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Informed consent form
Dear participants:
We now invite you to participate in a clinical study entitled "The study of press needle on immunity function among breast cancer patients after radical mastectomy." First, you need to understand is that participation in this clinical study is completely voluntary. Secondly, the treatment received in the clinical study is very different from that of your doctor outside the study, and the research team needs to treat you with the requirements of the clinical study program.
Read the following as carefully as possible before you decide whether to participate in this clinical study. It helps you understand the research and why you do the research, procedures, and duration, the benefits, risks, and discomfort you may expect to participate in the research. If you like, you can also discuss it with your relatives and friends, or ask your doctor to explain and help you make your decision. If you choose to participate in this clinical study, you will need to sign this informed consent form. Also, you will receive a copy of the post-signed document for preservation.This study has been reviewed and approved by the Medical Ethics Committee of the Affiliated Hospital of Chengdu University of Chinese Medicine.

1. Name and purpose of the study
Name the test: The study of press needle on immunity function among breast cancer patients after radical mastectomy.
Objective: To evaluate the efficacy and safety of press needle for low immunity among breast cancer patients after radical mastectomy.
2. The main participants in this study?
(1).This study intends to include 78 patients who meet the standard rejection criteria and will be invited to the study:
①Patients who have undergone radical mastectomy.
②Did not receive radiotherapy, chemotherapy or any other drugs that affect immune function before hospitalization.
③No other tumors, acute or chronic inflammations, blood system diseases and autoimmune diseases.
④Age 18–80 years, female gender.
⑤Eastern Cooperative Oncology Group (ECOG) performance status (PS) of 0 to 2.
⑥Life expectancy≥3 months.
⑦With normal bone marrow, heart, liver and kidney functions.
⑧Ability to understand and the willingness to sign a written informed consent document.
⑨Capable of providing responses during outcome measurement.
(2).Will not be appropriate to participate in this study if you have:
①History of other malignant tumors within 5 years.
②Severe cardiac or respiratory diseases, significant renal or hepatic impairment or immune disorders.
③Active infection, including active tuberculosis infection.
④Severe infection after surgery.
⑤History of immunosuppressive therapy (chemotherapy or radiation) or previous acupuncture/press needle therapies.
⑥Life expectancy＜3 months.
⑦Pregnancy or currently lactating.
⑧Severe mental disorders such as cognitive impairment.
⑨Refusal to accept press needle.
⑩Participating in other clinical trials.
Your research doctor will examine you to confirm if you can participate in this study.                          
[bookmark: _GoBack]3. What treatment will you need if you participate in the study?
The study is expected to last for 4 weeks. If you participate in this study, you first need to be examined to verify that you meet all the conditions for participating in this study. After qualified screening, you will receive 2 weeks of treatment and 2 weeks of follow-up.
3.1 Before you are enrolled in the study, you will undergo the following checks to determine if you can participate in the study:
The doctor will ask, record your medical history, clinical symptoms and signs, medications being used and used in the past, and conduct physical examinations and collect blood specimens for routine blood tests. Before and after the examination, it will have no adverse impact on your health and condition.
3.2 If your above screening meets the inclusion criteria, you will follow the following steps:
(1) On the basis of the basic treatment, the doctor will decide which treatment you will receive based on a random number provided by the computer.Patients in the study had a 1/2 chance of being assigned to one of the two different groups.Neither you nor your doctor can know and choose a treatment in advance.Press-acupuncture treatment group: ① the choice of acupoints and needles: Zusanli, Hegu, Geshu, Pishu, Zhongwan, Sanyinjiao.For Hegu point, the diameter was 0.2mm and the length of the needle body was 1.2mm. For Zusanli, Geshu, Pishu, Zhongwan and Sanyinjiao, the diameter was 0.2mm and the length of the needle body was 1.5mm.(2) Operation process: after local disinfection of skin with compound iodine medical disinfection cotton swab, to be dry, take the needle handle with tweezers, remove the tape, aim at the acupoint vertical penetration, appropriate pressure on the needle, local feeling of acid swelling is appropriate.Ask the patient or his/her family to press it every 4h for 1min each time. It is advisable to have slight pain and swelling feeling.The needle was replaced once for 24 h, and the needle was buried alternately at both acupoints until the end of one course of treatment.In case of needle faintness or skin irritation during operation, remove the needle in time.③ Intervention course: 2 days of rest after 5 consecutive days of intervention every week for a total of 2 weeks.Fake screw needle control group: the control group touched the skin around each acupoint under the same pressure with the screw needle of the needle element removed.The patient feels touch, but there is no pain or heaviness.The body position, acupoint selection and intervention time of the patients were the same as those of the treatment group.

(2) treatment observations will last for 4 weeks.
(3) On the day of treatment, one week before and one week after treatment, you should go to the hospital according to the doctor's instructions and report the changes of your condition to the doctor truthfully. The doctor will collect your medical history and make necessary examinations.You should visit the hospital one week before and after the end of the study observation period.Your doctor will ask you to record any changes in your condition. You will also have a physical examination, blood routine and other tests.The doctor will also carry out other relevant laboratory tests according to the clinical situation.
3.3 Other matters requiring your cooperation
You need to come to the hospital at the time the doctor has arranged with you.Your follow-up is very important, because the doctor will judge whether the treatment you are receiving is really working and give timely guidance.
You will begin treatment the day after your breast cancer operation. Please follow your doctor's instructions and fill in your treatment record in a timely and objective manner.
You cannot give the experimental treatment to anyone else, and this treatment is intended only as a preliminary evaluation of the efficacy and safety of screw acupuncture in the treatment of immunocompromised patients after breast cancer surgery and should not be used for other purposes.
You are not allowed to use any other immunotherapy drugs during the study period. If you need any other treatment, please contact your doctor first.
4. Potential benefits of the participation in the research
The treatment used in this study may enhance immune function after radical mastectomy of breast cancer and improve your symptoms; but this still requires further validation. The acquisition of information from this study may help physicians and researchers further confirm the role of needle therapy for immunocompromised patients after breast cancer surgery and use it in other patients with similar conditions.
5. Possible risk and inconvenience of participating in the study
Although the preliminary research showed that the safety of the needle is better, any treatment has a certain risk, the risk of the needle includes local hematoma, dizziness and relatively rare symptoms of local infection, abscess or other discomfort (nausea, vomiting, palpitations, dizziness, headache, anorexia and insomnia after acupuncture).Doctors will do their best to prevent and treat injuries that may occur due to this study. If you have any discomfort, or new changes in your condition, or any accident, whether or not related to acupuncture, you should timely inform the doctor, and the doctor will make judgment and medical treatment.
During the study period, you will need to visit the hospital on time and have some examinations, which may cause trouble or inconvenience to you
6. In addition to participating in this study, you may choose other treatments 
Your research doctor will discuss with you the other treatment options currently available for your condition, including the appropriate risks and benefits. For patients with low immunofunction after radical mastectomy of breast cancer, vaccines, thymus peptide and traditional Chinese medicine can be selected, and the effect is limited, mainly with side effects such as nausea, fever, dizziness, chest tightness and fatigue.
7. Relevant expenses
The press needle treatment used in this study is provided for free. In the course of this study, the radical mastectomy of breast cancer and the routine examination in hospital that you plan to undergo, as well as the treatment and examination needed for other diseases that you are associated with, will not be covered for free.
8. Is the personal information kept confidential?
Your medical records (Research Medical Records / CRF, test sheets, etc) will be kept intact in the hospital you visit. The doctor will record the test results on your medical record.In some cases, research doctors, other health authorities, ethics committees, project management will be allowed access to your medical records. Any public report on the results of this study will not disclose your personal identity. We will make every effort to protect the privacy of your personal medical information within the extent permitted by law.
9. Voluntary choose to participate in and exit the research
Whether or not you want to participate in the study is entirely up to you.You may refuse to participate in the study or withdraw from the study at any time during the study without affecting your medical benefits and benefits.
At any time during the course of the study, the physician or investigator may discontinue your continued participation in the study in your best interest. If you withdraw from the study for any reason, you may be asked about your use of the investigational drug.You may also be ordered to undergo laboratory and medical tests if your doctor deems it necessary.
Your doctor will inform you in a timely manner if any important events or information concerning subjects occur during the study that may affect your willingness to continue in the study.
10. How to get more information?
If you have any questions, suggestions or complaints about this study, please discuss with the research team in a timely manner. Please refer to the signature page for your contact information.If you feel inconvenient to communicate with the research team, you may consult or complain to the Medical Ethics Committee of the Affiliated Hospital of Chengdu University of Chinese Medicine at 028-87783142, 028-87783139.
Informed Consent • Signature page of consent
Name of clinical research project: The study of press needle on immunity function among breast cancer patients after radical mastectomy.
Agree Statement:
1. I have read the above introduction to the study and have had the opportunity to discuss and ask questions about the study with doctors.All my questions were answered satisfactorily.
2. I am aware of the possible risks and benefits of participating in this study.I am aware that my participation in the study is voluntary and I confirm that I have had sufficient time to consider this and understand that:
(1) I can always ask the doctor for more information.
(2) I can withdraw from the study at any time without discrimination or retaliation, and my medical treatment and rights and interests will not be affected.
(3) I also know that if I withdraw from the study midway, especially if I withdraw from the study due to medication reasons, I should inform the doctor of the change of my condition and complete the corresponding physical and chemical examination, which will be very beneficial to the whole study.
(4) If I need to take any other medications due to a change in my condition, I will consult my doctor in advance or tell my doctor afterwards.
(5) I agree that the researcher, the ethics committee and the project management department have access to my research materials.
(6) I will obtain a signed and dated copy of the Informed Consent Form.
In the end, I decided to agree to participate in the study and promised to try to follow the doctor's advice.
Patient signature:             
Contact Phone:               
Date:                       
I confirm that I have explained to the patient the details of this study, including their rights and possible benefits and risks, and have given them a signed copy of the informed consent form.
Doctor Signature:             
Contact Phone:               
Date:                       






