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Tag
D5401 PROCEDURE MANUAL

CFR(S): 493.1251(a)

(a) A written procedures manual for al tests, assays, and examinations performed by
the laboratory must be available to, and followed by, laboratory personnel. Textbooks
may supplement but not replace the laboratory's written procedures for testing or
examining specimens.

This STANDARD is not met as evidenced by:

REPEAT DEFICIENCY Based on record review and staff interview with the Mohs
Clinical Resource Manager (CRM), the laboratory failed to follow their approved

" Specimen Collection and Processing Procedure” for 7 of 11 Mohs cases. Findings
include: 1. Record review on 10/16/2025 of the documentation and slides of 11 Mohs
cases revealed the accession number on the slides did not match the Mohs map and
final patient test report for 7 of 11 Mohs cases. 2. Record review on 10/16/2025 of the
laboratory's " Specimen Collection and Processing Procedure” revealed, "The
accession number, patient last name and first initial, layer or stage designated with
roman numeral, piece number, and level or slide number (ascending letter
designation) are recorded on each slide with a histology grade marking pen or pencil.”
3. During staff interview with the CRM on 10/16/2025 at 11:08 AM, the CRM
confirmed the slides in #1 above were mislabeled. 4. The laboratory performs 2500
testsin the specialty of Histopathology annually.



