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§493.1425

(E) A working knowledge of reagent
stability and storage;

(F) The skills required to implement
the quality control policies and proce-
dures of the laboratory:

(G) An awareness of the factors that
influence test results; and

(H) The skills required to assess and
verify the validity of patient test re-
sults through the evaluation of quality
control sample values prior to report-
ing patient test results.

[5T FR 7172, Fel. 23, 1992, as amemded at 58
FR 5231, Jan. 19, 1993]

§493.1425 Standard; Testing personnel
responsibilities.

The testing personnel are responsible
for specimen processing, test perform-
ance, and for reporting test results.

(a) Each individual performs only
those moderate complexity tests that
are authorized by the laboratory diree-
tor and require a degree of skill com-
mensurate with the individual's edu-
cation, training or experience. and
technical abilities,

(b) Each individual performing mod-
erate complexity testing must—

(1) Follow the laboratory's proce-
dures for specimen handling and proc-
essing, test analyses, reporting and
maintaining records of patient test re-
sults;

(2) Maintain  records that dem-
onstrate that proficiency testing sam-
ples are tested in the same manner as
patient samples;

(3) Adhere to the laboratory's quality
control policies, document all quality
control activities. instrument and pro-
cedural calibrations and maintenance
performed;

1) Follow the laboratory's estab-
lished corrective action policies and
procedures whenever test systems are
not within the laboratory’s established
acceptable levels of performance;

(5) Be capable of {dentifying problems
that may adversely affect test perform-
ance or reporting of test results and ei-
ther must correct the problems or im-
mediately notify the techniecal consult-
ant, clinieal consultant or director;
and

(6) Document all corrective actions
taken when test systems deviate from
the laboratory's established perform-
ance specifications.

42 CFR Ch. IV (10-1-11 Edition)

LABORATORIES PERFORMING HIGH
COMPLEXITY TESTING

§493.1441 Condition: Laboratories per-
forming high complexity testing;
laboratory director.

The laboratory must have a director
who meets the qualification require-
ments of §493.1443 of this subpart and
provides overall management and di-
rection in accordance with §493.1445 of
this subpart.

§493.1443 Standard; Laboratory direc-
tor qualifications.

The laboratory director must be
qualified to manage and direct the lab-
oratory personnel and performance of
high complexity tests and must be eli-
gible to be an operator of a laboratory
within the requirements of subpart R.

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

(b) The laboratory director must—

(1xi) Be a doctor of medicine or doe-
tor of osteopathy licensed to practice
medicine or osteopathy in the State in
which the laboratory is located: and

(il) Be certified in anatomic or clin-
fcal pathology. or both, by the Amer-
fcan 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) Be a doctor of medicine. a doctor
of osteopathy or doctor of podiatric
medieine lieensed to practice medicine.
osteopathy or podiatry in the State in
which the laboratory is located: and

(1) Have at least one year of labora-
tory training during medical residency
(for example, physicians certified ei-
ther in hematology or hematology and
medical oncology by the American
Board of Internal Medicine); or

(ii) Have at least 2 years of experi-
ence directing or supervising high com-
plexity testing; or

(3) Holld an earned doctoral degree in
a chemical, physical, biological, or
clinieal Iaboratory secience from an ae-
eredited institution and—

(i) Be certified and continue to be
certified by a board approved by HHS;
or
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tif)y Before February 24, 2003, must
have served or be serving as a director
of a laboratory performing high com-
plexity testing and must have at
least—

(A) Two years of laboratory training
or experience, o1 both; and

(B) Two years of laboratory experi-
ence directing or supervising high com-
plexity testing.

(1) Be serving as a laboratory direc-
tor and must have previously qualified
or could have qualified as a laboratory
director under regulations at 42 CFR
493.1415, published March 14, 1990 at 55
FR 9538, on or before February 28. 1992;
or

(5) On or before February 28, 1992, be
qualified under State law to direet a
laboratory in the State in which the
laboratory is located; or

(6) For the subspecinlty of oral pa-
thology. be certified by the American
Board of Oral Pathology. American
Board of Pathology. the American Os-
teopathic Board of Pathology. or pos-
sess qualifieations that are equivalent
to those required for certification.

157 FR 7172, Feb. 28, 1992, as amended at 58
FR 523, Jan, 19, 1993: 59 FR 62609, Dec. 6,
1994:; 62 FR 25858, May 12, 1997: 63 FR 55034,
Oct. 14, 1993; 65 FR 82941, Dec. 29, 2000: 63 FR
3713, Jan. 24, 2003)

§493.1445 Standard; Laboratory dirce-
tor responsibilities.

The laboratory director is respon-
sible for the overall operation and ad-
ministration of the laboratory. includ-
ing the employment of personnel who
are competent to perform test proce-
dures, record and report test results
promptly. accurately and proficiently.
and for assuring compliance with the
applicable regulations.

(a) The laboratory director, if quali-
fied, may perform the duties of the
technical supervisor, clinical consult-
ant, general supervisor, and testing
personnel. or delegate these respon-
sibilities to personnel meeting the
qualifications under §§193.1447, 493.1453,
493.1459, and 493.1487, respectively.

(b) If the laboratory director reappor-
tlons performance of his or her respon-
sibilities, he or she remains responsible
for ensuring that all duties are prop-
erly performed.

§493.1445

(c) The laboratory director must bhe
accessible to the Iaboratory to provide
onsite, telephone or electronic con-
sultation as needed.

() Each individual may direct no
more than five laboratories.

(e) The laboratory director must—

(1) Ensure that testing systems de-
veloped and used for each of the tests
performed in the laboratory provide
quality laboratory services for all as-
pects of test performance. which in-
cludes the preanalytic. analytic, and
postanalytic phases of testing:

(2) Ensure that the physical plant
and environmental conditions of the
laboratory are appropriate for the test-
ing performed and provide a safe envi-
ronment in which employees are pro-
tected from physieal. chemieal, and bi-
ological hazards;

(3) Ensure that—

(i) The test methodologies selected
have the capability of providing the
quality of results required for patient
care;

(if) Verification procedures used are
adequate to determine the aceuracy.
preeision, and other pertinent performs-
ance characteristics of the method: and

(iii) Laboratory personnel are per-
forming the test methods as required
for accurate and reliable results;

¢y Ensure that the laboratory is en-
rolled in an HHS-approved proficiency
testing program for the testing per-
formed and that—

(i) The proficiency testing samples
are tested as required under subpart H
of this part:

(ii) The results are returned within
the timeframes established by the pro-
ficlency testing program:

(iify All proficlency testing reports
received are reviewed by the appro-
priate staff to evaluate the labora-
tory’s performance and to identify any
problems that require corrective ac-
tion: and

(iv) An approved corrective action
plan is followed when any proficiency
testing result is found to be unaccept-
able or unsatisfactory;

(5) Ensure that the quality control
and quallity assessment programs are
established and maintained to assure
the quality of laboratory services pro-
vided and to identify failures in quality
as they occur;
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