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Efficacy and Safety of Chinese Medicine JCM-16021 for Diarrhea-predominant Irritable
Bowel Syndrome: a Multicenter, Randomized, Double-blind, Placebo Controlled Clinical
Trial

You are invited to participate in a research study to evaluate the efficacy and safety of a new Chinese medicine (JCM-
16021) on diarrhea predominant irritable bowel syndrome (IBS-D) patients with Liver depression and Spleen deficiency
(LDSD) syndrome.

Background

Irritable bowel syndrome (IBS) is a functional gastrointestinal disorder which hallmark is abdominal pain or discomfort
associated with a change in the consistency or frequency of stools. The prevalence of IBS is up to 20% in some developed
countries. In Hong Kong, the prevalence among Chinese was 6.6%, while IBS symptoms like urgency straining, feeling
of incomplete defecation, mucus in stool and abdominal distension was 11.6%, 41.7%, 11.1% and 37.7%, respectively.
This disease is one of the most common conditions leading to seek of medical care.

JCM-16021 Granules is a new Chinese herbal medicine (CHM) drug with ingredients of Rhizoma Atractylodis
Macrocephalae (Baizhu), Radix Paeoniae Lactiflorae (Baishao), Cortex Magnoliae Officinalis (Houpo), Semen coicis
Lachryma-jobi (Yiyiren), Polygonaceae (Huotanmu), Fructus Terminaliae Chebulae (Hezi), and Rhizoma Corydalis
Yanhusuo (YYanhusuo) tailor-made for treating diarrhea predominant IBS patients with Liver depression and Spleen
deficiency syndrome. The herbs of this formula has been used in clinical practice for a long period of time without serious
reported adverse effects. Besides, from raw materials purchased, to production process and packing, the quality control
is strictly compliance with international GMP (Good Manufacturing Practice) standard.

Study Aims

We have conducted a series of basic and clinical researches on developing JCM-16021 Granules from 2004; however, a
large scale clinical trial to evaluate its efficacy and safety is crucial. We believe this study can provide consolidated
evidence by comparing with placebo on the treatment of IBS-D.

According to previous basic research, JCM-16021 can effectively improve the composition of the intestinal flora in IBS-
D animal models and regulate the amount of metabolites in the intestinal flora, and such changes in the microenvironment
is related to the improvement of IBS-D intestinal symptoms. Therefore, the regulation of intestinal microflora is likely to
be an important mechanism for the treatment of IBS-D by JCM-16021. To verify this point of view, we will perform
qualitative and quantitative analysis of microorganisms and microbially derived metabolites in stool.

Project Title
Efficacy and Safety of Chinese Medicine JCM-16021 for Diarrhea-predominant Irritable Bowel Syndrome: A
Multicenter, Randomized, Double-blind, Placebo Controlled Clinical Trial

Study Plan
It is a 18-week study, including 2-week run-in, 8-week treatment, 8-week follow up and 5 visits at week 0, 2, 6, 10 and
18. In total, 392 patients will be recruited in this study.

For ensure your suitability of participation, you need to complete a set of questionnaire, participants have to visit Chan
& Hou Medical Laboratories Ltd. to provide urine, feces and blood samples. The routine blood test, urine for urinalysis,
stool routine test, liver function test and renal function test will be carried out in Chan & Hou Medical Laboratories Ltd..
If the participant needs western medical diagnosis or colonoscopy to assess inclusion / exclusion criteria, investigators
with relative qualifications from the Institute of Digestive Disease, Faculty of Medicine, The Chinese University of Hong
Kong will assist. The relevant source documents will be kept at the Institute of Digestive Disease, Faculty of Medicine,
The Chinese University of Hong Kong. If you fulfill the requirement, you will be invited to enter the second part of study
(week 3-18). The medication you take is based on randomization sequence generated by computer in double blind manner.
They are either (A) JCM-16021 Granules, or (B) Placebo. 3 visits will be arranged within the 8-wk treatment period and
at the end of study at wk 6, 10 and 18 for providing medical consultation (routine blood test, urine for urinalysis, stool
routine test, liver function test and renal function test at wk 10 will be carried out in Chan & Hou Medical Laboratories
Ltd. in the same way as mentioned above) and recording your improvement and any adverse effect.

Subject’s initials



The participation in the study of changes in metabolism of the intestinal flora before and after administration is optional.
We will examine the various biological samples provided by you on weeks 0 and 10 including blood, urine and stool for
analysis, and to monitor changes in metabolic processes in your gut flora to provide the theoretical basis for subsequent
phase Il clinical trials. Samples (blood, urine and stool) will be submitted to the testing and analysis center of the School
of Chinese Medicine, Hong Kong Baptist University for the study of metabolic changes in the intestinal flora before and
after administration.

Risks and Emergency Medical Treatment

In the unlikely event of physical injury resulting from your participation in this research. Some participants may
experience 1BS-related symptoms during follow-ups. If necessary, participants can take medications or seek advice based
on your own circumstances. Emergency medical treatment will be provided at no cost to you. Be certain that you
immediately notify the researcher if you are injured. If you require additional medical treatment you will be responsible
for the cost. No other compensation will be provided if you are injured in this research.

Urgent contact: Prof. Bian ZhaoXiang at 307, Jockey Club School of Chinese Medicine Building, 7 Baptist University
Road, Kowloon Tong, 3411 2699.

Benefits

Research leads to many advances in diagnosis and treatment of illness. Taking part in this research may not only benefit
to you individually, but also helps to find a treatment for IBS-D. Moreover, the experience of conducting this research
definitely makes contribution on using Chinese herbal medicine in human beings and further researches about Traditional
Chinese Medicine in the future.

Confidentiality

All information only for research used and no personal information would be released. However, the Ethics Committee,
the regulatory authorities or the sponsor may be granted access to such information in accordance with required
procedures.

Compensation and Insurance
You have no compensation and charges for participating of this study. After the completion of this study, you can still
seek for medical treatment in our clinics at your own cost. The study is covered by professional liability insurance policy.

Early termination
Investigators have the right to require participants to quit the clinical trial or terminate their participation for any reasons
related to participant’s interests, including other comorbid illness and AEs, without regard to the subject’s consent.

Contact

If you have questions at any time about the study or the procedures, you may contact the researcher, Prof. Bian ZhaoXiang
at 307, Jockey Club School of Chinese Medicine Building, 7 Baptist University Road, Kowloon Tong, 3411 2699.

If you feel that you have not been treated according to the descriptions in this form, or your rights as a participant in this
research have been violated during the course of this project, you may contact the Research Ethics Committee by email
at hkbu_rec@hkbu.edu.hk (phone: 3411 7941).

Participation

Your participant in this study is voluntary; you have responsibility to understand the documentations and follow the
clinical research process; you may decline to participate without penalty. If you decide to participate, you may withdraw
from the study at any time without penalty and without loss of benefits to which you are otherwise entitled. If you
withdraw from the study before data collection is completed your data will be returned to you or destroyed. Significant
new findings developed during the course of the research, and which may be related to the subject's willingness to
continue participation, will be provided to the subject.

Consent
I have read and understand the above information. | have received a copy of this form. | agree to participate in this study.

The collected samples (blood, urine, and faeces) will be submitted to the Testing and Analysis Center
of the School of Chinese Medicine, Hong Kong Baptist University to study the changes in the
L disagree metabolism of the intestinal flora before and after administration.

L 1also agree

Signature of the Subject Date

Signature of the Parent(s) / Guardian(s) Date

Signature of the Investigator Date
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