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Summary Statement of Deficiencies

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 surveyor observation of testing reagents, review of testing logs, and
interview with the laboratory director, the laboratory used potassium hydroxide
(KOH) reagent past the expiration date on the bottle. Findingsinclude: 1. Observation
of the KOH reagent available for testing in the laboratory on September 24, 2020 at 9:
30 AM showed the expiration date printed on the label was October 9, 2019 (2019-10-
09). The lot number on the label was not readable. 2. Review of the KOH testing log
from 2020 showed the laboratory performed three patient KOH testsin February. 3.
Interview with the laboratory director on September 24, 2020 at 9:30 AM confirmed
testing personnel used the observed bottle of KOH reagent for patient testing past the
expiration date of the reagent.

LABORATORY DIRECTOR RESPONSIBILITIES
CFR(s): 493.1445(e)(4)(iv)

The laboratory director must ensure an approved corrective action plan is followed
when any proficiency testing result is found to be unacceptable or unsatisfactory.

This STANDARD is not met as evidenced by:
Based on surveyor review of proficiency testing (PT) records and interview with staff
A, the laboratory director did not ensure proficiency testing results for potassium



hydroxide testing in event two in 2019 were reviewed, and did not develop a
corrective action plan for an unacceptable result for sample PM-4. Findings include:
1. Review of PT records from 2019 event two showed the laboratory reported "Y east /
fungal elements present” for sample PM-4. The acceptable result was 'No yeast /
fungal elements’. No documentation of review of the unacceptable result or a
corrective action plan is available. 2. Interview with histology personnel, staff A, on
September 24, 2020 at 9:00 AM confirmed the laboratory did not review the results
for the second event in 2019 and did not develop a corrective action plan in response
to the unacceptabl e result for sample PM-4.



