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Tag
D3013 FACILITIES

CFR(S): 493.1101(e)

Records and, as applicable, dlides, blocks, and tissues must be maintained and stored
under conditions that ensure proper preservation.

This STANDARD is not met as evidenced by:

. Based on observation and interview with dermatology personnel #1 and #2, the
laboratory failed to ensure histopathology tissue slides were coverslipped to ensure
tissue preservation for nine (Patients 1-9) of 10 patient cases reviewed. Findings
include: 1. A review of 10 patient cases revealed the following nine cases had slides
with significant bubbling over the stained tissue sections: a. Patient 1 had
histopathology testing performed on 02/13/2025. b. Patient 2 had histopathology
testing performed on 12/04/2024. c. Patient 3 had histopathol ogy testing performed on
09/19/2024. d. Patient 4 had histopathology testing performed on 09/19/2024. e.
Patient 5 had histopathol ogy testing performed on 06/20/2024. f. Patient 6 had
histopathology testing performed on 04/17/2024. g. Patient 7 had histopathology
testing performed on 01/25/2024. h. Patient 8 had histopathology testing performed on
10/10/2023. i. Patient 9 had histopathol ogy testing performed on 04/18/2023. 2. An
interview on 3/10/25 at 2:00 pm with dermatology personnel #1 and #2 confirmed the
dlides had significant bubbling over tissue sections.



