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Summary Statement of Deficiencies

PROCEDURE MANUAL
CFR(S): 493.1251(a)

A written procedures manual for all tests, assays, and examinations performed by the
laboratory must be available to, and followed by, laboratory personnel. Textbooks
may supplement but not replace the laboratory's written procedures for testing or
examining specimens.

This STANDARD is not met as evidenced by:

Based on observation of the laboratory, review of the laboratory procedure manual,
review of calibration verification records, and staff interview, the laboratory failed to
follow itswritten policy for calibration verification frequency in 2024. The findings
include: 1. Observation of the laboratory on 06.20.2024 at 9:00 am. revealed a Cell-
Dyn Emerald hematology analyzer (Serial Number: 8394) in use for patient Complete
Blood Count (CBC) testing. 2. A review of the laboratory's hematology procedure
revealed calibration verification is performed and documented at least every six
months. 3. A review of laboratory calibration verification records revealed calibration
verification was not performed every six months in 2024. 4. Interview on 06.20.2024
at 10:40 a.m. with the site manager confirmed the above survey findings.



