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Tag
D6121 TECHNICAL SUPERVISOR RESPONSIBILITIES

CFR(S): 493.1451(b)(8)(i)

The procedures for evaluation of the competency of the staff must include, but are not
limited to direct observations of routine patient test performance, including patient
preparation, if applicable, specimen handling, processing and testing.

This STANDARD is not met as evidenced by:

. Based on document review and interview with laboratory personnel, the Technical
Supervisor failed to include direct observation of routine patient test performance in
the annual competency evaluations for 5 of 5 testing personnel in 2020 and 2021.
Findings are as follows: 1. The laboratory performed Mohs Micrographic Surgery as
confirmed by the Laboratory Manager (LM) during atour of the laboratory at 1:10 p.
m. on 02/23/22. 2. The Mohs Dermatology Frozen Sections procedure located in the
Mohs Procedure Manual indicated tissue grossing was performed by the
Histotechnician testing personnel. 3. The Training and Competency procedure did not
include tissue grossing in the criteria used for Histotechnician competency
assessments. 4. The 2020 and 2021 competency assessment forms reviewed for 5 of 5
Histotechnicians did not include assessment of tissue grossing competency. 5. The
laboratory performed approximately 2500 Mohs cases annually as indicated in the
Clinical Laboratory Improvement Amendments (CLIA) Application for Certification
Form CMS-116 provided by the laboratory on date of survey. 6. In an interview at 3:
30 p.m. on 02/23/22, the LM confirmed the above finding.



