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Summary Statement of Deficiencies

D0000 An announced survey of the laboratory was conducted on 10/23/2025. The laboratory 
was found in compliance with applicable CLIA regulations (42 CFR Part 493, 
Requirements for Laboratories) for the specialties/subspecialties for which it was 
surveyed. STANDARD LEVEL DEFICIENCIES were cited.

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 surveyor's observations, review of laboratory's test statistics and staff 
interview, the laboratory failed to ensure one of one tissue marking dye was not used 
beyond its expiration date, the Cancer Diagnostics Inc. (DCI) Blue Tissue Marking 
Dye, used in grossing of oral pathology samples. Findings included: 1. Surveyor's 
observations on 10/23/2025 at 0915 hours in the laboratory revealed one DCI's Blue 
Tissue Marking Dye (REF 0727-2) bottle in use, Lot 8192, sitting on the shelf above 
the grossing station. The expiration date on the bottle was 2020-07-01. 2. Review of 
laboratory's test statistics revealed the laboratory tested approximately 600 oral 
pathology samples annually. 3. In an interview on 10/23/2025 at 0915 hours in the 
laboratory, the facility's Laboratory Manager (as indicated on submitted Entrance/Exit 
Conference document) confirmed the findings.
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