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Tag
D6013 LABORATORY DIRECTOR RESPONSIBILITIES

CFR(S): 493.1407(e)(3)(ii)

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, and record and report test results promptly, accurate, and proficiently
and for assuring compliance with the applicable regulations. () The laboratory
director must-- (e)(3) Ensure that-- (e)(3)(ii) Verification procedures used are
adeguate to determine the accuracy, precision, and other pertinent performance
characteristics of the method;

This STANDARD is not met as evidenced by:

Based on arecord review of the Beckman Coulter DxH 500 instrument verification,
the Alcor miniiSED instrument verification and an interview with the laboratory
manager on 3/21/2022, the laboratory director failed to ensure that the instrument
verifications were adequate. The findingsinclude: 1. A record review of the new
instrument verification of the Beckman Coulter DxH 500, used for hematol ogy
testing, identified that the laboratory director failed to review and approve the
verification results for accuracy, precision, reportable range and carryover to ensure
that they were adequate before beginning patient testing on 11/1/2021. 2. A record
review of the new instrument verification of the Alcor miniiSED, used for
sedimentation rate testing, identified that the laboratory director failed to review and
approve the verification results for accuracy, precision, reportable range and carryover
to ensure that they were adequate before beginning patient testing on 3/20/2020. 3.
Interviews with the laboratory manager on 3/21/2022 at 2:11 pm and 3:42 pm
confirmed that the laboratory director failed to review and approve the verifications of
the Beckman Coulter DxH 500 and Alcor miniiSED . 4. The laboratory reports
performing 45,362 hematol ogy tests annually.



