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CFR(S): 493.827(c)

Failure to return proficiency testing results to the proficiency testing program within
the time frame specified by the program is unsatisfactory performance and resultsin a
score of O for the testing event.

This STANDARD is not met as evidenced by:

Based on areview of American Association of Bioanalysts (AAB) proficiency testing
records and an interview with the laboratory director on 5/22/2024 at 12:15 PM, the
laboratory failed to return its Nonchemistry M1 2024 Dernatophyte Culture results
within the time frame specified by the program resulting in a score of O for the testing
event. The laboratory director stated that culture results for Specimens 1, 2, 3, 4, and 5
were not available for reporting by the program deadline. The laboratory performed
18 dermatophyte cultures annually.

D5211 EVALUATION OF PROFICIENCY TESTING PERFORMANCE
CFR(S): 493.1236(a)

The laboratory must review and evaluate the results obtained on proficiency testing
performed as specified in subpart H of this part.

This STANDARD is not met as evidenced by:

Based on areview of three of three 2023 AAB Nonchemistry Dermatophyte Culture
and KOH dlides proficiency testing program evaluations and an interview with the
laboratory director on 5/22/2024 at 12:15 PM, the laboratory failed to review and
evaluate its proficiency testing performance. The laboratory performed 18
dermatophyte cultures annually. The findingsinclude: 1. The laboratory reported an
incorrect response for Specimen 4 in the 2023 AAB Nonchemistry M1 dermatophyte



D6090

D6092

culture testing event. The intended response was Trichophyton rubrum
(Dermatophytes present). The laboratory reported Negative (Dermatophytes absent).
2. The laboratory reported incorrect responses for Specimen 6 and Specimen 10 in the
2023 AAB Nonchemistry M2 dermatophyte culture testing event. The intended
response for Specimen 6 was Negative (Dermatophytes absent). The laboratory
reported Positive (Dermatophytes present). The intended response for Specimen 10
was Trichophyton verrucosum (Dermatophytes present). The laboratory reported
Negative (Dermatophytes absent). 3. The laboratory reported an incorrect response for
Specimen 12 in the 2023 AAB Nonchemistry M3 KOH testing event. The intended
response was Positive. The laboratory reported Negative. 4. The laboratory director
stated the laboratory failed to return its AAB Nonchemistry M1 2024 Dernatophyte
Cultureresults for Specimens 1, 2, 3, 4, and 5 within the time frame specified by the
program resulting in a score of O for the testing event. 5. The laboratory director stated
proficiency testing program evaluation activities to include corrective actions were not
performed.

LABORATORY DIRECTOR RESPONSIBILITIES
CFR(S): 493.1445(e)(4)(ii)

The laboratory director must ensure the results are returned within the timeframes
established by the proficiency testing program.

This STANDARD is not met as evidenced by:

Based on areview of AAB proficiency testing records and an interview with the
laboratory director on 05/22/2024 at 12:15 PM, the laboratory director failed to ensure
its Nonchemistry M1 2024 Dernatophyte Culture results were returned within the time
frame established by the proficiency testing program. Refer to D tag D2043.

LABORATORY DIRECTOR RESPONSIBILITIES
CFR(9): 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 areview of three of three 2023 AAB Nonchemistry Dermatophyte Culture
and KOH dlides survey evaluations and an interview with the laboratory director on 5
122/2024 at 11:45 AM, the laboratory director failed to ensure an approved corrective
action plan was followed for the laboratory's incorrect and/or late proficiency testing
results. Refer to D tag D5211.



