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Summary Statement of Deficiencies

D0000 A Clinical Laboratory Improvement Amendments (CLIA) Recertification survey was 
completed on November 25, 2025. The laboratory was not in compliance with 
applicable CLIA requirements found at 42 CFR 493.1 through 42 CFR 493.1780. The 
following deficiencies were cited:

D6107 LABORATORY DIRECTOR RESPONSIBILITIES
CFR(s): 493.1445(e)(15)

(e)(15) Specify, in writing, the responsibilities and duties of each consultant and each 
supervisor, as well as each person engaged in the performance of the preanalytic, 
analytic, and postanalytic phases of testing, that identifies which examinations and 
procedures each individual is authorized to perform, whether supervision is required 
for specimen processing, test performance or result reporting and whether supervisory 
or director review is required prior to reporting patient test results.

This STANDARD is not met as evidenced by:
Based on review of the laboratory policy and procedure manual (SOP) and staff 
interview, the laboratory director (LD) failed to specify, in writing the duties and 
responsibilities of each person engaged in the performance of the preanalytic, 
analytic, and postanalytic phases of laboratory testing. Findings include: 1. SOP 
review revealed the LD failed to specify in writing the duties and responsibilities of 
each person engaged in the performance of all phases of laboratory testing. No 
defined duties and responsibilities for the Lab Director, Clinical Consultant, Technical 
Supervisor, General Supervisor, or the Testing Personnel. 2. An interview with the 
clinical supervisor in the review room on 11/25/25 at 2:20 p.m. confirmed the SOP 
did not contain a duties and responsibilities policy and procedure for the 
aforementioned positions.
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