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Informed consent 

 
Dear patients, 

 

You have been diagnosed with atrial fibrillation. After careful 

discussion by experts of Cardiovascular Surgery and Neurology of 

Beijing Tiantan Hospital, Capital Medical University, one of the 

treatment options of oral anticoagulant or transcatheter left atrial 

appendage occlusion or thoracoscopic left atrial appendage clipping 

surgery can be chosen to prevent cardiogenic stroke.  

We will invite you to participate in a study of stroke prevention in 

patients with non-valvular atrial fibrillation who are at high risk of 

stroke and bleeding during thoracoscopic epicardial left atrial 

appendage clipping. This study was approved by the Ethics 

Committee of Beijing Tiantan Hospital, Capital Medical University and 

complies with the principles of the Helsinki Declaration and medical 

ethics. Participation in this study is voluntary. 

Please read this article as carefully as possible before you 

decide whether to participate in this study. Part of the content 

covered in this article is determined by the requirements of laws and 

regulations, and to protect the rights and interests of patients 

participating in the study, it has been examined and approved by the 

Ethics Committee of Beijing Tiantan Hospital, Capital Medical 

University. It can help you understand the content of the study and 

why it is conducted, the procedure and duration of the study, and the 

benefits and discomfort that may be brought to you after participating 

in the study. If you are inclined to participate in this study, you can 

also discuss it with your relatives and friends or ask your doctor for 

an explanation to help you make a decision. 

1. Why conducts this research? 
 

As a common arrhythmia, the most serious complication of atrial 

fibrillation is the occurrence of ischemic stroke caused by thrombosis 
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and shedding after its hemodynamic changes. Nonvalvular atrial 

fibrillation is a risk factor for ischemic stroke. The 2016 ESC 

management guidelines for atrial fibrillation pointed out that when the 

CHA2DS2-VASc score is ≥2 in men and ≥3 in women, the risk of 

thromboembolic events is significantly increased, and long-term 

anticoagulation therapy is recommended (I, A). The safety margin for 

warfarin is narrow, with a fivefold increased risk of bleeding with 

warfarin compared to patients who were not anticoagulated. Even 

with the use of novel oral anticoagulant therapy to reduce the risk of 

bleeding, there are still adverse events such as thrombosis and 

bleeding, due to missed doses or improper anticoagulation. In many 

randomized controlled trials, including subjects receiving new oral 

anticoagulants or warfarin, the annual incidence of major bleeding 

events ranged from 2.13% to 3.6%, and the cumulative incidence of 

annual bleeding events ranged from 14.4% to 25.6%. The 

discontinuation rate of subjects was as h igh as 16.6%-25.3% due to 

bleeding or fear of bleeding. When the risk of bleeding outweighs the 

potential benefit of oral anticoagulation if the HAS-BLED score is 

higher than the patient's CHADS2 score, then oral anticoagulation is 

no longer beneficial for such patients. Therefore, a safe and effective 

alternative method is urgently needed. Transepicardial left atrial 

appendage clipping surgery permanently isolates it from the left atrial 

blood circulation, and its occlusion rate is close to 100%, which is an 

advantageous method of left atrial appendage closure. In the 

empirical treatment of left atrial appendage clipping surgery at home 

and abroad, because of intracardiac implantation without foreign 

bodies, the complications of instrumental embolism were reduced, 

and the suggestion to stop anticoagulant drugs was put forward. This 

new treatment modality reduces the incidence of stroke in patients at 

high risk of embolism and bleeding and is more beneficial to patients' 

quality of life. However, more clinical evidence is needed to support 

this study. 
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2. How many people will participate in the study? 
 
At least 186 people will participate in this study. 

3. Who was selected for the study? 
 

You can participate in this study if you meet the following 

conditions: Adults over 18 years old, diagnosed with non-valvular 

atrial fibrillation; CHA2DS2-VASc≥3, HAS-BLED≥3; if there is a 

history of stroke, consider cardiac stroke, and there is no acute 

cerebral infarction or bleeding. Whether you can participate in the 

study needs to be examined by your doctor and finally decided. 

4. Who is not suitable to participate in the study? 
  
It is not appropriate for you to participate in this study if you 

meet any of the following criteria: malignant tumor, life expectancy 

less than 1 year; intracardiac thrombus; clear imaging signs such as 

severe carotid atherosclerosis, intracranial vascular stenosis, and 

criminal blood vessels; presence of patent foramen ovale; other 

cardiac surgery with thoracotomy; presence of movable aortic 

plaques (including ascending aorta, aortic arch, and descending 

aortic thoracic segment); patients with no willingness to follow-up or 

who cannot cooperate with completion of follow-up; pregnant or 

lactating women.If you have the above situation, the doctor will also 

let you know. 

5. How long will this study last? 
 
This study will last for 3 years. Follow-up will collect information 

about your clinical prognosis after treatment. The follow-up period 

was at least 1 year. You can opt out of the study at any time without 

losing any of the benefits you should have earned, but it is not 

recommended. If you decide to quit during the study, we suggest that 

you consult with your doctor first. In view of your security issues, it is 

possible to conduct a check before exiting. 

6. How was the study conducted? 
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If you would like to participate in this study, your doctor will 

review your medical history, ask about past and current treatments 

and medications, and undergo the following tests to further confirm 

your suitability for participation in this study:  

·Physical examination and medical history inquiry 

·Bleeding risk and embolism risk assessment 

·Laboratory tests, imaging tests (CT/CTA/MR/MRA, etc.) 

·Electrocardiogram for recording electrophysiological activity of 

the heart 

After completing the relevant examinations, it is necessary to 

conduct a sufficient safety assessment for the individual patient's 

situation by a neurologist and a cardiac surgeon. 

The patients were grouped according to their willingness to 

undergo surgery. If you enter the left atrial appendage clipping 

surgery group, we will complete the preoperative examination and 

post thoracoscopy left atrial appendage clipping surgery, and stop the 

use of anticoagulant drugs after the operation according to the 

completeness of the clipping. If you are in the nonsurgical group, we 

treated you with a new oral anticoagulant and adjusted subsequent 

medication based on follow-up review results. Throughout the 

research process, we will collect your health status through a series 

of monitoring methods and checks to ensure your safety. During the 

study, your treatment will not be affected or delayed because of the 

study. After being discharged from the hospital, the patients were 

followed up by telephone and online. 

7. What are my obligations to participate in research?  
 
During the study period, you need to do the following things: 

1）Have the obligation to truthfully provide the medical history 

and "previous participation in clinical trials"; 

2）take the medicine in strict accordance with the doctor's 

orders； 
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3）You need to go back to the hospital for at least 3 clinical visits 

during the study. (CT, ultrasound, and laboratory tests were 

performed at the 3rd, 6th, and 12th months of follow-up, 

respectively). 

4）The patient follow-up diary card is filled out by you or your 

relative. Record the patient's diary card within one week before each 

visit, and bring the diary card to your research doctor for review 

during each visit. 

5）During the study period, without the permission of the 

clinician, other anticoagulant drugs may not be added without 

permission, and the clinician may be consulted as appropriate.  

8. What are the costs involved in participating in the research? 
 
（1）  Expenses you will be responsible for include: 

The examination and treatment expenses for clinical needs 

during hospitalization are not included in the free range.  

（2）   Expenses that you are not responsible for include the 

following: 

You need to complete the established follow-up content at 3, 6 

and 12 months after joining the study. This study will provide you with 

free relevant examinations in our hospital (left atrial CTA, 

craniocerebral CT, cardiac ultrasound). 

In addition, to compensate for the inconvenience that may be 

caused by your participation in this study, you will also pay a certain 

amount of 200 yuan each time for the transportation expenses incurred 

by you to participate in the study. 

9. What are the benefits of participating in the research for my 
disease treatment? 

 
The information obtained from this study will help to assess your 

current condition and follow-up treatment monitoring to develop better 

treatment strategies. This will help you and other patients with the 

same disease. If necessary, you can apply to obtain the head CT of 

this study and the results of laboratory tests to help you further 

understand your condition. 
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10. Do I have other treatment options? 
 
In addition to transepicardial left atrial appendage clipping, one 

can still choose oral anticoagulant therapy, including warfarin and new 

oral anticoagulants, or transcatheter left atrial appendage occlusion as 

a means of stroke prevention. This project is a registration study, and 

whether you participate in this study will not affect your treatment plan. 

11. What are the possible risks of participating in research? 
 
As a means of preventing stroke, thoracoscopic left atrial 

appendage clipping surgery has the characteristics of less trauma, 

quick recovery, safety and effectiveness. General anesthesia is 

required during the operation, and there may be complications related 

to anesthesia, such as respiratory and circulatory system depression 

or even suspension due to various reasons, arrhythmia, myocardial 

infarction, pulmonary embolism, adverse drug reactions and 

cerebrovascular complications (cerebral hemorrhage, cerebral 

infarction). The operation requires one-lung ventilation, and 

postoperative complications such as local atelectasis may occur. 

Pericardiotomy syndrome may be present during the surgical 

procedure to open the pericardium. However, as an experienced 

surgical team, it can be prevented and treated in time. If the above 

situation occurs during the operation, we will immediately notify your 

family members and start an emergency treatment plan to give timely 

treatment. 

During the research period, you need to be asked by the doctor 

on time, and perform some physical and chemical examinations and 

questionnaires, which may cause trouble or inconvenience to you. If 

your health does suffer from study-related damage as a result of your 

participation in this study, please notify the study physician 

immediately and they will be responsible for appropriate treatment for 

you. The sponsor, Beijing Tiantan Hospital Affiliated to Capital 

Medical University, will bear the cost of treatment and give you 

corresponding financial compensation in accordance with relevant 
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national regulations. Even if you have signed this informed consent 

form, you still retain all your legal rights. 

12.  Can I voluntarily choose to participate in and withdraw from the 
study? 
 
Participation in this study was entirely voluntary. You may refuse 

to participate in this study, or withdraw from this study at any time 

during the study. This decision will not affect the doctor's treatment of 

you, nor will their medical treatment and rights be affected.  

Your doctor or investigator may discontinue your continued 

participation in this study during the course of the study in your best 

interest. 

 If you withdraw from this study for any reason, you may also be 

ordered to undergo laboratory tests and physical examinations, which 

are beneficial to your health, if deemed clinically necessary by your 

doctor. 

13. What happens if there is new information related to the research 
content?  
 
Occasionally new information about the research content is 

available. If there is any new relevant information that may affect your 

willingness to continue participating in this study, we will promptly 

notify you and discuss with you whether it is appropriate to continue 

participating in this study. 

14. How will participating in this study affect my life? 
 
You may find follow-up and review visits inconvenient and require 

special arrangements. Additionally, some tests can make you feel 

uncomfortable. You can ask your study doctor if you have any 

questions about the tests and procedures in the study.  

You cannot participate in any other clinical studies of drugs or 

medical devices during the entire study period. 

15. Is my personal information confidential? 
 
Your medical records will be kept in the hospital. Investigators, 

research authority personnel, ethics committees, monitors, and drug 

regulatory authority inspectors can consult the subjects' original 
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medical records to verify the clinical trial process and data. The above-

mentioned personnel are responsible for keeping your personal 

information confidential, and violations will be punished for disclosure. 

Any confidential matters relating to your identification records will not 

be used publicly. If clinical trial results are released, your identifying 

information will remain confidential. We will make every effort to 

protect the privacy of your personal medical information to the extent 

permitted by law. Your name will not be reflected in any reports. 

16. How can I get more information? 
 
You can ask any questions about this research at any time. Your 

doctor in charge will explain and answer all your relevant questions 

before enrollment and during the study. 

17. Related consultation 
 
If you have any questions related to this study, please contact 

Dong Xu on landline 59975105 or mobile 13910868737. 

If you have any questions related to your own rights, or if you 

would like to report your dissatisfaction and concerns during your 

participation in this research, please contact the Office of the National 

Clinical Trials Institute of Beijing Tiantan Hospital, Tel: 010-59975178, 

or the Ethics Committee Office of Tiantan Hospital, contact Tel: 010-

59975692. Email: ttyyirb@163.com. 
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Subject Consent Statement 

I agree to participate in a clinical study of stroke prevention 

by thoracoscopic left atrial appendage clipping in patients with 

nonvalvular atrial fibrillation at high stroke risk and high 

bleeding risk.  

Signing here means: 

1. I have read this informed consent form and the researcher has 

explained the study to me. 

2. I have discussed and asked relevant questions about this study, and 

they have been answered to my satisfaction. 

3. I understand that I will be able to obtain compensation from the 

sponsor in the event of research-related damages. 

4. I have plenty of time to make a decision. 

5. I voluntarily agree to participate in the clinical research presented 

in this article. 

6. I have been informed of the researcher I should consult during the 

study. 

As described in this informed consent form, I consent to hospital 

supervision, researchers and other relevant personnel having access to my 

medical and personal information.  

 

Subject's signature：                       Date：                                          

Name in block letters：                    Contact number：              

 

Signature of legal representative (if any)：              Date：                            

The name of the legal representative in block letters：                       

Contact number：                  

Legal representative and patient relationship：                  
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Fair Witness Statement： 

I was present throughout the informed process, and the contents of the 

informed consent form and other written materials were accurately explained to 

the subjects or legal representatives. The subjects or legal representatives 

fully understood the meaning of the content, and they agreed to participate in 

the test.  

Signature of an impartial witness (if any)：              Date：                            

The name of the impartial witness in block letters：                       

Contact number：                  

 

Signature of researcher：                     Date：                                

Name of researcher in block letters：                 

Contact number：            
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