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(X4) 1D Prefix Summary Statement of Deficiencies
Tag
D0000 An announced CLIA recertification survey was conducted at Sanctuary Medical

Aesthetics Center of Boca Raton LLC on December 1, 2025. The laboratory was
surveyed under 42 CFR Part 493 CLIA requirements. Standard deficiency cited isas
follows:

D5601 HISTOPATHOLOGY
CFR(S): 493.1273(a)(f)

(a) As specified in 493.1256(e)(3), fluorescent and immunohistochemical stains must
be checked for positive and negative reactivity each time of use. For al other
differential or special stains, a control slide of known reactivity must be stained with
each patient slide or group of patient slides. Reactions of the control slide with each
specia stain must be documented.

This STANDARD is not met as evidenced by:

Based on review of the procedure manual, record review, and interview, the
laboratory failed to document the acceptability of the Hematoxylin and Eosin (H& E)
control slide for one day (07/12/2024) of the quality control (QC) worksheets
reviewed from 01/04/2024 to 12/01/2025. Findings: 1. Review of the policy titled,
Policy for Recording Daily Quality Control noted the quality control form isused to
document and record "2. Modified H& E Stain Quality Control Slide." 2. Review of
Daily QC Worksheet form showed the Mohs surgeon failed to document the
acceptability of the H& E stain by checking the acceptability of the stain 07/12/2024.
3. Review of the Mohs Log showed there were 5 Mohs surgical procedure on 07/12
/2024. 4. During an interview on 12/01/2025 at 12:48 PM, the Risk Manager
acknowledged the acceptability of the quality control slide was not checked by the
Mohs surgeon on 07/12/2024.



