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Summary Statement of Deficiencies

D0000 A CLIA recertification survey was conducted for the Northeast Dermatology 
Associates - Beverly laboratory on 04/22/2025 pursuant to the Clinical Laboratory 
Improvement Amendments (CLIA) of 1988 and CLIA regulations at 42 CFR 4

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 record review and staff interview with the Histotech (HT) the laboratory failed 
to verify at least twice annually the accuracy of testing in the specialty of 
Histopathology. Findings include: 1. Record review on 4/22/2025 of the laboratory's 
Procedure Manual, Section 8, The Proficiency Testing and Quality Assurance 
Contract states "At least biannually, at least 3 cases will be randomly selected...to be 
evaluated for any inconsistencies." 2. Record review on 4/22/2025 of the laboratory's 
Quality Control binder revealed in 2023, 2024, and 2025 to date three cases for each 
year were all reviewed on April 1, 2025. 3. Interview with the HT on 4/22/2025 at 10:
00 AM confirmed the above. The laboratory performs 1031 patient tests annually in 
the specialty of Histopathology
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