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Summary Statement of Deficiencies

PROCEDURE MANUAL
CFR(S): 493.1251(a)

A written procedures manual for all tests, assays, and examinations performed by the
laboratory must be available to, and followed by, laboratory personnel. Textbooks
may supplement but not replace the laboratory's written procedures for testing or
examining specimens.

This STANDARD is not met as evidenced by:

Based on standard operating procedure manua (SOPM) and record review and
interview with the laboratory staff, the laboratory did not follow written procedures
for performing quality checks on potassium hydroxide (KOH) used to detect
dermatophytes in skin scrapings. Findings: 1. The procedure "KOH Procedure,"”
"Quality Control" in the SOPM states, "the 20% KOH will be examined semi-
annually for contamination.” 2. A review of "KOH/Scabies/Nail Fungus Test Logs"
from January 2021 through December 2022 showed that results of the KOH
contamination checks were logged 0 of 2 timesin 2021 and 1 of 2 timesin 2022. 3.
During an interview on 12/16/2022 at 10:15 AM, the laboratory staff confirmed that
the laboratory did not document the quality checks as stated in the SOPM.

TEST REPORT
CFR(s): 493.1291(c)

The test report must indicate the following: (c)(1) For positive patient identification,
either the patient's name and identification number, or a unigque patient identifier and
identification number. (c)(2) The name and address of the laboratory location where
the test was performed. (c)(3) The test report date. (c)(4) The test performed. (c)(5)
Specimen source, when appropriate. (c)(6) The test result and, if applicable, the units
of measurement or interpretation, or both. (c)(7) Any information regarding the



condition and disposition of specimens that do not meet the laboratory's criteriafor
acceptability.

This STANDARD is not met as evidenced by:

Based on review of final patient reports in the laboratory information system, and
interview with the vice president of technical processing, the laboratory failed to
ensure that the final test report included the correct address of the laboratory where
histopathology slides are interpreted. Findings: 1. The laboratory moved to its new
location in July of 2022. A final patient report reviewed from November 2022 still
had the old address listed on the final report. 2. During an interview on 12/16/2022 at
11:25 AM, the vice president of technical processing confirmed that the name and
address of the laboratory where histopathology slides are interpreted was not correctly
documented on patient final reports.



