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(X4) 1D Prefix Summary Statement of Deficiencies
Tag
D6000 MODERATE COMPLEXITY LABORATORY DIRECTOR

CFR(S): 493.1403

The laboratory must have a director who meets the qualification requirements of 493.
1405 of this subpart and provides overall management and direction in accordance
with 493.1407 of this subpart.

This CONDITION is not met as evidenced by:

Based on record review and interview with laboratory staff, the laboratory director
failed to provide management and direction to the laboratory by failure to ensure the
verification of laboratory procedures are performed to determine the accuracy,
precision, and other pertinent performance characteristics of methods. (See D6013) _

D6013 LABORATORY DIRECTOR RESPONSIBILITIES
CFR(9): 493.1407(e)(3)(ii)

(e)(3)(ii) Verification procedures used are adequate to determine the accuracy,
precision, and other pertinent performance characteristics of the method; and

This STANDARD is not met as evidenced by:

Based on lack of documentation for new instrument verification of performance
specmcatl ons and interview with the laboratory manager, the Iaboratory director
failed to ensure verification procedures were adequate for approximately 2100 tests
performed annually on the Piccolo X press Chemistry Analyzer since the laboratory's
effective date of 12/13/2023. Findingsinclude: 1. The laboratory record review failed
to include the signature and date the director approved the accuracy, precision,
reportable range and normal range evaluations performed for the Piccolo X press
chemistry analyzer before reporting of patient test results. 2. In an interview
conducted on 03/31/2024 at approximately 12:22 PM, the laboratory manager



confirmed the laboratory failed to perform verification of performance specification
for the Piccolo X press Chemistry Analyzer before reporting patient test results.



