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Summary Statement of Deficiencies

MAINTENANCE AND FUNCTION CHECKS
CFR(S): 493.1254(b)(2)

(b)(2)(i) Define afunction check protocol that ensures equipment, instrument, and test
system performance that is necessary for accurate and reliable test results and test
result reporting. (b)(2)(ii) Perform and document the function checks, including
background or baseline checks, specified in paragraph (b)(2)(i) of this section.
Function checks must be within the laboratory's established limits before patient
testing is conducted.

This STANDARD is not met as evidenced by:

Based on laboratory record review and interview with the laboratory manager, the
laboratory failed to define and perform maintenance and function check protocols for
3 of 3 microscopes. The laboratory performed 3923 microscopic tests annually.
Findingsinclude: 1. Laboratory record review found that no maintenance was
performed between 10/30/2023 and 1/17/2025 for 3 of 3 microscopes. 2. Record
review failed to produce a maintenance protocol for laboratory microscopes. 3.
Interview with the laboratory manager on 02/19/2025 at approximately 2:05 PM
confirmed, that the laboratory failed to have a maintenance protocol and document
maintenance activities for 3 of 3 microscopes.

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 review of stain quality control documentation, and interview with staff, the
laboratory failed to document Hematoxylin and Eosin (H& E) quality controls. The
laboratory performed approximately 3798 histopathology tests annually. Findings
include: 1. The laboratory quality control records failed to include histopathol ogy
H&E quality control for 2023, 2024, and 2025. 2. The laboratory manager confirmed
during an interview on 02/19/2025 at approximately 2:54 PM, that the |aboratory
failed to review and record H& E quality controls for each day of testing.



