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Summary Statement of Deficiencies

A recertification survey conducted on 04/14/2023 found the CLEARLYDERM, LLC
clinical laboratory not in compliance with 42 CFR Part 493, Requirements for
Laboratories.

CONTROL PROCEDURES
CFR(S): 493.1256(e)(2)(q)

(e) For reagent, media, and supply checks, the laboratory must do the following: (€)
(2) Each day of use (unless otherwise specified in this subpart), test staining materials
for intended reactivity to ensure predictable staining characteristics. Control materials
for both positive and negative reactivity must be included, as appropriate. (g) The
laboratory must document all control procedures performed.

This STANDARD is not met as evidenced by:

Based on record review and interview, the laboratory failed to have documentation of
the acceptability of the Quality Control (QC) slide for Hematoxylin & Eosin (H&E)
stain for 17 out of 62 testing dates from 01/05/2022 to 04/12/2023. Findings included:
The laboratory uses the "Clearly Derm LLC Boca Control Slide Daily Log" to record
the acceptability of the H& E stain. Review of the QC form showed that under the
column "Results" it was missing the signature of the Mohs surgeon documenting the
review and acceptability of the QC dlide for the following dates: 06/29/2022, 12/07
12023, 12/14/2022, 12/21/2022, 12/28/2022, 01/04/2023, 01/18/2023, 01/25/2023, 02
/01/2023, 02/08/2023, 02/15/2023, 02/22/2023, 03/01/2023, 03/08/2023, 03/15/2023,
03/22/2023, 03/29/2023, 04/05/2023, 04/12/2023. During an interview on 04/14/2023
at 11:30 AM the Office Consultant confirmed that the laboratory failed to document
the acceptability of the Daily QC dlide for H& E Stain for the days listed above.



