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Summary Statement of Deficiencies

D0000 A recertification survey was conducted on July 10, 2019. Elias Dermatology LLC was 
found not in compliance with 42 CFR 493, requirements for clinical laboratories.

D5609 HISTOPATHOLOGY
CFR(s): 493.1273(e)(f)

(e) The laboratory must use acceptable terminology of a recognized system of disease 
nomenclature in reporting results. (f) The laboratory must document all control 
procedures performed, as specified in this section.

This STANDARD is not met as evidenced by:
Based on record review and interview, the laboratory failed to document and maintain 
a record of the open dates for reagents used in their Hematoxylin & Eosin (H&E), 
Periodic Acid Schiff (PAS) and Acid- Fast Bacilli (AFB) stains. Findings: Record 
review of the laboratory's logs titled "Laboratory Reagent Log" showed that the 
laboratory failed to record when the reagents where opened from 7/30/17 to 7/30/19. 
During an interview on 7/30/19 at 2:03 PM, the Testing Personnel B confirmed they 
didn't record the open date for their reagents on the log.
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