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Summary Statement of Deficiencies

A recertification survey was conducted on 2/1/2023 and the laboratory was surveyed
under 42 CFR part 493 CLIA Reqguirements. One standard level deficiency was cited.

TECHNICAL CONSULTANT RESPONSIBILITIES
CFR(S): 493.1413(b)(8)

(b) Thetechnical consultant is responsible for-- (b)(8) Evaluating the competency of
all testing personnel and assuring that the staff maintain their competency to perform
test procedures and report test results promptly, accurately and proficiently.

This STANDARD is not met as evidenced by:

Based on review of the CM S-209 form, competency assessment records, and in
interview with the laboratory director, the technical consultant (TC) failed to assess
competency for 4 of 7 testing persons (TP) performing gram stains and potassium
hydroxide (KOH) preparations in 2022 and 2023. Findings included: 1. Review of the
CMS-209 listed seven (7) testing persons for performing gram stains and KOH
preparations (moderate complexity testing). The TC did not assess competency for 4
of 7 testing persons. 2. Review of competency assessment records ("Test Validation
Form for Provider Performed Microscopy" - for KOH test and "Internal Competency
/Proficiency Testing" for gram stain) from 2022 and 2023 for TP's included the
following: TP -1 did not have documentation of KOH preparations competency
assessment by the TC in 2022; and gram stain competency assessment in 2023 was
conducted by the laboratory director who does not qualify asthe TC. TP - 4 did not
have documentation of KOH preparations competency assessment by the TC in 2022;
and gram stain competency assessment in 2023 was conducted by the laboratory
director who does not qualify asthe TC. TP - 5 gram stain competency assessment in
2023 was conducted by the laboratory director who does not qualify asthe TC. TP -7
did not have documentation of KOH preparations competency assessment by the TC
in 2022; and gram stain competency assessment in 2023 was conducted by the
laboratory director who does not qualify asthe TC. The qualified TC listed on the



CMS-209 did not conduct and document competency assessments for the above TP's.
3. During an interview on 02/01/2023 at 11:08 am, the laboratory director reviewed
and confirmed the above findings.



