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Summary Statement of Deficiencies

Based upon the recertification survey conducted on 02/16/2023, the laboratory was
found to be IN substantial compliance with the CLIA regulations found at 42 CFR for
the specialties/subspecialties in which it was surveyed with the standard level
deficiency cited.

CONTROL PROCEDURES
CFR(S): 493.1256(e)(2)(g)

(e) For reagent, media, and supply checks, the laboratory must do the following: (€)
(2) Each day of use (unless otherwise specified in this subpart), test staining materials
for intended reactivity to ensure predictable staining characteristics. Control materials
for both positive and negative reactivity must be included, as appropriate. (g) The
laboratory must document all control procedures performed.

This STANDARD is not met as evidenced by:

Based on review of laboratory policy, laboratory records, and confirmed in staff
interview, the laboratory failed to define intended reactivity to ensure predictable stain
characteristics for Hematoxylin and Eosin stain for 70 of 70 days (04/2021 - 02/2023).
Findings included: 1. Review of laboratory policy titled "CLIA: Cryostat Frozen
Section Protocol” (Revision date 02/23/2021) stated "QUALITY CONTROL ... The
quality of the stain will be documented each day of use." 2. Review of the laboratory
daily quality control form revealed a checkmark under the column titled " Stain
Quality Adequate for all procedures performed this day." The laboratory failed to
define intended reactivity that qualified as adequate stain characteristics. 3. Review of
the laboratory's reported test volumes reveal ed 80 Histopathology tests performed
annually. 4. In an interview conducted on 02/16/2023 at 9:05 am, after review of the
above records, the Clinical Director confirmed the findings.
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