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Summary Statement of Deficiencies

D5415 TEST SYSTEMS, EQUIPMENT, INSTRUMENTS, REAGENT
CFR(s): 493.1252(c)

(c) Reagents, solutions, culture media, control materials, calibration materials, and 
other supplies, as appropriate, must be labeled to indicate the following: (c)(1) 
Identity and when significant, titer, strength or concentration. (c)(2) Storage 
requirements. (c)(3) Preparation and expiration dates. (c)(4) Other pertinent 
information required for proper use.

This STANDARD is not met as evidenced by:
Based on observation of laboratory and staff interviews, the laboratory failed to label 
reagents used in the Histopathology tissue processing laboratory with information 
when transferred from the primary to the secondary container. The findings include: 1. 
Observation of the Histology laboratory on 02.11.2025 at 9:00 a.m. revealed a 
secondary container used for processing samples for Histopathology procedures that 
was not labeled with identity, lot number, and expiration date when transferred from 
the original container to the secondary container. The reagent was verbally identified 
as Nail Prep (Item #NP-500) by histology laboratory supervisor. 2. An interview with 
the histology laboratory supervisor on 02.11.2025 at 09:00 a.m. confirmed the survey 
findings.

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:
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Citation One: Based on observation of the Histology laboratory and staff interview, 
the laboratory failed to ensure that tissue marking dyes and hematoxylin used for 
inking and staining had not expired on the date of the survey (02.11.2025). The 
findings include: 1. Observation of the Histology laboratory on 02.11.2025 at 9:00 am 
revealed the following expired dyes and stains in use. -Mercedes Scientific Tissue 
Marking Dye Red (2 bottles), lot number 23004, expiration date 01.31.2025 -
Modified Mayers Hematoxylin (1 bottle), lot number 181170, expiration date 
10.31.2024. 2. An interview with the Histology laboratory supervisor on 02.11.2025 
at 09:03 a.m. confirmed the above findings. Citation Two: Based on observation of 
the MOHS processing room and staff interview, the laboratory failed to ensure it did 
not use tissue marking dyes for MOHS Histopathology tissue processing past their 
expiration date on the survey date (02.11.2025). The finding include: 1. Observation 
of the MOHS processing room on 02.11.2025 at 9:39 a.m. revealed the following tisse 
marking dyes in use. -Cancer Diagnostic, Inc. Tissue Marking Dyes (2 bottles) 
Orange, lot number 21111, expiration date 04.30.2023. Green, lot number 21130, 
expiration date 05.31.2023. 2. Interview with the MOHS technician on 02.11.2025 at 
9:39 a.m. confirmed the above findings. Work Key: MOHS: micrographically 
oriented histography surgery


