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Objectives \
To evaluate the efficacy and safety of saireito (42%51%;) in the treatment of chronic hepatitis.

Design
Randomized controlled trial (envelope method) (RCT-envelope).

Setting
One university hospital and 20 general hospitals, Japan.

Participants
Hundred patients who were clinically diagnosed with chronic hepatitis.

Intervention
Arm 1: Kanebo Saireito (£2%57%5) Extract Fine Granules 2.7 g t.i.d. for 12 weeks (n=53).
Arm 2: Proheparum 2 tablets t.i.d. for 12 weeks (n=47).

Main outcome measures

Hepatic function test, HBsAg level, physical findings (hepatomegaly, etc.), subjective symptoms,
hematology/biochemistry, and improvement in each measure rated on a 5-grade scale. Safety was
considered a measure of overall usefulness.

Main results

Eighty-eight patients were included in the analyses. No significant between-group difference was observed
in glutamic-oxaloacetic transaminase (GOT), glutamic-pyruvic transaminase (GPT), vy-glutamyl
transpeptidase (y-GTP), alkaline phosphatase (ALP), cholinesterase (ChE), zinc sulfate turbidity test
(ZTT), total bilirubin, total cholesterol, triglyceride (TG), total protein (TP), albumin, or hepaplastin test
(HPT). . Global improvement and usefulness were significantly greater in the saireito group (P<0.05).

Conclusions
It is suggested that saireito is useful in the treatment of chronic hepatitis.

From Kampo medicine perspective
None.

Safety assessment in the article
In the saireito group, 1 patient had dizziness and fatigability, 1 patient had anemia, and 3 patients had
nausea.

Abstractor’s comments
It is admirable that a multicenter RCT was conducted. However, caution should be used in the clinical
interpretation of the usefulness and global improvement results, since these measures are not frequently
evaluated. The authors stated that marked improvement was achieved in patients with high GOT and/or
GPT in the saireito group.
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