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Body: Background: Neutrophil elastase is known to be an important mediator of acute lung injury (ALI) in
systemic inflammatory response syndrome (SIRS). Sivelestat is a neutrophil elastase inhibitor, but the
clinical efficacy of sivelestat in patients with ALI associated with SIRS is now controversial. Methods: A
retrospective data analysis of 110 ALI patients with SIRS was conducted to investigate the effects of
sivelestat. The clinical efficacy of sivelestat was evaluated based on the survival rate and ventilator free
days (VFD) and changes between before and 7 days after administration of sivelestat in PaO2/FIO2 (P/F)
ratio, white blood cell count, levels of C-reactive protein and procalcitonin (PCT). Results: Sivelestat group
included 70 patients, and control group included 40 patients without administration of sivelestat. VFD was
significantly higher, and P/F ratio significantly improved in the sivelestat group compared to the control
group. Univariate analysis showed that administration of sivelestat is not an independent predictor of
survival of ALI patients with SIRS. In non-septic patients, there was no significant efficacy of administration
of sivelestat on the survival rate, VFD and changes in P/F ratio. In septic patients, the survival rate was
significantly higher in the sivelestat group than in the control group (p=0.008). Administration of sivelestat
significantly increased VFD and P/F ratio, and reduced the levels of PCT in septic patients. Conclusion: Our
results suggest that sivelestat might have beneficial effect on the respiratory condition of the ALI patients
with SIRS. Furthermore, sivelestat administration tends to associate with survival in patients with ALI with
sepsis.
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