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Informed consent form for Auricular acupressure to reduce the incidence of adverse reactions to colonoscopic bowel preparation (Research Brief)

Information Leaflet for Informed Consent 

Dear patients:    
You will voluntarily undertake a colonoscopy due to a physical examination, gastrointestinal discomfort, colonic polyps, or masses.

You will be invited to participate in a study on the use of auricular acupressure on adverse reactions to colonoscopic bowel preparation. This study will evaluate significant clinical efficacy in reducing the incidence and severity of adverse effects. Subjects in the intervention group will receive auricular acupressure treatment while bowel preparation.

Please read the following materials as thoroughly as you can before deciding whether to take part in this study. It will help you understand the study and why the study was conducted, the procedures and duration of the study, the benefits, risks and discomfort you may have after participating in the study. If you like, you can ask your doctor to explain, or discuss with your family and friends to help you make a decision.

Research introduction

Research background and research objectives 

During bowel preparation, adverse reactions are common, and they mainly come from laxatives. Patients are required to consume at least 2-4L of solution according to either the currently promoted standard dose compound polyethylene glycol bowel preparation or another low-dose intestinal oral intestinal cleanser protocol. An excessive amount of solution consumed all at once is likely to result in unpleasant gastrointestinal symptoms such as abdominal pain, bloating, nausea, and vomiting. These adverse reactions can decrease patienst tolerance and medication compliance in addition to causing an impact on the quality of bowel preparation. By reducing these negative effects, patients' tolerance and compliance can be increased, as well as the quality of bowel preparation. Therefore, it’s important for medical staff to pay attention to alleviate the adverse reactions caused by intestinal cleanser.

At present, the methods to improve the tolerance of colonoscopic bowel preparation mainly include the selection of different intestinal cleaners and the formulation of appropriate laxative doses, improving the taste of oral intestinal cleaners, and the general care of bowel preparation(such as walking, abdominal massage, slowing down the drinking speed and chewing gum). These methods do have some therapeutic benefits, but they are insufficient. Compared with the above methods, auricular acupressure has the advantages of being convenient, effective and cheap in motivating the gastrointestinal motor function. Studies show that stimulating auricular acupoints can lessen gastrointestinal symptoms like abdominal distension and nausea by promoting gastrointestinal peristalsis through vagus nerve modulation and humoral regulation.

In the preliminary experiment , we found that auricular acupoints can reduce the incidence of adverse reactions in colonoscopic bowel preparation (χ2=6.784, P=0.008). Five acupoints [Cardia (CO3), Stomach (CO4), Large Intestine (CO7), Sympathetic Nerve (AH6), Subcortex (AT4)] are selected as the auricular acupoint protocol in this study. Auricular acupressure can relieve nausea and vomiting by modifying the visceral autonomic nerve and the digestive system's operation.

Our study aim to evaluate the effectiveness of auricular acupressure in reducing bowel preparation adverse reactions and develop relevant evaluation indicators. Besides, standardizing the operation process of auricular acupressure can provide reference for traditional Chinese medicine(TCM) intervention in colonoscopic bowel preparation. This study will be conducted in the Department of spleen and stomach disease, Dade Road, Guangdong Provincial Hospital of Traditional Chinese Medicine, and 190 subjects are expected to participate.This study, which will be conducted at the Department of Spleen and Stomach Disease, Dade Road, Guangdong Provincial Hospital of Traditional Chinese Medicine, is expected to draw 190 participants.

As a national key discipline with excellent clinical diagnosis and treatment capabilities for gastrointestinal diseases, the spleen and stomach department of the Guangdong Provincial Hospital of Traditional Chinese Medicine has four branch department and performs more than 40,000 intestinal endoscopies and 110,000 outpatient visits annually. There is a good environment for the research on colonoscopic bowel preparation. Our department has long-term experience with traditional Chinese medicine therapy (such as auricular acupressure, TCM hot steaming bag, etc.), and has been well evaluated and recognized by patients in clinical practice.

The research content is reasonable. Researchers are familiar with the theoretical knowledge required by the subject, and have learned the standard operation of pressing beans at ear points. As a result, the project can be finished as planned. The Institutional Ethics Committee of Guangdong Provincial Hospital of Traditional Chinese Medicine has considered that this study complies with the principles of the Declaration of Helsinki and is in line with medical ethics.

What kind of patients are suitable for this study:

You can participate in this study if you meet all of the following conditions

Hospitalized patients who will undergo screening, review or diagnostic colonoscopy at Guangdong Provincial Hospital of Traditional Chinese Medicine;

The subjects age 18 to 70 years old, regardless of gender; 

The subjects signed the informed consent form.
However, if you have any of the following conditions, you should not participate in this study:

Patients suffered from severe mental disorder; 

Patients with serious intestinal diseases; 

Patients with contraindications to colonoscopy; 

Patients with severe liver, kidney, heart, brain, lung dysfunction or neurological diseases; 

Patients who were intolerant of colonoscopy; 

Patients in their menstrual cycle, pregnancy or breastfeeding; 

Patients allergic to the drugs and other ingredients used in the trial; 

Patients skin lesions at the to-be-treated auricular acupoints or allergy to the ear adhesive.
You will be assessed by your research doctor, who will determine if it is appropriate for you to take part in this study.

What will you need to do if participating in the study?
If you meet the above criteria, you will study them in the following steps:

SPSS version 25.0 will be used to generate the random numbers and random distribution tables that will determine how you are grouped. The study will set an intervention group and a control group. The intervention will take place for one day. The subjects in the control group performed routine intestinal nursing, by medical staff, and the intervention group will be treated with auricular acupressure on five acupoints "Cardia (CO3), Stomach (CO4), Large Intestine (CO7), Sympathetic Nerve (AH6), Subcortex (AT4)" on the basis of the control group. 

It is equally possible for the participants in this trial to fall into either of these two group, and neither you nor your doctor can know which treatment you will receive in advance. A day-long observation period will be in place. You need toparticipate with the evaluation of unfavorable bowel preparation reactions, such as abdominal pain, abdominal distension, nausea, vomiting, and other discomfort, and score the severity of these symptoms after completing the colonoscopic bowel preparation.

 Other matters need attention：

The adverse reaction information collection form of bowel preparation must be completed. According to the doctor's recommendations, patients who undergo auricular acupressure intervention must press the prescribed auricular acupoints while consuming 1L of laxative. Your ability to coordinate and how you feel during therapy are critical factors in the doctor's assessment of the efficacy of your treatment.

The expected circumstances and / or reasons why your participation in the trial may be terminated

If a subject develops a significant illness during the trial, such as heart disease, renal failure, a neurological condition, or a strong allergic reaction at the site of the ear patch, it will be assumed that they are no longer appropriate to continue the study.
The subjects could not adhere to the protocol for personal reasons, or voluntarily asked to withdraw from observation.

Possible benefits of participation in the study

This study will probably be useful to you and the wider community. Among these advantages are the potential to prevent or lessen uncomfortable bowel preparation-related symptoms, as well as the possibility that this study may contribute to the development of a TCM specialty therapy to prevent and treat unfavorable bowel preparation reactions in other patients who need colonoscopy.

Possible adverse reactions, risks and discomfort, and inconvenience of participating in the study
There is a chance for side effects with all treatments. Auricular acupressure may cause allergies, such as flushing, rash, exudation, ulceration, and other symptoms due to intervention methods.

If you experience any discomfort or new changes in your condition, regardless of the treatment, let your doctor know. He or she will assess the situation and recommend a course of action. The doctor will make every effort to avoid and treat any harms that might arise from this research.
Related expenses

You will receive once auricular acupressure treatment for free.If you suffer harm as a result of the trial, the research team will cover your medical costs and provide you with the appropriate financial compensation in accordance with the law.

Is the personal information kept confidential?


The hospital will maintain all of your medical records, including study medical records, CRFs, colonoscopy results, etc. Your medical files will be accessible to the investigator, the Sponsor representative, and the ethical committee. Your identity won't be revealed in any public reporting of the study's findings. As authorized by law, we will do everything possible to maintain the confidentiality of your personal medical information.

Where can you find out more information?

Please get in touch with The Institutional Ethics Committee of Guangdong Provincial Hospital of Traditional Chinese Medicine if you have any issues regarding your involvement in the study (Tel: 020-81887233-35943).


If there is any significant new information throughout the trial that might influence your decision to continue participating in the study, your doctor will swiftly let you know.

You have the option to voluntarily enroll in the study and discontinue participation at any time
Participation in the study depends entirely on your willingness. You are free to decline the study or leave the study at any point while it is ongoing, and doing so won't have an impact on your connection with your doctor or prevent you from receiving other advantages related to your medical care.

For your best interests, your doctor or the researcher may at any time revoke your consent to participate in this study. There are many other alternative techniques to lessen the negative effects of bowel preparation if you choose not to participate in this study or withdraw from the study, such as medication, nursing supervision, etc.

You may be questioned about your bowel preparation and auricular acupressure treatment if you drop out of the trial for any reason. For your health, you will receive other necessary medical treatments.
What should you do now?

Please ask your doctor any questions you may have about the study before deciding whether or not to take part.

Whether you take part in this study is up to you. Before deciding, you might talk about it with your family or friends.

We appreciate you reading the resources above. Please inform your doctor or the research assistant if you choose to take part in the study so they can explain everything to you.


Please keep this document.

Informed Consent Form
Signature Leaflet for Informed Consent

Clinical Research Project Name: A randomized controlled trial on the use of auricular acupressure to reduce the incidence of adverse reactions to colonoscopic bowel preparation in hospitalized patients
Sponsor / subject unit: Guangdong Provincial Hospital of Traditional Chinese Medicine

Certification of task assignment documents of relevant project sponsor: None

Ethical review approval number: YF2022-093

Consent statement

I have read the above introduction to this study and have the opportunity to discuss and ask questions about this study. All the questions I have raised have been answered satisfactorily.

I know the possible risks and benefits of participating in this study. And I know that participating in the study is voluntary. I confirm that I have enough time to consider it and understand that:

I can consult my doctor for more information at any time.
I am free to leave this research at any time without fear of prejudice or reprisal, and it will not have an impact on my rights or medical care.

I can withdraw from this study at any time, and without discrimination or retaliation, and my medical treatment and interests will not be affected.

I am also aware that if I withdraw from the study, especially due to drug reasons, if I tell the doctor about the changes in my condition and complete the corresponding physical examination and physical examination, it will be very beneficial to me and the whole study.

I will seek the doctor's counsel beforehand or be honest with him thereafter if I need to take any additional medications as a result of my condition.

I agree with the Drug Authority, the Ethics Committee or the sponsor representative to access my study data.

Finally, I decided to consent to participate in this study.

Patient / Subject
Your name：                                     Date:            
The Guardian / Authorized Client  Signature：                    Date:              
Contact number：                 Cell-phone number：                                
I have given the patient a copy of the signed informed consent form and have gone through the specifics of the experiment with them, including their rights and any potential advantages and hazards.

Doctor's signature：                                       Date:           
WorkPhone：                      Cell-phone number：                  

The Institutional Ethics Committee of Guangdong Provincial Hospital of Traditional Chinese Medicine Tel: 020-81887233-35943
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