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(X4) 1D Prefix Summary Statement of Deficiencies
Tag
DO0000 The Vitalogy Skincare DBA (Georgetown) laboratory was found to be in compliance

with the Conditions of the CLIA regulations found at 42 CFR 493.1 through
493.1780, CLIA requirements for laboratories as aresult of a recertification survey on

06/17/2026 and recertification is recommended. Standard level deficiencies were
cited.

D5805 TEST REPORT
CFR(s): 493.1291(c)

(c) The test report must indicate the following: (c)(1) For positive patient
identification, either the patient's name and identification number, or a unique patient
identifier and identification number. (c)(2) The name and address of the laboratory
location where the test was performed. (c)(3) The test report date. (c)(4) The test
performed. (c)(5) Specimen source, when appropriate. (c)(6) The test result and, if
applicable, the units of measurement or interpretation, or both. (c)(7) Any information
regarding the condition and disposition of specimens that do not meet the laboratory's
criteriafor acceptability.

This STANDARD is not met as evidenced by:

|. Based on review of the patient testing logs, test report, and interview, the laboratory
failed to ensure the test result was recorded in the patient's chart for 1 of 3 Potassium
Hydroxide (KOH) test reports reviewed from Jan 2026 - May 2026. Findings follow.
A. Review of the KOH Test Accession Log showed accession #K 26-006 tested on 05
/08/2026 tested negative by KOH prep for fungal elements. B. Review of the Visit
Note which also served as the test report for accession #K 26-006 on 05/08/2026
showed the KOH test was not reported. C. Interview with the Clinic Manager on June
17, 2026 at 1140 hoursin the break room confirmed the KOH test was performed but
not recorded in the Visit Note which also served as the test report. I1. Based on review
of the test reports, quality control (QC) log, dides, and interview, the laboratory failed
to report the result of the Mart-1 Immunohistochemica (IHC) stain for one of two



Mohs test reports with Mart-1 stains reviewed from March 2025 - April 2026.
Findings follow. A. Review of two Mohs cases with the Mart-1 stain showed the Visit
Note for Mohs case VG26-152 tested on 04/28/2026 was missing the result of the
Mart-1 stain. B. Review of the Mohs IHC Daily Quality Control log showed case #
V(G26-152 QC was reported as satisfactory. The column for "Stain results in Patient
Report/Visit Note" did not indicate it was reported in the Visit Note. C. Review of the
slidesfor case VG26-152 showed dlides with the Mart-1 stain. D. Interview with the
Laboratory Manager on July 17, 2026 at 1200 hours in the break room confirmed the
result of the Mart-1 stain was not in the Visit Note and the column on the QC log was
not completed to show it wasincluded in the Visit Note.



