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Summary Statement of Deficiencies

D0000 A Rcertification survey was conducted on March 6, 2023. Terrence A Cronin Jr MD 
clinical laboratory was 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 quality 
control (QC) information including open dates for all reagents used in their 
Hematoxylin & Eosin (H & E), from March 2021 to April 2022. Findings: The 
laboratory used the following reagents in their H&E stain: Scott Tap Water, 100% 
Reagent Alcohol, Gill's Hematoxylin III, and Eosin Working Solution. Review of the 
laboratory's procedure manual noted for 493.1273" QC records should include lot 
numbers, date opened/prepared, expiration dates . . . " Review of the laboratory's QC 
logs titled "Reagent Control Sheet" showed there were no open dates for reagents 
used prior to the reagents currently being used. On 03/06/2023 at 10:50 AM, Mohs 
Technician B acknowledged the open dates were not recorded.
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