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INTRODUCTION: Severe diarrhea, constipation, nausea,
abdominal fullness and abdominal pain are very common in non
ulcer dyspepsia (NUD) patients. These symptoms are often
refractory and deteriorate the quality of life in patients. An
aspergillus oryzae-fermented grain germ has been investigated
and was found to be efficacious for Crohn’ s disease patients with
severe diarrhea.

AIMS & METHODS: We conducted a randomized controlled
study of Aspergillus oryzae-fermented grain germ in patients
with NUD who had mild-moderate symptoms refractory to
conventional treatments including acid reducing therapy or
prokinetics. Patients were randomly assigned to receive
Aspergillus oryzae-fermented grain germ or Streptococcus
faecalis (3 times a day) for 8 weeks. The end points for efficacy
were the changes in symptoms scores and the quality of life scores.
The adverse event rate was used to assess safety.

RESULTS: The total of 64 patients was enrolled. Among those, 64
patients (32 for the Aspergillus oryzae-fermented group and 32
for the Streptococcus faecalis group) were evaluated for efficacy.
Symptoms score was less and quality of life score was higher in
the Aspergillus oryzae-fermented grain germ group than in the
Streptococcus faecalis group at week 8 (p=0.05). The adverse
event rates were assessed in all patients and the rates were very
low and similar in both groups, with abdominal distention,
constipation and nausea being the most common. CONCLUSION:
An Aspergillus oryzae-fermented grain is a promising medicine
for the treatment of mild to moderate symptoms in patients with
NUD, and can be expected to improve quality of life of the
patients with NUD by relieving these symptoms. Oral
administration of an Aspergillus oryzae-fermented grain is a
promising new strategy for the treatment in NUD patients.



