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Summary Statement of Deficiencies

EVALUATION OF PROFICIENCY TESTING PERFORMANCE
CFR(S): 493.1236(b)(2)

The laboratory must verify the accuracy of any analyte, specialty or subspecialty
assigned a proficiency testing score that does not reflect laboratory test performance
(that is, when the proficiency testing program does not obtain the agreement required
for scoring as specified in subpart | of this part, or the laboratory receives a zero score
for nonparticipation, or late return or results).

This STANDARD is not met as evidenced by:

Based on review of 2019 and 2020 WSLH (Wisconsin State L aboratory of Hygiene)
proficiency testing records and interview with TP (testing personnel) 3/11/21, the
laboratory failed to verify the accuracy of the ungraded DTM (dermatophyte test
medium) fungal culture sasmplesfor 2 of 3 eventsin 2019 and 1 of 3 eventsin 2020.
Findings: Review of 2019 and 2020 WSLH proficiency testing records revealed: 1.
On the 2019 SPMicro - B1 test event, the laboratory failed to verify the accuracy of
sample DM-1 which was ungraded. The expected result for sample DM-1 was
positive, and the laboratory's response was negative. There was no documentation that
the laboratory recognized the result was unacceptabl e and there was no corrective
action documented. 2. On the 2019 SPMicro - B3 test event, the laboratory failed to
verify the accuracy of sample DM-13 which was ungraded. The expected result for
sample DM-1 was positive, and the laboratory's response was negative. There was no
documentation that the laboratory recognized the result was unacceptable and there
was no corrective action documented. 3. On the 2020 SPMicro - B3 test event, the
laboratory failed to verify the accuracy of sample DM-13 which was ungraded. The
expected result for sample DM-13 was positive, and the laboratory's response was
negative. There was no documentation that the laboratory recognized the result was
unacceptable and there was no corrective action documented. During interview 3/11
/21 at approximately 9:15 am., TP #1 stated that he thought it was a bad sample if the



proficiency testing company did not have the consensus needed to grade it. He stated
that he did not realize corrective action was supposed to be documented for ungraded
samples.



