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Summary Statement of Deficiencies

COMPARISON OF TEST RESULTS
CFR(s): 493.1281(a)(c)

(a) If alaboratory performs the same test using different methodologies or
instruments, or performs the same test at multiple testing sites, the laboratory must
have a system that twice a year evaluates and defines the relationship between test
results using the different methodologies, instruments, or testing sites.

This STANDARD is not met as evidenced by:

Based on laboratory observation, review of the laboratory procedure, instrument
correlation records, and staff interviews, the laboratory failed to evaluate the
relationship between test results between instruments performing complete blood
count (CBC) testing twice per year in 2024 and 2025. The findings include: 1.
Observation of the laboratory on 04/09/2025 at 8:30 a.m. revealed one Sysmex XN-
550 (ID: 12532) and one Sysmex XN-430 (ID: 12034) performing patient CBC
testing. 2. A review of the laboratory's "Intra-1nstrument Comparison” procedure
revealed the requirement that the laboratory must correlate patient results between
hematology analyzers at least semiannually. 3. A review of the laboratory's 2024 and
2025 instrument comparison records for the hematology analyzers reveaed that the
laboratory performed an instrument comparison on 04/25/2024. At the time of the
survey (04/09/2025), there was no documentation of a second comparison between the
Sysmex XN-550 and Sysmex XN-430. 4. An interview on 04/09/2025 at 11:30 am.
with the technical consultants confirmed the laboratory failed to correlate patient
results between their hematology analyzers twice in 2024.



