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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 areview of the lack of bi-annual accuracy verification for KOH (potassium
hydroxide) documentation, the KOH Prep procedure, and an interview with the
Laboratory Manager, the laboratory failed to implement a mechanism for performing
accuracy verification or perform proficiency testing on KOH Prep. This was noted
since the previous survey on 10/13/22 to the current survey on 7/30/24. The findings
include: 1. A review of the bi-annual accuracy verification documentation for KOH
Prep revealed the laboratory was utilizing DTM (Dermatologic Test Media) plates for
KOH samples and sending the plates to areference lab twice yearly for accuracy
verification. The laboratory discontinued DTM testing after the date of the previous
survey of 10/13/22, and failed to implement an aternative accuracy verification
method for KOH. 2. A further review of the KOH Prep procedure revealed, "11.
Twice yearly, asingle patient has a specimen plated onto DTM to test for accuracy of
KOH preperation.”" 2. During an interview on 7/30/24 at 3:49 PM, the Laboratory
Manager confirmed the above findings.

D5417 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.



D6053

D6054

This STANDARD is not met as evidenced by:

Based on the laboratory tour, KOH (potassium hydroxide) Prep policy and procedure,
KOH patient log, and an interview with the Laboratory Manager, the laboratory used
expired KOH solution for patient testing. This was noted for two days of one month
reviewed in July 2024. The findingsinclude: 1. The laboratory tour revealed the KOH
solution lot#2202 expired on 7/21/24 and in use for the following days: a) 7/22/24;
one patient performed. b) 7/29/24; one patient performed. 2. A further review of the
KOH policy and procedure revealed, "1. KOH... is disposed of when it reaches
expiration date.” 3. During an interview on 7/30/24 at 3:05 PM, the Laboratory
Manager confirmed the above findings.

TECHNICAL CONSULTANT RESPONSIBILITIES
CFR(S): 493.1413(b)(9)

The technical consultant is responsible for evaluating and documenting the
performance of individuals responsible for moderate complexity testing at least
semiannually during the first year the individual tests patient specimens.

This STANDARD is not met as evidenced by:

Based on areview of the lack of personnel records and an interview with the
Laboratory Manager, the Technical Consultant failed to evaluate semi-annual
competencies for testing personnel performing KOH (Potassium hydroxide), a
moderate complexity testing. This was noted for twelve of twelve testing personnel
listed on the CM S-209 (L aboratory Personnel Report). The findingsinclude: 1. A
review of the personnel records revealed no evidence of evaluation by the Technical
Consultant for the semi-annual competenciesfor all twelve testing personnel
performing KOH testing. 2. During an interview on 7/30/2024, at 1:20 PM, the
Laboratory Manager confirmed the above findings.

TECHNICAL CONSULTANT RESPONSIBILITIES
CFR(s): 493.1413(b)(9)

The technical consultant is responsible for evaluating and documenting the
performance of individuals responsible for moderate complexity testing at |east
annually, after the first year.

This STANDARD is not met as evidenced by:

Based on areview of the lack of personnel records and an interview with the

L aboratory Manager, the Technical Consultant failed to evaluate annual competencies
for testing personnel performing KOH (Potassium hydroxide), a moderate complexity
testing. Thiswas noted for twelve of twelve testing personnel listed on the CM S-209
(Laboratory Personnel Report). The findings include: 1. A review of the personnel
records revealed no evidence of evaluation by the Technical Consultant for the semi-
annua competenciesfor al twelve testing personnel performing KOH testing. 2.
During an interview on 7/30/2024, at 1:20 PM, the Laboratory Manager confirmed the
above findings.



