specimen processing, test perform-
ance, 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 inde-
pendent practice if authorized by the 
State in which the laboratory is lo-
cated, 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 em-
ployee. 

(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/con-
trast microscope. 

LABORATORIES PERFORMING MODERATE 
COMPLEXITY TESTING 

§ 493.1403 Condition: Laboratories per-
forming moderate complexity test-
ing; laboratory director. 

The laboratory must have a director 
who meets the qualification require-
ments of § 493.1405 of this subpart and 
provides overall management and di-
rection in accordance with § 493.1407 of 
this subpart. 

§ 493.1405 Standard; Laboratory direc-
tor qualifications. 

The laboratory director must be 
qualified to manage and direct the lab-
oratory personnel and the performance 
of moderate complexity tests and must 
be eligible to be an operator of a lab-
oratory within the requirements of 
subpart R of this part. 

(a) The laboratory director must pos-
sess a current license as a laboratory 
director issued by the State in which 
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the laboratory is located, if such li-
censing is required; and 

(b) The laboratory director 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 anatomic or clin-
ical pathology, or both, by the Amer-
ican Board of Pathology or the Amer-
ican Osteopathic Board of Pathology or 
possess qualifications that are equiva-
lent to those required for such certifi-
cation; 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 had laboratory training or 
experience consisting of: 

(A) At least one year directing or su-
pervising non-waived laboratory test-
ing; or 

(B) Beginning September 1, 1993, have 
at least 20 continuing medical edu-
cation credit hours in laboratory prac-
tice commensurate with the director 
responsibilities defined in § 493.1407; or 

(C) Laboratory training equivalent to 
paragraph (b)(2)(ii)(B) of this section 
obtained during medical residency. 
(For example, physicians certified ei-
ther in hematology or hematology and 
medical oncology by the American 
Board of Internal Medicine); or 

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

(i) Be certified by the American 
Board of Medical Microbiology, the 
American Board of Clinical Chemistry, 
the American Board of Bioanalysis, or 
the American Board of Medical Labora-
tory Immunology; or 

(ii) Have had at least one year experi-
ence directing or supervising non- 
waived laboratory testing; 

(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; 

(ii) Have at least one year of labora-
tory training or experience, or both in 
non-waived testing; and 

(iii) In addition, have at least one 
year of supervisory laboratory experi-
ence in non-waived testing; or 

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

(ii) Have at least 2 years of labora-
tory training or experience, or both in 
non-waived testing; and 

(iii) In addition, have at least 2 years 
of supervisory laboratory experience in 
non-waived testing; 

(6) Be serving as a laboratory direc-
tor and must have previously qualified 
or could have qualified as a laboratory 
director under § 493.1406; or 

(7) On or before February 28, 1992, 
qualified under State law to direct a 
laboratory in the State in which the 
laboratory is located. 

[57 FR 7172, Feb. 28, 1992, as amended at 58 
FR 5233, Jan. 19, 1993] 

§ 493.1406 Standard; Laboratory direc-
tor qualifications on or before Feb-
ruary 28, 1992. 

The laboratory director must be 
qualified to manage and direct the lab-
oratory personnel and test perform-
ance. 

(a) The laboratory director must pos-
sess a current license as a laboratory 
director issued by the State, if such li-
censing exists; and 

(b) The laboratory director must: 
(1) Be a physician certified in ana-

tomical or clinical pathology (or both) 
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; 

(2) Be a physician who: 
(i) Is certified by the American Board 

of Pathology or the American Osteo-
pathic Board of Pathology in at least 
one of the laboratory specialties; or 

(ii) Is certified by the American 
Board of Medical Microbiology, the 
American Board of Clinical Chemistry, 
the American Board of Bioanalysis, or 
other national accrediting board in one 
of the laboratory specialties; or 

(iii) Is certified by the American So-
ciety of Cytology to practice 
cytopathology or possesses qualifica-
tions that are equivalent to those re-
quired for such certification; or 
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