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(X4) 1D Prefix Summary Statement of Deficiencies
Tag
DO0000 Aninitial survey was conducted on February 7, 2023 at approximately 09:15 am at

Dermatology Partners - N. Wilmington. The laboratory was surveyed according to 42
CFR part 493 Clinical Laboratory Improvement Amendments (CLIA) requirements.
Specific deficiencies are as follows:

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:

documentation and interview, the laboratory failed to perform Proficiency Testing
(PTs) asrequired. Findingsinclude: 1. At approximately 9:25 am on February 7, 2023
during document review, there was no second Proficiency Testing performed by the
Testing Personnel (TP) in 2022. A PT was performed by the TP in January 2022, but
none was performed or documented for the remainder of 2022 as required. 2. During
the interview with the Laboratory Manager (LM), the LM confirmed that no second
PT for 2022 was documented for the TP. 3. At the end of the survey at approximately
10:20 am no documentation could be provided as required for a second PT in 2022 by
the TP.



