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Summary Statement of Deficiencies

GENERAL SUPERVISOR RESPONSIBILITIES
CFR(S): 493.1463(b)(3)(4)

(3) Thedirector or technical supervisor may delegate to the general supervisor the
responsiblity for providing orientation to all testing personnel; and (4) Annually
evaluating and documenting the performance of all testing personnel.

This STANDARD is not met as evidenced by:

Based on the review of the CM'S 209 personnel form, competency assessment
documents, and interview with general supervisor (GS) #1, the GSfailed to include
competency assessment by direct observations of routine patient test performance,
including patient preparation, if applicable, specimen handling, processing and
testing; direct observation of performance of instrument maintenance and function
checks; and assessment of test performance through testing previously analyzed
specimens, internal blind testing samples or external proficiency testing samples for
2023 and to date of survey 2024. Findings: 1. Review of the CM S209 reveaed two
high complexity testing personnel (TP) for competency assessment in 2023 and 2024.
2. Review of the competency assessment from 2023 and to date of survey 2024 for the
two TP revealed the competencies lacked three of the six required elements. a. Direct
observations of routine patient test performance, including patient preparation, if
applicable, specimen handling, processing and testing. b. Direct observation of
performance of instrument maintenance and function checks. c. Assessment of test
performance through testing previously analyzed specimens, internal blind testing
samples or external proficiency testing samples. 3. Interview with GS#1 on 10/28/24
at 10 am. confirmed the GS failed to include competency assessment by direct
observations of routine patient test performance, including patient preparation, if
applicable, specimen handling, processing and testing; direct observation of
performance of instrument maintenance and function checks; and assessment of test
performance through testing previously analyzed specimens, internal blind testing
samples or externa proficiency testing samples for 2023 and to date of survey 2024.



