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Summary Statement of Deficiencies

D0000 An announced CLIA recertification survey was conducted at UROLOGY CENTER 
OF FLORIDA PA from 05/13/2026 to 06/08/2026. The laboratory was surveyed 
under 42 CFR Part 493 CLIA requirements. Standard deficiency cited as follows:

D5473 CONTROL PROCEDURES
CFR(s): 493.1256(e)(2)(g)

(e)(2) Each day of use (unless otherwise specified in this subpart), test staining 
materials for intended reactivity to ensure predictable staining characteristics. Control 
materials for both positive and negative reactivity must be included, as appropriate.

This STANDARD is not met as evidenced by:
Based on record review and staff interview, the laboratory failed to have the 
documentation of the acceptability of Hematoxylin & Eosin (H&E) staining materials 
for intended reactivity used for non-gynecologic slides preparations for 174 patients 
from 1/31/2025 to 05/30/2025. Findings included: 1-Review of the "PATIENT 
SPECIMEN LOG CYTOLOGY SPECIMENS" log for 2025, revealed that the 
laboratory tested patients as follows: 1/31/2025 (12 patients), 02/07/2025 (10 
patients), 02/14/2025 (7 patients), 02/21/2025 (12 patients), 02/28/2025 (6 patients), 
03/07/2025 (13 patients), 03/14/2025 (10 patients), 03/21/2025 (11 patients), 03/28
/2025 (11 patients), 04/04/2025 (12 patients), 04/11/2025 (16 patients), 04/25/2025 
(24 patients), 05/02/2025 (13 patients), 05/09/225 (6 patients), 05/16/2025 (7 
patients), 05/30/2025 (4 out of 16 patients). 2-Review of "STAINS QUALITY 
CONTROL" log for 2025, revealed that, the laboratory failed to have documentation 
of the acceptability of the H&E stain for the non-gynecological slides received from 01
/31/2025 to 05/16/2025 and for four patients of 05/30/2025. During a telephonic 
interview on 05/18/2026 at 12:56 PM the Testing Personnel confirmed that the 
laboratory failed to have the acceptability of Hematoxylin & Eosin (H&E) staining 
materials for intended reactivity used for non-gynecologic slides preparations for 174 
patients from 1/31/2025 to 05/30/2025.
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