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Abstract

To evaluate the efficacy and safety of Simo decoction on functional dyspepsia (FD), its impact
on gastrointestinal hormones in serum, and study the possible mechanism of Simo decoction for treatment
FD. In addition, we aimed to prove its science evidences in the use of Chinese herbs on the treatment of
FD. Methods:90 FD patients were randomly assigned according to the inclusive criteria into treatment
group (60 cases were treated by Simo decoction) and control group (30 cases were treated by motilium
tablets), treatment duration is 14 days. Then the therapeutic efficacy was measured; the napean dyspepsia
index (NDI), adverse reaction effect, level of substance P and somatostatin in serum were observed before
and after treatment. Results:Simo decoction improved functional dyspepsia symptoms, and the napean
dyspepsia index (NDI); both treatment and control groups had elevated substance P and reduced
somatostatin level in serum, there was a statistical difference in somatostatin level for the Simo decoction
group (P <0.01). There was no statistical difference (P >0.05) between the two groups regarding improved
functional dyspepsia symptoms, NDI index, and adjusted level of substance P and somatostatin in blood
serum. Simo decoction ameliorated constipation symptom in dyspepsia patients better than the motilium
group (P <0.01). No serious or adverse events were reported; complete blood cell count, urine analysis;
liver and kidney function tests after treatment showed no abnormal values. Conclusion: Simo decoction
is an effectively and high drug safety traditional Chinese medicine treatment option for functional
dyspepsia. The mechanism might be related to the adjusted level of substance P and somatostatin in

blood serum.

Keywords: Functional dyspepsia; Simo Decoction / Gastrointestinal hormone / Fund assistance:

National Key Plans for Basic Research of China (No. 2009CB523003)
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4. Analysis of drug safety
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