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Summary Statement of Deficiencies

PERSONNEL COMPETENCY ASSESSMENT POLICIES
CFR(S): 493.1235

As specified in the personnel requirements in subpart M, the laboratory must establish
and follow written policies and procedures to assess employee and, if applicable,
consultant competency.

This STANDARD is not met as evidenced by:

Based on review of competency assessment records and interview with the Technical
Consultant (TC) #2, the laboratory failed to establish a procedure to assess the
competency of 1 of 2 technical consultants for their supervisory responsibilitiesin
2020 and 2021. Findingsinclude: 1. On the day of survey, 09/20/2022 at 11:30 am,
the TC could not provide a procedure for the competency assessment for 1 of 2
technical consultants ( personnel #6 on CM S 209) for their supervisory
responsibilitiesin 2020 and 2021. 2. No documentation was found that competency
assessment was performed for 1 of 2 TC (personnel #6 on CM S 209) for their
supervisory responsibilities from 2020 to the date of survey. 3. The TC confirmed the
findings above on 09/20/2022 around 01:15 pm.

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 competency assessment (CA) records and interview with the
Technical Consultant (TC) #2, the TC failed to assess the competency of 4 of 4 testing



personnel (TP) for each assay in mycology and parasitology microscopic
examinations performed in 2020 and 2021. Findings Include: 1. On the day of Survey,
09/20/2022 at 12:15 pm, review of the competency assessment records revealed, the
forms used to document competency did not separate the two microscopic
examinations for Potassium Hydroxide (KOH) Mycology and Wet Mounts
(Trichomonas) Parasitology for 4 of 4 TP (CMS personnel #1, #3, #4, #5) in 2020 and
2021. 2. The TC confirmed the finding above on 09/20/2022 at 1:15 pm.



