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Summary Statement of Deficiencies

TECHNICAL CONSULTANT RESPONSIBILITIES
CFR(S): 493.1413(b)(9)

(b)(9) Thereafter, evaluations must be performed at least annually

This STANDARD is not met as evidenced by:

Based on review of the laboratory's policy and procedure manual, testing personnel
competency records, and interview with Technical Consultant (TC) #1; the laboratory
failed to have competency assessments performed annually for one of five testing
personnel (TP) performing moderate complexity testing for the specialty of
Microbiology. Findingsinclude: 1. Review of the laboratory policy titled, "L aboratory
Personnel Competency testing"”, stated the following, "All CUPHD testing personnel
(TP) will be observed semi-annually in the first year of testing patient specimens and
annually thereafter. The technical consultant (TC) will be responsible for assessing
competency.” 2. Review of testing personnel competency records revealed one of five
TP (TP #4) performing moderate complexity testing failed to have competency
evaluations completed annually in 2024. 3. Interview with TC #1 on 06/03/2026, at 11:
06 am, confirmed the laboratory failed to have completed competency assessments
annually for one of five TP performing the moderate complexity testing.



