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* Paired T test
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Sepsts is a life-threatening condition that involves uncontrolled biological responses to infections, resulting in organ dysfunctions. Early diagnosis and treatment of
sepsis are important to control disease severity. Indicators with high sensitivity and specificity and thus having extensive clinical utility have been developed for this
purpose. In this context, presepsin levels are high spectfically in the early stages of sepsis and accurately reflect disease severity, aiding in early diagnosis and prognosts.

In this study, we evaluated the basic performance of "HISCL™ Presepsin Assay Kit (Sysmex Corporation)"” using a fully automated immunoassay system, and
also dentified the factors that changed during the pre-measurement stage, including plasma separation.

The coefficients of variation (CV) for within-run and between-day precision analyses were 3.9 — 4.2 % and 2.6 — 3.8 %, respectively. The HISCL Presepsin
Assay Rit detection limit was 5.48 pg/mL, and linearity was achieved up to 50, 000 pg/mL.

HISCL Presepsin Assay Kit showed strong correlation with a control reagent (regression equation (y) = 1.1x-44.2, correlation coefficient (r) = 0.98) and no
divergent samples were observed.

No significant difference was observed between values measured for centrifugation under 1,500 g or 2,000 g, for 5 min or 10 muin. Furthermore, repeated freeze-
thaw cycles (up to 5 times) did not result in fluctuation in the measured values.

Additionally, plasma separation and cryopreservation had no effect on the measured values. Thus, HISCL Presepsin Assay Kit demonstrated good performance and

may be a potential early and accurate diagnostic tool for sepsis.
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