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Summary Statement of Deficiencies

The laboratory was found to be in substantial compliance with CLIA regulations 42
CFR Part 493. Standard level deficiencies were cited.

TEST SYSTEMS, EQUIPMENT, INSTRUMENTS, REAGENT
CFR(s): 493.1252(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 observations, review of the CM S (Center for Medicare and
Medicaid Services) 116 form, and confirmed in staff interview, the laboratory failed
to ensure two of two tissue marking stains did not exceed their expiration dates.
Findings included: 1. During atour of the histopathology laboratory on 12/04/2024 at
10:54 am., the surveyor observed the following expired tissue marking stains located
on the counter next to the microscope: Tissue Marking Dye - Green; |ot #9253;
Expiration date: 09/30/2021 Tissue Marking Dye - Black; ot #9254; Expiration date:
09/30/2021 2. Based on review of the CM S 116 form submitted on the date of the
survey, the laboratory performed 17 histopathology frozen sections annually. 3.
During an interview 12/04/2024 at 10:56 a.m. in the laboratory, the Quality Assurance
Coordinator confirmed the tissue marking stains had exceeded their expiration date.



