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You are hereby invited to participate in this clinical study. The information in this informed consent form helps you decide whether to participate in the study. Please be sure to read this informed consent form carefully and ask your study doctor if you have any questions. You can only sign this informed consent form after you have understood all the information on each page and you have received satisfactory answers to all questions of the study.

Am I eligible to participate in this study?

You had a cholecystectomy a week ago and have diarrhea within a week after surgery;

Under what circumstances are you not eligible to participate in this study?

· Diagnosed with infectious diarrhoea or a history of chronic diarrhoea

· Presence of diabetes mellitus, hypertension with serious organic lesions of the heart, liver, kidneys and other vital organs.

· Accompanying other autoimmune diseases.

· Antibiotics, microecological agents, immunomodulatory and gastrointestinal stimulants for half a month prior to treatment.

· Pregnant, lactating patients.

· Participating in other experiments.

· Allergies and hypersensitivity to the drug.

· Those who are not suitable for Xianglian capsule according to Chinese medicine diagnosis.

These conditions are some of the prescribed reasons for being able or not to participate, and the study doctor or personnel will assess whether you are eligible for entry into this study in more detail.
About this study

The objective of this study was to：

Analysis of the effect of Xianglian Pill on patients with diarrhea after cholecystectomy

About Study Drug

Xianglian Capsule (approval number: National Medicine Approval Z10930038, specification: 0.55 g * 10s, manufacturer: Li Shizhen Pharmaceutical Group Co., Ltd.) is a ready-for-use traditional Chinese medicine used for diarrhea, abdominal pain, yellow and sticky stool.

About the process and implementation of this study

If you meet the inclusion criteria and do not meet the exclusion criteria after screening assessment, you will enter the experimental period according to the protocol.

During the experimental period, you will be randomly assigned to take Xianglian capsules or Starch placebo capsules. The probability of you being assigned to take both drugs is 1: 1.

The experimental period will last for one week or one day after complete disappearance of diarrhea symptoms.

You will be followed up by telephone daily (except on visit days) throughout the trial period.

What do I need to do?

If you participate in this study, you will be required to complete the following tasks:

· Follow the recommended diet and avoid spicy stimulation, cold food, wine, tea and other foods that have an impact on drugs.

· Take study drug as required.

· Go to the hospital for one visit as required (after taking the medicine for 5 days).

· Stool photos requested by doctors sent to researchers via WeChat every day

· Please inform the study staff about any changes in your health, including any favorable or unfavorable changes.

· Please do not take other drugs easily during the study. If necessary, you must inform the study staff of any drugs (including prescription drugs, over-the-counter drugs, vitamins, health products, etc.) and non-drug treatments (such as acupuncture, massage, etc.) you used during the study.

· If you wish to withdraw from the study at any time, please inform the study doctor. 
What will the researchers do?
· The researcher will call your pre-operation relevant examinations, including basic physical examination and laboratory test results, including electrocardiogram, chest X-ray, blood glucose, blood pressure, liver and kidney function, etc., to determine whether you meet the screening criteria;

· If you come to a study visit, the study doctor or personnel may take any or all of the following actions to test the effectiveness of the drug and/or monitor your health, including but not limited to:

· If you meet the screening criteria, the study doctor will dispense the study drug to you and instruct you on how to take the drug.

· The study staff will call you to visit the study site to track your diet and clinical symptoms to ensure that you are taking the study drug correctly.

· Review your medical history and any medications you are using.

· Collect demographic data, ask about medical history and treatment history, smoking history, allergy history, combined diseases and treatment, etc.; Basic physical examination: weight, height, heart rate, respiration, blood pressure, body temperature, bowel sounds, etc.; Laboratory tests: blood routine, stool routine, levels of inflammatory factors in serum, etc. The specific data collected may be appropriately adjusted as needed.

· Collect blood and stool samples for safety and efficacy testing. Additional blood or stool samples may be collected if your study doctor believes that individual indicators are abnormal and require retesting.

· Ask if you have experienced any changes in your health since your last visit, including any favorable or unfavorable changes.

What will research do to me?
You may experience discomfort or inconvenience while receiving testing for certain items. Some tests may also present risks, which may include:

· Blood samples: Taking blood from the arm may cause pain, ecchymosis, mild headache, and infection (rarely).

· Blood pressure: The inflatable arm bag will be fixed on your arm, and your arm may be slightly uncomfortable when the arm bag is expanded.
· Stool sample: There may be sense of smell and stomach upset during the process of collecting stool by yourself.

What are the possible side effects of the study drug?

Xianglian Capsule: Not yet clear.

Starch placebo capsules: No adverse reactions were observed. 
Responses to risks
For your diarrhea symptoms, both drugs have been used clinically for a long time and most of them are effective, but some patients have failed to apply them. It may also be ineffective after you take it. Please continue to take it for a full day. During this period, your doctor will give symptomatic treatment such as rehydration salts on the basis of the study drug according to your condition. Medication for remedial treatment is provided free of charge, but no additional reimbursement costs will be provided for you.

Does it pose a risk to pregnancy?

· Women who are pregnant, are planning to become pregnant, or are breastfeeding are not allowed to participate in this study.

· If you become pregnant unexpectedly during the study, inform your study doctor immediately. You will stop using the study drug and withdraw from the study. Your doctor will evaluate the effects of the medicine on your pregnancy and follow up your pregnancy.

Who pays doctor and hospital bills if I'm compromised with study medication? What are the treatments and financial compensation for trial-related injuries?

· The drug you will take is a drug already on the market. If an adverse reaction occurs, it will be reported in accordance with the "Measures for the Monitoring and Management of Adverse Drug Reactions", and our medical institution will handle and treat it in time, but the medical expenses incurred will be borne by you personally.

· If the medical institution and its medical staff are at fault if they are injured during diagnosis and treatment activities, the medical institution shall be liable for compensation.

· Medical institutions shall be liable for compensation if medical staff fail to fulfill their special obligations of knowledge and cause damage to patients.

What measures are there for possible risks in the study?
· During the study, at prescribed visits, the study staff will perform physical examination and laboratory tests on you to collect your health status during the study.

· To ensure your safety while taking the medicine, your doctor will closely monitor the changes in your body. In the event of an adverse event, you will be treated promptly and appropriately.

· There may be cases where the study drug is not effective for your condition, and the study doctor will treat you symptomatically to ensure your safety. 
What benefits can I gain from participating in this study?
During the study, experienced study doctors will actively pay attention to changes in your condition and provide timely and detailed guidance and treatment. Your condition may be improved with effective treatment.

You will receive protocol-specified visits (including registration fees, basic tests), part of the test costs, and study drug free of charge.

You will receive a free transportation subsidy to visit the study site for participation in this study. 10 yuan/time * 2 times = 20 yuan.

How will my privacy be protected?

If you decide to participate in this study, the study physician and the study team will use your health data as described in this informed consent form.

By signing this informed consent form, you consent to the sharing of your health data by the study physician and his staff, members of the ethics committee of your hospital, representatives of the State Food and Drug Administration, the sponsor and sponsor staff. These, due to the nature of their work, are responsible for keeping this information confidential or abiding by confidentiality agreements.

To ensure that the study is conducted according to regulations, sponsor staff may consult all your health data at the site to determine that the information collected at the site is accurate, but this does not violate your privacy.

Your health data collected about you will not be labeled by your name and will be replaced by your initials, date of birth, and date of study visit.

Your identity will not be identified in any published report regarding this study or in any other scientific publication or talk.

Data sent to the Sponsor and Sponsor staff will be used for

· Determine whether the study drug is effective;

· Study drug compared with other drugs;

· Other activities related to the study drug.

You may revoke your permission to use and share your health data at any time by applying to the study doctor in writing. If you withdraw your permission, you may not continue to participate in this study. After that, we will not collect health data about you, however, the collected health data may continue to be used and shared with others as described herein.

To ensure the scientific impartiality of the clinical study, you cannot view certain records related to your study until the study is completed. At the end of the study, you can make a written request to the study doctor to view the health data collected about you during the study.

Your blood/stool specimen will be stored with the study doctor's number, but there will be no information on the label to directly confirm your identity. After the completion of the study, these samples will only be used for the test items involved in this study and will not be used for other purposes, and the remaining samples will be destroyed.

What else you need to know

This study is voluntary, and you may not participate in this study if you do not want to. By signing this informed consent form, you agree and volunteer to participate in this study.

You can apply to withdraw from the study at any time without being unfairly treated and punished, nor losing your legal rights in other medical care. If you decide to withdraw from the study, please be sure to contact your study doctor. If you discontinue treatment or checkups during the study, the study doctor may ask some health-related questions and may ask you to undergo some health checkups in the interest of your physical health.

If you decide to withdraw from the study, or if the study physician and sponsor decide to terminate your participation in the study, however, information related to your treatment collected prior to your withdrawal from the trial may continue to be used and shared with others as described herein.

You will be promptly informed of any important new information that may affect your decision to continue participating in the study, and you can decide whether to continue participating or withdraw from the study. When your study doctor communicates with you, you will be required to sign a new informed consent form if you wish to continue participating in this study.

Who do I contact for questions about this study?

If you have any questions about this study, or if you feel unwell during the study, you can contact your study doctor at any time:

Name：                     

Telephone：                

The Ethics Committee of the Second Affiliated Hospital of Guangdong Medical University is an institution that protects the rights and interests of subjects. You can contact at any time:

Name：       Yinan Zhuo      

Telephone：   +86 18826410942  
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Consent Statement
Before signing this informed consent form, I have read the above information and understand the purpose of the study and the potential benefits and risks associated with participating in the study. I confirm that there has been sufficient time to consider and opportunity to raise questions about the study procedures and study drug, and that all questions have been answered to my satisfaction.
I consent to the collection and processing of my information by the study doctor, including information relating to my health. I consent to my information (other than personal information) being processed by the sponsor or forwarded to a partner with which the sponsor cooperates. If I decide to withdraw from this study, I agree that the information collected prior to this can still be processed. I consent to the sponsor's use of my data, including data about my health, in future medical studies. 
I have the right to be consulted at any time and have the right to decide to withdraw from this study at any time without being adversely affected and without losing any legal rights as a result. I voluntarily signed this informed consent form and voluntarily participated in this study and fully cooperated with the investigator. I have received a copy of this document.
Subject Name:：              ID Number：                    

Subject Signature：           
Date of Signature：        Day       month       Year
Contact number：                   

Name of Legal Representative (if required)：                 
Signature of Legal Representative：                 
Date of Signature：        Day       month       Year
Name of witness (if required)：                    

Signature of witness：                     
Date of Signature：        Day       month       Year
I confirm that the details of the study, including their rights and possible benefits and risks, have been explained to the patient and given a copy of the signed informed consent form.

Investigator Signature：                    
Date of Signature：        Day       month       Year
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