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Summary Statement of Deficiencies

PROCEDURE MANUAL
CFR(S): 493.1251(a)

(a) A written procedures manual for al 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, review of American Proficiency Institute (API) proficiency
testing (PT) reports, review of Laboratory policy and procedure manual, lack of
documentation, and interview with staff, it was determined the laboratory failed to
have awritten procedure for complete blood cell count (CBC) performed on the
Sysmex XN-330 hematology analyzer. Survey findings follow: A) During atour of
the laboratory at 08:45 a.m. on 2/21/25 the surveyor observed a Sysmex XN-330
hematology analyzer in the laboratory work area. That was the only analyzer observed
that was capable of performing CBC analysis and the surveyor was informed, at that
time, by the laboratory staff member ( #5 on form CM S 209) that the Sysmex XN-330
was the analyzer used to perform and report CBC analysis. B) Review of the
laboratory policy and procedure manual revealed that the only procedure for
performing CBC analysis was for performing the anaysis on the Horiba Mico 60
hematology analyzer and no procedure was found for the Sysmex XN-330
hematology analyzer. C) Upon request, the laboratory could not provide a procedure
for performing CBC analysis using the Sysmex XN-330 anayzer. D) In an interview
on 2/21/2025 at 10:55 a.m., the laboratory staff member (#5 on form CMS 209),
confirmed there was no written procedure for performing CBC analysis on the
Sysmex XN-330 analyzer and the Sysmex XN-330 analyzer is the only method used
to perform CBC analysis since January 2024.



