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Summary Statement of Deficiencies

The recertification survey was performed on 10/11/2023. The laboratory was found in
compliance with standard-level deficiencies cited. The findings were reviewed with
the histology technician during an exit conference performed at the conclusion of the
survey.

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 observation and interview with the histology technician, the laboratory
failed to ensure that one of one expired reagent was not available for use. Findings
include: (1) Observation of the laboratory on 10/11/2023 at 10:19 am identified the
following reagent stored in the flammable cabinet that appeared to be available for
use: (a) One bottle of Mercedes Scientific Platinum Line Xylenes, lot #2026901 with
an expiration date of 03/31/2023. (2) The finding was reviewed with the histology
technician who stated on 10/11/2023 at 10:23 am, the reagent was available for use.



