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Objectives: The purpose of this study is to explore the effectiveness and safety of frequently used clinical herbal medicines
( Yijung-tang [Lizhong-tang, LJT]. Pyeongwi-san [Pingwei-san, PWS], and Shihosogan-tang [Chaihu Shugan-tang, SST1) in
patients with functional dyspepsia (FD) when administered according to herbal medicine and Korean medicine pattern identification.
The results of this study will be used to standardize the diagnostic instrument used in Korean medicine and to investigate

biomarkers of Korean medicine pattern identification.

Methods: This study will be a randomized, assessor-blind, 3-arm. parallel, open-label, multi-center clinical trial. A total of

300 FD participants will be recruited from 3 Korean medical hospitals and assigned to the LJT (n=100), PWS (n=100),

and

SST (n=100) groups according to FD pattern identification. The patients will take the medication for 8 weeks, 3 times a day,

before or between meals.

adequate relief (AR) for dyspepsia, overall treatment effect (OTE),
gastrointestinal symptom score (GIS). and pattern identification questionnaires. For the exploratory

quality of life (FD-QoL).

The primary outcome will be total dyspepsia symptom (TDS) and the secondary outcomes will be

visual analogue scale (VAS), functional dyspepsia-related

outcomes, we will analyze blood and fecal metabolome profiles, microbiota from fecal and saliva samples, single nucleotide
polymorphism (SNP), and results of Korean medicine diagnosis device measurements (heart rate variability, and tongue, pulse,

and abdominal diagnosis).

Conclusions: The results of this study will prove objectivity for Korean medicine pattern identifications, and the effectiveness

and safety of herbal medicines for the population with FD.

Key words: functional dyspepsia. pattern identification, herbal medicine, protocol, randomized controlled trial
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Table 1. Schedule for the Study
Assessment for study Baseline Medication

Week Screening e 0 Week 2 Week 4 Week 6 Week 8

- - . Visit 3 - Visit 5 - Unscheduled
Visit number Visit 1 Visit 2 (Telephone) Visit 4 (Telephone) Visit 6

Window visit -14~0 days 4 days =4 days =4 days 4 days

Informed consent

Demographic investigation

Medical/treatment history
investigation

Physical examinations

Vital signs

Physical measurement

Instrument of pattern identification
for functional dyspepsia

Laboratory test

Eligibility criteria

Randomization

Investigation of concomitant
drugs and adverse events

Total dyspepsia symptom

Adequate relief for dyspepsia [ ]

Overall treatment effect

Visual analogue scale for
. . ()
functional dyspepsia

Functional dyspepsia-related
quality of life

(astrointestinal symptom score

Spleen Qi deficiency pattern
questionnaire

Stomach Qi deficiency pattern
questionnaire

Food retention pattern
questionnaire

Cold-Heat pattern questionnaire

Deficiency-Excess pattern
questionnaire

Korean medicine diagnosis instrument
(Heart rate variability, Tongue,
Pulse, Abdomen)

Ultrasonographic assessment of
gastroduodenal motility ° PY
(Only at Kyung Hee University
Hospital)
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Prescription of medications and ° PY
teaching method of administration
Return of medications and PY
medication compliance assessment
Provision of fecal kit and °
dietary record
Collecting fecal and saliva sample, PY PY
checking the dietary record
Confirming the end of the study [ )
|f Eligibility assessment | Informed Randomization Midterm Endpoint
L consent assessment assessment
Exclusion of participants i YJT (n=100)
- Mot meeting inclusion criteria i PWS (n=100)
- Declined to participate i SST (n=100)
- Other reasons +
’ Functional dyspepsia | I
patients J - I
Visit 1 Visit 2 Visit 3 Visit 4 Visit 5 Visit 6
(Screening) (Week 0) (Week 2 (Week 4) (Week 6 (Week 8)

78 -
® ®

Screening
Phase

telephone visit)

telephone visit) '6 =0
WE @

Treatment Completion
Phase of the study

Fig. 1. Flow chart for the study process, from screening to the completion of the study.
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(5) Gastrointestinal symptom score( GIS)*
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