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Summary Statement of Deficiencies

TECHNICAL SUPERVISOR RESPONSIBILITIES
CFR(S): 493.1451(b)(9)

The technical supervisor is responsible for evaluating and documenting the
performance of individuals responsible for high complexity testing at |east
semiannually during the first year the individual tests patient specimens.

This STANDARD is not met as evidenced by:

|. Based on review of Molecular Biology and Microbiology competency records and
staff interview, the Technical Supervisor failed to evaluate and document the semi-
annual competencies within the first year of patient testing for all new testing
personnel since the last survey. Findings: 1. A review of Molecular Biology and
Microbiology competency records revealed the General Supervisor not the Technical
Supervisor documented the performance and evaluation of semi-annual competencies
within the first year. 2. Aninterview of the Molecular Biology and Microbiology
Technical Supervisor on 5/18/2021 at 1:00pm confirmed the Technical Supervisor did
not perform competency assessment for new testing personnel. 27526 Based on
review of competency assessment records and interview with laboratory staff,
Technical Supervisor A (TS-A) failed to perform semi-annual competency
assessments (CA) for testing personnel for years 2020 and 2021. Findings: TS-A is
the only Technical Supervisor for the Bacteriology section of the laboratory. Testing
personnel A (TP-A), Testing personnel B (TP-B), Testing personnel C (TP-C),
Testing Personnel D (TP-D) and Testing personnel E (TP-E) perform CLIA
laboratory testing in the laboratory. Review of competency assessment records
revealed the following: TP-A's semi-annual CA for Enterics dated 5-4-2020 was not
performed by TS-A. TP-B's semi-annual CA for the Biofire dated 3-6-2020 was not
performed by TS-A. TP-C's semi-annual CAs for the MiSeq dated 8-22-2020 and 12-
4-2020 were not performed by TS-A. TP-D's semi-annual CA for the MiSeq dated 3-5-
2021 was not performed by TS-A. TP-E's semi-annual CAs for the Cepheid dated 3-
27-2020 and 9-20-2020 were not performed by TS-A. During interview the afternoon



of June 7, 2021, TS-A confirmed she did not perform the above semi-annual CAs for
TP-A, TP-B, TP-C, TP-D and TP-E.



