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Summary Statement of Deficiencies

An announced CLIA recertification survey was conducted at Dermatology Associates
of Central Florida on 07/11/2024. The laboratory is not in compliance with 42 CFR
Part 493, Requirements for Laboratories. The following is a description of the
standard level deficiencies:

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
semiannually during the first year the individual tests patient specimens.

This STANDARD is not met as evidenced by:

Based on record review of the CMS 116 and CM S 209 and competency records, and
interview with Office Manager, the Technical Consultant (who is aso the Laboratory
Director) failed to perform semi-annual personnel competency for 1 (#B) out of 2
Testing Personnel (TP) for the subspecialties of mycology (fungi) and parasitol ogy
(scabies) for two out of two years reviewed (8/1/2022 - 7/11/24). Findings included:
Review of the CMS 116, Application for Certification, signed and dated by the
Laboratory Director on 07/09/2024 revealed the laboratory performed fungi testing by
potassium hydroxide (KOH), dermatophyte medium (DTM), and scabies testing with
mineral oil. Review of the Laboratory Personnel Report (Form CM S-209) signed and
dated by the Laboratory Director 07/09/2024 revealed the laboratory had two TP (#A-
#B). Review of personnel recordsfor TP #B revealed no competency records. On 07
/11/2024 at 11:00 AM, the Office Manager confirmed TP #B started testing following
the last recertification survey (07/07/2022), and the Laboratory Director had not
performed semi-annual competency on TP #B.



