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Summary Statement of Deficiencies

The laboratory was surveyed and found to be in compliance with the conditions of
participation found in the CLIA regulations at 42 CFR 493 and recertification is
recommended.

CONTROL PROCEDURES
CFR(S): 493.1256(e)(3)(q)

(e) For reagent, media, and supply checks, the laboratory must do the following: (€)
(3) Check fluorescent and immunohistochemical stains for positive and negative
reactivity each time of use. (g) The laboratory must document all control procedures
performed.

This STANDARD is not met as evidenced by:

Based on review of patient records, quality control records, and interview with facility
personnel, the laboratory failed to document negative reactivity each time of use for
the Cytokeratin (CK 5/6) immunohistochemical stain for two of two patient records
reviewed for the month of November 2021. The findings included: 1. Two patient
records where the Cytokeratin (CK5/6) immunohistochemical stain wasused in
patient testing were identified for the month of November 2021: 0S2105203 -
received 11/16/2021 OS2105345 - received 11/23/2021 2. Based on review of quality
control records, positive control reactivity was graded, but negative control reactivity
was not documented for the dates of processing 0S2105203 and 0S2105345. 3. In an
interview at 16:11 hours on 12/28/2021, the Laboratory Manager confirmed there was
no documentation of negative reactivity on immunohistochemical stains such as the
CK5/6 immunohistochemical stain. Instead there was a comment on the patient report
that stated the following: "Any immunohistochemical stains or special stains
performed had quality controls that were within an acceptable range, unless otherwise
noted."
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