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D6076 LABORATORY DIRECTOR

CFR(S): 493.1441

The laboratory must have a director who meets the qualification requirements of 493.
1443 of this subpart and provides overall management and direction in accordance
with 493.1445 of this subpart.

This CONDITION is not met as evidenced by:

Based on the deficiencies cited under the Laboratory Director's responsibilities and
continued unsuccessful performance in proficiency testing, the laboratory director
failed to provide overall management and direction for the laboratory. Refer to
D6079.

D6079 LABORATORY DIRECTOR RESPONSIBILITIES
CFR(s): 493.1445(a)(b)

The laboratory director is responsible for the overall operation and administration of
the laboratory, including the employment of personnel who are competent to perform
test procedures, record and report test results promptly, accurately and proficiently,
and for assuring compliance with the applicable regulations. (a) The laboratory
director, if qualified, may perform the duties of the technical supervisor, clinical
consultant, general supervisor, and testing personnel, or delegate these responsibilities
to personnel meeting the qualifications under 493.1447, 493.1453, 493.1459, and
493.1487 respectively. (b) If the laboratory director reapportions performance of his
or her responsibilities, he or she remains responsible for ensuring that all duties are
properly performed.

This STANDARD is not met as evidenced by:
Based on proficiency testing (PT) review and the |aboratory's PT results, the



laboratory failed to achieve satisfactory performance in the specialty of Chemistry for
the analyte of Total Calcium and has sustained a subsequent occurrence of
unsuccessful participation in PT. Findings include: a. Scores on the last 4 PT testing
events. Analyte Year Event Score Total Calcium 2017 1 20% Total Calcium 2017 2
0% Total Calcium 2017 3 0% Total Calcium 2018 1 0%



