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Tag
D5217 EVALUATION OF PROFICIENCY TESTING PERFORMANCE

CFR(S): 493.1236(c)(1)

At least twice annually, the laboratory must verify the accuracy of any test or
procedure it performs that is not included in subpart | of this part.

This STANDARD is not met as evidenced by:

Based on lack of documentation and interview with staff, the laboratory failed to
verify potassium hydroxide (KOH) at least twice annually for 2 of 2 years of testing
reviewed (August 2016 to August 2018). The number of KOH skin scrapings
laboratory tested was not available. Findingsinclude: 1. The laboratory failed to
document they verified KOH test accuracy at least twice annually from August 2016
to August 2018. 2. In an interview with staff the laboratory on 08/17/2018 at
approximately 10:30 A.M., staff stated they did not have a system to verify KOH
testing accuracy at least twice annually in 2016 an 2017. THIS IS A REPEAT
DEFICIENCY.

D5787 TEST RECORDS
CFR(S): 493.1283(a)

The laboratory must maintain an information or record system that includes the
following: (a)(1) The positive identification of the specimen. (a)(2) The date and time
of specimen receipt into the laboratory. (a)(3) The condition and disposition of
specimens that do not meet the laboratory's criteria for specimen acceptability. (a)(4)
The records and dates of all specimen testing, including the identity of the personnel
who performed the test(s).

This STANDARD is not met as evidenced by:



Based on lack of documentation and interview with staff, the laboratory failed to
maintain records of potassium hydroxide (KOH) testing performed from August 2016
to August 2018. Findings include: In an interview conducted on 08/17/2018 at
approximately 8:30 A.M. staff stated the laboratory did not perform KOH testing.
Staff recalled at approximately 9:30 A.M. that KOH testing was performed on-site
occasionally. Staff confirmed the laboratory did not maintain arecord of the dates and
the positive identification of the specimens examined for the presence or absence of

fungal elements.



