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(X4) 1D Prefix Summary Statement of Deficiencies
Tag
D6018 LABORATORY DIRECTOR RESPONSIBILITIES

CFR(S): 493.1407(e)(4)(iii)

(e)(4)(iii) All proficiency testing reports received are reviewed by the appropriate staff
to evaluate the laboratorys performance and to identify any problems that require
corrective action; and

This STANDARD is not met as evidenced by:

. Based on areview of the Proficiency Testing evaluation reports of 2023 and 2024,
Quality Assurance reports, policy, lack of documentation, as well as interviews with
staff, it was determined the laboratory director failed to ensure proficiency testing
reports were reviewed to evaluate the laboratory's performance and identify any
problem that may require corrective action on 1 of 5 testing events. A. The laboratory
scored an 80% for the analyte mean corpuscular hemoglobin concentration for the
second proficiency testing event of 2024. B. Laboratory policy states: "A survey
exception report is completed when there is unacceptabl e proficiency testing scores or
results outside of the expected ranges for ungraded analytes." C. Review of
Proficiency Testing Performance Evaluation forms for the second proficiency testing
event of 2024 and Quality Assessment Reports for 2024 showed no assessment of the
unacceptable score for mean corpuscular hemoglobin concentration. D. In an
interview on 3/19/25 at 9:54 am the Technical Consultant confirmed that there was
not any documentation showing areview of the unacceptable score available.



