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Objectives: The aim of this study is to evaluate the effects of Bangpungtongseong—san
(Fangfengtongsheng-san, BTS) and Daesiho-tang (Dachaihu—tang, DST) on weight loss
and improvement in lipid metabolism and glucose metabolism. Furthermore, we intend
to develop a prediction model for drug effects through the analysis of the single nucleo-
tide polymorphism (SNP), gut-microbiota, and the expression of immune-related
biomarkers.

Methods: This study is a single-center, randomized, double-blind, parallel-design clin-
ical trial. One hundred twenty—eight participants will be assigned to the 875 group (n=64)
and DST group (n=64). Both groups will be administered 4 g medication three times a day
for up to 2 weeks. The primary outcomes is weight loss. The secondary outcomes include
bioelectrical impedance analysis, waist circumstance, body mass index, total cholesterol,
high—density lipoprotein, triglyceride, insulin resistance. The exploratory outcomes in—
clude 3-day dietary recall, food frequency questionnaire, quality of life questionnaire, gut
microbiota analysis, immune biomarkers analysis, and SNP analysis. Assessment will be
made at baseline and at week 4, 8, and 12.

Conclusions: This protocol will be implemented by approval of the Institutional Review
Board of Dongguk University. The results of this trial will provide a systematic evidence
for the treatment of obesity and enable more precise herbal medicine prescriptions.

Copyright © 2020 by The Society of Korean . Key Words: Obesity, Korea traditional medicine, Randomized controlled trial, Herbal
Medicine for Obesity Research medicine
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Visit 5
Evaluation

Body measurement (Weight/ Waist circumstance)

Blood collection

Bioelectrical impedance analysis

Food frequency questionnaire

Body measurement

(Height/ Weight/

Waist circumstance) | 3-day dietary recall
Stool collection

Fig. 1. Flow chart of the clinical trial process.
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Table 1. Clinical Trial Schedule

Visit 1

Visit (week2) (WD R ek 8 (wosk 12
Screening

Informed consent ([

Demographic investigation [ J

Past history investigation [ J

Drug administration history o [ J ([ J ] [ ]

Vital signs [ J [ J ([ J ] [ ]
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Weight measurement [ ] [ ] (] ([ J [

Waist circumstance measurement o o o o [
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Inclusion/Exclusion criteria ([

Random allocation [
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Stool sample acquisition [ ] [

Obesity pattern identification guestionnaire [ ]

Korean obesity-related quality of life questionnaire [ J [

Food frequency questionnaire [ J o ([ J [

3-day dietary recall [ J [
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