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ABSTRACT Objective To evaluate the efficacy and safety of Qijiao Shengbai Capsule ( QJSBC ) for
leukopenia and agranulocytosis. Methods A 28 days' randomized, double-blind, placebo-controlled, multi-
center, non-inferiority trial was conducted, with 55 patients randomized to the treatment group and 57 patients
to the control group. In the control group, the patients were given Anduolin Capsules and QJSBC simulated
placebo orally, whereas QJSBC and placebo capsules were taken orally in the treatment group. The primary
outcomes included white blood cell and neutrophil counts and reduction levels. Secondary outcomes included
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Chinese medicine ( CM ) syndromes, symptoms and physical signs. AST, ALT, Crea, BUN, Hb and PLT were
observed as safety indicators. Results Totally 112 patients were enrolled and 21 cases dropped out, with a total
loss rate of 18.75%, including 55 cases in the treatment group and 57 cases in the control group. Compared with
before treatment, the leukocyte and neutrophil counts were increased, CM syndrome score decreased in both
groups ( P<0.05, P<0.01), while the difference between the two groups was not significant ( P>0.05) . There
were no statistically significant differences in the count levels of white blood cells and neutrophils in peripheral
blood between the two groups before and after treatment ( £>0.05) . During the clinical trial, no serious adverse
reactions or adverse events were observed in the two groups. The difference of AST between the two groups was
statistically significant ( P<0.05) . Conclusion The effect of QJSBC appears non-inferior to Anduolin Capsule for

leukopenia and agranulemia ( gi and blood deficiency syndrome ), meanwhile reduced serum AST levels.
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controlled trial
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