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Summary Statement of Deficiencies

D0000 A Recertification Survey was initiated on 09/25/2023 and concluded on 09/25/2023. 
The facility was found not to be in compliance with the laboratory requirements of 42 
CFR Part 493 with deficiencies cited.

D6121 TECHNICAL SUPERVISOR RESPONSIBILITIES
CFR(s): 493.1451(b)(8)(i)

The procedures for evaluation of the competency of the staff must include, but are not 
limited to direct observations of routine patient test performance, including patient 
preparation, if applicable, specimen handling, processing and testing.

This STANDARD is not met as evidenced by:
Based on interview and document and policy review, the laboratory failed to ensure 
an annual competency evaluation was documented in 2022 for 1 (Testing Personnel 
[TP] #1) of 1 testing personnel reviewed. Findings included: A review of a facility 
policy titled "Personnel Competency Assessment" signed 04/15/2015 by the 
Laboratory Director revealed, "The competence, qualifications, and responsibilities of 
all laboratory personnel will be assessed on a bi-annual and annual basis." Further 
review revealed, "Evaluation will be performed at 6 months after the techs [sic] start 
date and 1 year after the start date. Evaluation will be performed annually from then 
on. Each laboratory testing personnel will have a file maintained in the lab with the 
following information:" which included "Semi-Annual and Annual Personnel 
Evaluation." A review of an annual competency evaluation form for TP #1 revealed 
that the last documented competency evaluation was dated 12/20/2021. During an 
interview on 09/25/2023 at 11:20 AM, TP #1 stated their competency evaluation was 
performed annually in December. Regarding a competency evaluation being 
performed in December 2022, TP #1 stated the Laboratory Director (LD) assessed her 
competency by observing as she performed laboratory testing, but did not document 
or date on an evaluation form.
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