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(X4) 1D Prefix Summary Statement of Deficiencies
Tag
D5417 TEST SYSTEMS, EQUIPMENT, INSTRUMENTS, REAGENT

CFR(S): 493.1252(d)

(d) Reagents, solutions, culture media, control materials, calibration materials, and
other supplies must not be used when they have exceeded their expiration date, have
deteriorated, or are of substandard quality.

This STANDARD is not met as evidenced by:

Based on observation of the laboratory, review of reagent logs, final patient test
report, laboratory patient test logs, and staff interview, the laboratory failed to ensure
that personnel did not use the Hematoxylin stain was not used beyond the
manufacturer's expiration date for micrographically oriented histographic surgery
(MOHS) histopathology patient testing for 19 daysin 2024. The findings include: 1.
Observation of the laboratory on 06/24/2025 at 9:30 a.m. revealed a Hematoxylin
stain used to process patient tissue specimens for MOHS micrographic procedures. 2.
A review of the laboratory's reagent log titled "Mohs Stain Expiration Log" for 2024,
reviewed by the laboratory director on 12/30/2024, revealed the following:
Hematoxylin lot number 2228732 was opened on 05/01/2023, expired on 01/25/2024,
and was empty on 04/02/2024. Hematoxylin Lot number 2324408 was opened on 04
102/2024. The expired lot 2228732 was used for patient testing from 01/26/2024
through 04/01/2024. 3. A review of final patient test reports revealed that patient
number 211264 was reported by the laboratory on 03/21/2024 when the expired
Hematoxylin lot number 2228732 was used. 4. A review of the laboratory's patient log
titled "Mohs Patient Daily Log" from January 2024 through April 2024 revealed the
laboratory tested 89 patient samples from 01/26/2025 through 04/01/2025. 5. An
interview with the practice manager on 06/24/2025 at 12:00 p.m. confirmed the
survey findings.



