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CFR(S): 493.1291(c)

(c) Thetest report must indicate the following: (c)(1) For positive patient
identification, either the patient's name and identification number, or a unique patient
identifier and identification number. (¢)(2) The name and address of the laboratory
location where the test was performed. (¢)(3) The test report date. (c)(4) The test
performed. (c)(5) Specimen source, when appropriate. (c)(6) The test result and, if
applicable, the units of measurement or interpretation, or both. (c)(7) Any information
regarding the condition and disposition of specimens that do not meet the laboratory's
criteriafor acceptability.

This STANDARD is not met as evidenced by:

Based on observation of the laboratory, areview of the patient's Micrographic
Oriented Histographic Surgery (MOHS) map worksheets, electronic medical record
(EMR) test reports, MOHS procedure slides, and staff interviews, the laboratory failed
to ensure the patient's unique specimen identifier (ID) number matched across the
MOHS map worksheets, EMR reports, and slides for two of four MOHS cases
reviewed from 2025 and 2026. The findings include: 1. Observation of the |aboratory
on 05.13.2026 at 9:15 am. revealed two Leica cryostats, inks, and stains, used to
process tissue removed during MOHS procedures in preparation for slide
interpretation. 2. A review of patient MOHS map worksheets, EMR procedure office
notes, and MOHS dlides for interpretation revealed the following discrepanciesin two
of four casesreviewed; 1.) Date of service: 04.01.2025: patient unique specimen ID:
DS25-425; patient's unique specimen D on the EMR procedure office note did not
match the assigned unique specimen ID when the EMR note read "DA25-425." 2.)
Date of service: 01.07.2026: patient unique specimen ID: DS26-34; patient's unique
specimen ID on the MOHS map worksheet did not match the assigned unique



specimen |D when the MOHS map worksheet read "DS25-34." 3. Interviews with the
lead medical assistant and two histotechnicians on 05.13.2026 at 11:00 a.m.
confirmed the survey findings.



