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The laboratory must be in compliance with applicable Federal, State, and local
laboratory requirements.

This STANDARD is not met as evidenced by:

. Based on observation and interview with laboratory personnel, the laboratory failed
to dispose excess Histopathology tissue in accordance with applicable Federal, State,
and local requirements from 02/15/20 through 01/27/22. Findings are as follows: 1.
The laboratory performed Histopathology testing for Mohs micrographic surgery as
confirmed by the Mohs Technician (MT) during atour of the laboratory at 1:10 p.m.
on 01/27/22. 2. Instruction to dispose excess tissue as biohazardous waste according
to Federal, State, and local laws was not found in the Stellis Mohs Lab Manual. 3. A
biohazard container for excess tissue disposal was not observed in the laboratory
during the tour. 4. The laboratory performed an estimated 350 Mohs cases annually as
indicated on the CLIA application Form CMS-116 completed on date of survey, 01/27
/22. 5. Inaninterview at 1:20 p.m. on 01/27/22, the MT confirmed the above finding.



