Department of Health & Human Services Form Approved

Centersfor Medicare & Medicaid Services OMB No. 0938-0391
Statement of Deficiencies (X2) Provider/Supplier/CLIA (X3) Date
I dentification Number Survey
Completed
22D1098830
04/22/2025
Name of Provider or Supplier Street Address, City, State
Northeast Dermatology Associates Plic 138 Conant St, Beverly, MA

For information on the provider's plan to correct this deficiency, please contact the provider or the state survey agency.

(X4) 1D Prefix Summary Statement of Deficiencies
Tag
D0000 A CLIA recertification survey was conducted for the Northeast Dermatol ogy

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 | 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 al 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



