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Summary Statement of Deficiencies

D0000 The laboratory was found to be in substantial compliance with CLIA regulations 42 
CFR Part 493. Standard level deficiencies were cited.

D6128 TECHNICAL SUPERVISOR RESPONSIBILITIES
CFR(s): 493.1451(b)(9)

(b)(9) Thereafter, evaluations must be performed at least annually unless test 
methodology or instrumentation changes, in which case, prior to reporting patient test 
results, the individuals performance must be reevaluated to include the use of the new 
test methodology or instrumentation.

This STANDARD is not met as evidenced by:
Based on review of laboratory policy, personnel records, and confirmed in staff 
interview, the technical supervisor failed to evaluate and document annual 
competency assessments for two of two testing persons (TP-1 and TP-2) responsible 
for high complexity testing in 2023 and 2024. Findings included: 1. Review of 
laboratory policy titled "JOB DESCRIPTION" stated: "JOB TITLE: Technical 
Supervisor DUTIES AND RESPONSIBILITIES: Listed but not limited to ... 4. Daily 
responsibilities that may be delegated to the Lab Manager ... d. Evaluate and 
document the performance of all testing personnel" 2. Review of personnel records 
revealed the technical supervisor failed to evaluate and document annual competency 
assessment for TP-1 and TP-2 in 2023 and 2024. 3. During an interview on 05/28
/2025 at 10:12 a.m., the Laboratory Manager, confirmed the technical supervisor 
failed to evaluate and document annual competency assessments for two of two 
testing persons (TP-1 and TP-2) responsible for high complexity testing in 2023 and 
2024.
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