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(X4) 1D Prefix Summary Statement of Deficiencies
Tag
DO0000 A recertification survey was performed on October 10, 2023. The laboratory was

found to be in compliance with the CLIA regulations found at 42 CFR, with a
standard level deficiency cited.

D6128 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 least annually
after the first year, unless test methodology or instrumentation changes, in which case,
prior to reporting patient test results, the individual's performance must be reevaluated
to include the use of the new test methodology or instrumentation.

This STANDARD is not met as evidenced by:

Based on areview of CM S form 209, laboratory records, and confirmed in staff
interview, the Technical Supervisor failed to ensure annual competency assessments
were performed by personnel designated as a Technical Supervisor for 1 of 3 Testing
Personnel. Findingsincluded: 1. A review of the submitted CM S form 209 submitted
by the laboratory revealed Testing Person #1 performed Mohs, Histopathol ogy
testing. 2. A review of |aboratory competency records from 2022 through 2023
revealed the following: @) Testing Person #1 2022 annual assessment. Performed on 05
127/2022 by Clinical Consultant #1 (as listed on the submitted CM S form 209). b)
Testing Person #1 2023 annual assessment. Performed on 05/22/2023 by Clinical
Consultant #1 (as listed on the submitted CM S form 209). A designated technical
supervisor failed to perform competency assessments in 2022 and 2023 for Testing
Person #1. 3. During an interview on October 10, 2023 at 0940 hours in the
conference room, after review of the above records, laboratory's Regional Operations
Director confirmed the findings. Word key: CMS = Centers for Medicaid and
Medicare Services



