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Summary Statement of Deficiencies

D0000 An announced, on site, routine recertification survey was conducted at Derm One 
PLLC on January 12, 2023, by the West Virginia Office of Laboratory Services. The 
laboratory was surveyed to assess compliance with the Federal Clinical Laboratory 
Improvement Amendment (CLIA) regulations under 42 CFR 493. Specific 
deficiencies cited are explained below.

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 I of this part.

This STANDARD is not met as evidenced by:
Based on record review and interview the laboratory failed to document the biannual 
evaluation and comparison for alternative accuracy verification of the MOHs 
procedure for one of two events in 2021 and two of two events in 2022. Findings: 1. 
Review of 2021 MOHs accuracy verification logs and records identified no 
documentation of the comparative evaluation between the outsourced diagnosis and 
the in house diagnosis for the second event in 2021. 2. Review of 2022 MOHs 
accuracy verification logs and records identified no documentation of the comparative 
evaluation between the outsourced diagnosis and the in house diagnosis for two of 
two events in 2022. 3. An interview with the laboratory manager, 1/12/23 at 
approximately 10:30 AM, confirmed the lack of documentation for the evaluation of 
the alternative accuracy verification process.
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