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Tag
D5475 CONTROL PROCEDURES

CFR(S): 493.1256()(3)(q)

(e)(3) Check fluorescent and immunohistochemical stains for positive and negative
reactivity each time of use.

This STANDARD is not met as evidenced by:

Based on review of the laboratory's quality control (QC) staining records,
immunohistochemical (IHC) stain policy, and interview with the Team Lead, the
laboratory failed to check IHC stains for negative and positive staining reactivity each
time of use for Mohs microscopic slide examinations performed for 17 of 17 months
from 4/15/2025 to the day of the survey. Findings Include: 1. On the day of the
survey, 9/22/2026 at 2:17 pm, review of the laboratory's MART 1 QC Assessment of
Mohs Tissue Staining records revealed the |aboratory failed to document negative and
positive staining reactivity each time IHC stains (MART 1) were used for Mohs
microscopic slide examinations performed for 17 of 17 months from 4/15/2025 to 9/22
/2026. 2. The laboratory's IHC Direct Mart-1 Policy for Mohs surgery stated,
"Positive and negative controls cut from patient debulk. There must be a positive and
negative control slide each time the Mart-1 protocol is used.” 3. Review of the
laboratory's test logs revealed the laboratory performed 56 Mohs microscopic slide
examinations using MART 1 stain from 4/15/2025 to 9/22/2026. 4. The Team Lead
confirmed the findings above on 9/22/2026 at 3:00 pm.



