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Summary Statement of Deficiencies

An announced CLIA recertification survey was conducted at EVMS Dermatol ogy-
Andrews Hall on September 26, 2024 by the Virginia Department of Health's Office
of Licensure and Certification. The laboratory was surveyed under 42 CFR part 493
CLIA Reguirements. Specific deficiency cited is asfollows:

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 Centers for Medicare and Medicaid Services Laboratory
Personnel Report Form (CM S 209), mycology proficiency testing (PT) records, and
an interview, the laboratory failed to verify testing personnel (TP) accuracy of
Potassium Hydroxide (KOH) mycology microscopy for two (2) of 2 PT eventsin
calendar year 2024 as noted on the date of the inspection, September 26, 2024.
Findingsinclude: 1. Review of the laboratory's CM S 209 personnel form revealed that
four TP qualified to perform patient KOH microscopy examinations. (See Testing
Personnel Code Sheet.) 2. Review of the laboratory's year to date 2024 American
Proficiency Institute (API) Microscopy PT documentation, atotal of 2 events,
revealed the laboratory utilized PT to verify TP KOH microscopy accuracy. A review
of the API PT reports revealed the laboratory failed accuracy verification year to date
by receiving the following unsatisfactory scores. 2024 1st Event: 50% Unsatisfactory
Scoring; failed for challenge KOH--02; 2024 2nd Event: 50% Unsatisfactory Scoring;
failed for challenge KOH--03. The API report noted the laboratory as unsuccessful
long term. 3. An interview with the practice manager, lab director, and TP on 9/26/24
at 11:30 AM confirmed the above findings.



