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Research name: Study on the curative effect of acupuncture combined with traditional 

Chinese medicine in the treatment of endometriosis-associated infertility. 

Research institutes: Yueyang Hospital of Integrated Traditional Chinese and Western 

Medicine, Shanghai University of Traditional Chinese Medicine, Longhua Hospital 

Affiliated to Shanghai University of traditional Chinese medicine, Hospital for Maternity and 

Child Care of Changning District, Shanghai, Obstetrics & Gynecology Hospital of Fudan 

University. 

Physician / sponsor in charge of the study: Zhang Chunyan 

Address: No.110 Ganhe Road, Hongkou District, Shanghai, China 

 

You are diagnosed with endometriosis-associated infertility. 

You will be invited to participate in a clinical trial, which is study on the curative effect of 

acupuncture combined with traditional Chinese medicine in the treatment of endometriosis-

associated infertility. 

Before you decide whether or not to participate in the study, please read the following as 

carefully as possible. It can help you understand the study, the procedure and duration of the 

study, and the benefits, risks and discomfort that may be brought to you after participating in 

the study. If you like, you can also discuss with your relatives and friends, or ask your doctor 

for an explanation to help you make a decision. 

1. Research background and purpose 

Based on the previous work, this project intends to use acupuncture combined with traditional 

Chinese medicine to treat endometriosis-associated infertility, and to carry out a multi-center 

controlled randomized clinical trial. Pregnancy rate, ultrasound examination, CA125 test, 

menstruation score, sex hormone, alanine aminotransferase (ALT) are used to evaluate the 

efficacy and safety of combination of acupuncture and traditional Chinese medicine in the 

treatment of endometriosis-associated infertility. At the same time, from the perspective of 

ovarian reserve function to study the patient's serum AMH, so as to study the possible 

mechanism of acupuncture combined with traditional Chinese medicine in the treatment of 

endometriosis-associated infertility. It can provide reliable experimental basis and effective 

method for clinical application of acupuncture combined with traditional Chinese medicine 



in the treatment of endometriosis-associated infertility. 

Purpose: To evaluate the efficacy of acupuncture combined with traditional Chinese medicine 

in the treatment of endometriosis-associated infertility. 

This study will be conducted in Yueyang Hospital of Integrated Traditional Chinese and 

Western Medicine, Shanghai University of Traditional Chinese Medicine, Longhua Hospital 

Affiliated to Shanghai University of traditional Chinese medicine, Hospital for Maternity and 

Child Care of Changning District, Shanghai, Obstetrics & Gynecology Hospital of Fudan 

University. 224 volunteers are expected to participate in the study. This trial protocol has 

been approved by ethic Committee of Yueyang Hospital of Integrated Traditional Chinese 

and Western Medicine, Shanghai University of Traditional Chinese Medicine (approval No. 

2020-025). This trial is registered at the Chinese Clinical Trial Registry 

(ChiCTR2100042830). This trial is considered to follow the “Ethical Review of Biomedical 

Research Involving Humans” and “Helsinki Declaration”, and is in line with medical ethics. 

2. Inclusion criteria and exclusion criteria 

2.1 Inclusion criteria 

Participants who meet all the following requirements will be eligible for enrollment: 

2.1.1 Women aged between 21 and 45 years with fertility intention; 

2.1.2 Patients who meet the diagnostic criteria for both endometriosis and infertility; 

a. endometriosis: histopathological results: endometrial glands and stroma found in the lesion, 

accompanied by inflammation and fibrosis. 

b. infertility: women who fail to achieve a clinical pregnancy after 12 months or more of 

regular unprotected sexual intercourse; this includes secondary infertility which is a failure 

to conceive after a previous pregnancy. 

2.1.3 Patients who have accepted the treatment of laparoscopic conservative operation; 

2.1.4 Husband’s semen analysis is normal; 

2.1.5 Willingness to sign the consent form. 

2.2 Exclusion criteria 

Participants meeting any of the following criteria will be excluded: 

2.2.1 Those who have other infertility factors (such as PCOS, tubal blockage, immune 

infertility, reproductive malignant tumor, reproductive organ abnormalities, and so 

on); 

2.2.2 Those who have used other drugs that affect reproductive function or metabolism in 



the past 3 months; 

2.2.3 Those who are not appropriate for acupuncture; 

2.2.4 Those who have allergies to Chinese herbs or GnRH-a; 

2.2.5 Patients with serious cardiovascular, liver, kidney, and hematopoietic system diseases; 

2.2.6 Patients with infectious diseases, mental illness, and other medical histories. 

3. Preparations if you participate this trial 

3.1 Before you are included, you will receive the following examination to determine 

whether you can participate in the trial or not. The doctor will ask and record your medical 

history and give you a physical examination. You need to do serum HCG test, ultrasound, 

serum CA125, serum AMH, serum sex hormones, ALT test and other physical and 

chemical tests. 

3.2 If you meet the inclusion criteria, the study on you will accord to the following steps 

You will be randomly assigned into the treatment group or the control group according to the 

random sequence. All the participators have 50% chance to be assigned into the two different 

groups. Neither you nor your doctor can know or choose any treatment in advance. One 

menstrual cycle is a course of treatment. The trial will include three menstrual cycles of 

treatment and twelve menstrual cycles of follow-up. 

3.3 Other matters that need your cooperation 

You must come to the hospital according to the follow-up time agreed by you and the doctor. 

Your follow-up is very important, because the doctor will judge whether the treatment you 

receive really works or not. 

You must follow the treatment arrangement according to the doctor’s instruction. During the 

study period, you should not take other drugs or treatment to treat endometriosis-associated 

infertility. If you need other treatment, please contact your doctor in advance. 

During the study period, if you feel that you may be pregnant, please inform your doctor or 

research staff immediately. 

3.4 Possible benefits of participating in the trial 

You and the society will probably benefit from this trial. Such benefits include the possibility 

that your illness condition will improve and that this trial may help develop a new treatment 

for other patients with the similar illness condition. But it is also that you cannot receive the 

expected effect due to individual differences. 

3.5 Possible adverse reactions, risks, discomfort and inconvenience 



If you have any discomfort, new changes in your illness condition, or any unexpected 

situation during the trial, regardless of whether it is related to the drug, you should inform 

your doctor in time, and he / she will make judgment and give you medical treatment. 

The researchers will try their best to prevent and treat the possible adverse reactions caused 

by this trial. If an adverse event occurs in the clinical trial, the medical experts committee 

will identify whether it is related to the trial treatment or not. According to the medical experts 

committee, the adverse event is related to the trial, then the research group will provide the 

cost of treatment and corresponding economic compensation for the adverse reactions related 

to the trial. 

During the study period, you need to go to the hospital on time for follow-up and do some 

physical and chemical examination, which may cause trouble or inconvenience to you. 

3.6 Related expenses 

The research group will pay for the examination expenses related to the study (serum HCG 

test, ultrasound examination, serum CA125, serum AMH, serum sex hormones, ALT) and 

part of the treatment expenses (acupuncture and traditional Chinese medicine) during your 

participation in the study. 

If you need treatment and examination for other diseases at the same time, it will not be 

included in the free range. 

3.7 Is personal information confidential? 

Your medical records (research medical records / CRF, physical and chemical examination 

reports, etc.) will be completely kept in the hospital, and the doctor will record the test results 

in your outpatient medical records. Researchers, sponsor representatives and ethics 

committee will be allowed to access 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 data within the scope permitted by law. 

Your biological specimens will be kept in the laboratory of the hospital as required. In 

addition to this study, it may be used again in other studies in the future. You can also declare 

that you are not allowed to use your biological specimens for other studies except this study. 

3.8 How to get more information? 

You can ask any questions about this study at any time. Your doctor will give you his / her 

phone number so that he / she can answer your questions. 

If there is any important new information during the study that may affect your willingness 



to continue to participate in the study, your doctor will inform you in time. 

3.9 You can voluntarily choose to participate in the study or withdraw from the study 

Whether or not to participate in the study depends entirely on your willingness. You can 

refuse to participate in the study or withdraw from the study at any time during the study, 

which will not affect the relationship between you and the doctor, nor will it affect the loss 

of your medical or other benefits. 

Your doctor or researcher may discontinue your participation in this study at any time for 

your best interests. 

If you withdraw from the study for any reason, you may be asked about your participation in 

the study. If the doctor thinks it is necessary, you may also be required to have a laboratory 

examination and a physical examination. 

If you do not participate in this study, or withdraw from the study, there are many other 

alternative treatment drugs, such as progesterone. You do not have to choose to participate in 

this study in order to treat your disease. 

3.10 What should we do now? 

It's up to you to decide whether to participate in this study or not. You can discuss with your 

family or friends before making a decision. 

Before you make a decision to participate in the study, please ask your doctor as many 

questions as possible until you fully understand the study. Thank you for reading the above 

materials. If you decide to take part in the study, please tell your doctor, he / she will arrange 

everything for you. 

3.11 The trial protocol was approved by the ethic Committee of Yueyang Hospital of 

Integrated Traditional Chinese and Western Medicine, Shanghai University of Traditional 

Chinese Medicine (approval No. 2020-025). In case of any doubt or situation during the 

trial, you can directly consult or complain to the hospital ethics committee. (Tel: 021-

65161782 * 8122, Teacher Yin) 

Please keep this information. 
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Research name: Study on the curative effect of acupuncture combined with traditional 

Chinese medicine in the treatment of endometriosis-associated infertility. 

Physician / sponsor in charge of the study: Zhang Chunyan 

Ethical review approval number: 2020-025 

Statement of consent 

I have read the above introduction to this study and fully understand the full content of the 

informed consent form. I have the opportunity to discuss and raise questions with doctors 

about this study. All my questions have been answered satisfactorily. 

I know the risks and benefits of participating in this study. I understand that participation in 

the study is voluntary, and I confirm that I have sufficient time to consider it, and I understand 

that: 

I can always ask my doctor for more information. 

I can withdraw from this study at any time without discrimination or retaliation, and my 

medical treatment and rights will not be affected. 

I also know that if I withdraw from the study, especially due to drug or treatment reasons, it 

will be very beneficial for me and the whole study if I inform the doctor of the change of my 

illness condition and complete the corresponding physical and chemical examination. 

If I need to take any other medication due to changes in my illness condition, I will consult 

the doctor in advance or tell the doctor truthfully afterwards. 

I agree with the ethics committee or the sponsor's representative to access my research 

materials. 

I agree to� or refuse to� use my medical records and biological specimens for other studies 

except this study. 

I will be given a signed and dated copy of the informed consent form. Finally, I decided to 

agree to participate in this study, and try to follow the doctor's advice. 

 

Subject information record 

Subject ID number:         Subject telephone number: 

Subject name (signature in handwritten):    Date: 

 



Doctor’s statement 

I confirm that I have explained the details of this trial to the patient/subject, including its 

rights and possible benefits and risks, and have given her a signed copy of the informed 

consent form. 

Researcher name (signature in handwritten):   Date: 

Researcher’s telephone number: 

 



BIOLOGICAL SPECIMEN 
 
Biological specimen: blood. 

It is planned to evaluate the curative effect and safety of acupuncture combined with 

traditional Chinese medicine in the treatment of endometriosis-associated infertility 

through HCG, sex hormones (including E2, T, P, FSH, LH, PRL), AMH, CA125, ALT, 

gynecological examination, Transvaginal ultrasound, EHP-5, etc. The outcomes of 

HCG, sex hormones, AMH, CA125, ALT will be detected by the blood serum test. 

Biological specimen (blood in this trial) will be kept in the laboratory of the hospitals / 

research institutes as required until the trial complete. 
All the outcomes are determined at baseline, after three menstrual cycles of treatment, 

and follow-up at 3,6 and 12 menstrual cycles after the completion of the treatment. 

Table 1 lists the overview of outcome measurements at the different time points. 
 

Table 1 
 Screening 

and baseline 
visit 

After the 
last 
treatment 

Follow-up 
period(3,6,12 
menstrual cycles) 

Any time（If 
participants get 
pregnancy） 

Pregnancy 
test (blood β-
HCG) 

√ √ √ √ 

Fasting blood 
samples for 
CA125, AMH, 
sex hormones 
and ALT 

√ √ √  

 

The blood samples from this trial will not be used in ancillary studies in the future. 


