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Summary Statement of Deficiencies

TESTING PERSONNEL RESPONSIBILITIES
CFR(S): 493.1425

The testing personnel are responsible for specimen processing, test performance, and
for reporting test results.

This STANDARD is not met as evidenced by:

Based on surveyor review of patient electronic medical records (EMR), quality
control (QC) worksheets, and interview with the regional manager, testing personnel
did not report test results for one of three potassium hydroxide (KOH) test results
reviewed. Findingsinclude: 1. Review of three patient EMR for KOH results showed
the result for patient 1 was "Examination of the slide showed: +/- results. 2. Review of
the "Bi-Annual QC of KOH specimens’ for the second half of 2021 showed the
diagnostic interpretation for patient 1 was positive. 3. Interview with the regional
manager (staff A) on March 31, 2022 at 10:10 AM confirmed the testing personnel
did not accurately report the test result in the patient EMR for patient 1.



