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Informed Consent
This clinical study was initiated by the Department of Neurosurgery at Beijing Tiantan Hospital, Capital Medical University. We, the researchers, would like to introduce this study to you. Participation in this study is entirely voluntary.
Part of this article covers the regulations, and in order to protect the patients in the study of the rights and interests, in this paper, the Beijing Tiantan Hospital, Capital Medical University sciences, ethics committee review and consent.
1. Why do you want to conduct the study? 
Background: Chronic subdural hematoma (CSDH) is a common clinical disease characterized by slow intracranial hemorrhage to form a hematoma compressing the brain tissue and resulting in various symptoms. The disease occurs in the elderly, patients often accompanied by a recent history of head injury. This disease at present treatment diversity, including surgery, interventional therapy and drug therapy. For symptoms, intracranial hematoma, more patients, surgery is now recognized as the preferred treatment, but there are many different kinds of related operation method at home and abroad, and treatment strategies, compared with advantages and disadvantages, there is no unified standard is currently the most commonly used in clinical surgery drilling drainage, but this way because of intraoperatie can't look straight into the washing to remove the hematoma, Cause of postoperative hematoma clear thereby increasing the risk of recurrence, this study intends to use visual neuroendoscopy to assist in intraoperative hematoma washing, which aims to reduce postoperative residual hematoma and ultimately lower the recurrence rate of the hematoma, this study by comparing nerve endoscope assisted hematoma drainage and clinical traditional drilling drainage treatment effect, To clear more safe and effective treatment for the patient, eventually reduce the recurrence rate and improve the effect of treatment, and reduce the burden of family and society.
Objectives:
[bookmark: _Hlk191039902]Main objectives:
· [bookmark: _GoBack]To explore whether visual neuroendoscope-assisted hematoma drainage can reduce the recurrence rate of hematoma 3 months after operation compared with drilling drainage in the treatment of chronic subdural hematoma.
Secondary objective:
· Evaluate the neurological function of both groups after 3 months, using the mRS score and Markwalder grading to assess improvements and difference;
· The improvement and difference of quality of life assessment (EQ-5D-5L) between the two groups were evaluated 3 months after operation.
· The differences of comorbidities and complications between the two groups at 3 months after operation were evaluated.
· The postoperative drainage time and hospital stay were compared between the two groups.
2. How many people will participate in the study?
About 770 people will participate in this study, the center into 16 participants, all participate in the test for clinical diagnosis of clear and confirm with surgical indications of patients with chronic subdural hematoma in actively make a diagnosis and give treatment for you at the same time, we sincerely hope that you can help us to further improve and improve the effect of treatment of chronic subdural hematoma.
3. Who will participate in the study?
The study will include patients who meet the following criteria:
· Adults, male or female, 18 years ≤ age ≤90 years;
· Preoperative symptoms significantly affect the normal life, such as headaches dizziness, nausea, vomiting, numbness or weakness, walking instability, limb tic, unconsciousness, do not speak fluent, slow, memory loss, etc.;
· Head CT or MRI in the diagnosis of intracranial chronic subdural hematoma.
Your eligibility to participate in the study will be determined by your doctor.
4. Who should not participate in the study? 
The study did not include patients who:
· Patients without preoperative symptoms had no significant effect on their normal life;
· Head CT showed no obvious compression of the brain tissue, the midline shift was less than 0.5cm, or the neurosurgeon thought that there was no need for surgical treatment;
· The patient who had undergone surgery within 6 months needed a second operation for recurrence after admission.
· Patients who had undergone brain surgery for central nervous system diseases other than chronic subdural hematoma;
· Patients with systemic multiple system or organ dysfunction before onset, who could not tolerate general anesthesia or surgery;
· Patients with major systemic diseases that are expected to affect the implementation of the study and follow-up observation;
· Clear coagulant function abnormality, high bleeding risk patients (is one of the following three: prothrombin time PT part or activated clotting enzyme live APTT prolonged more than 10 seconds, INR international standardization ratio greater than 3.0, the platelet absolute value is less than 100 x 109 / L);
· For various reasons expected cannot complete 3 months period, periodic review of the patients;
· Women of childbearing age who are not using effective contraception and have no record of a negative pregnancy test;
· And patients undergoing an investigational drug or device trial.
5. How long will this study take me?
The trial is expected to last for 21 months. During this period, each participant will be followed up on the day of enrollment, 48 hours after surgery, and at 1 and 3 months post-surgery. Your recovery will be followed up in the outpatient clinic. You will not need to undergo any additional tests or procedures that are not related to the disease itself during your normal outpatient review. At the same time, you may opt out of this study at any time without losing any of the benefits that you would otherwise have received. If, however, in the research on the way you decide to quit this study, we encourage you to commune with your doctor first, considering the security problem, you are likely to quit after a relevant inspection for you.
6. How was the study conducted?
If you agree to participate in the study after confirming that you meet the eligibility criteria, please sign this informed consent form. The computer will randomly assign each patient to one of two study groups, and you will have a 50% equal chance of being assigned to one of two groups. Once you agree to participate in the study, you and your doctor will not be able to select your treatment group. This study will compare the effect of visual neuroendoscopeassisted hematoma drainage in the treatment of chronic subdural hematoma with that of traditional drilling and drainage. Based on this, you will be treated accordingly:
· [bookmark: _Hlk190116305]A set of local anesthesia under sedation or anesthesia downlink neural endoscopic drainage, aided by the hematoma in CT in displaying the hematoma cavity most high level middle position drill puckering, cutter milling under 2.0 cm x 2.0 cm size bone flap, the visual nerve endoscopy guided fully flush eliminate hematoma, placing subdural drainage tube, postoperative subdural hematoma drainage continuously, Until the drainage of the natural stop or up to 48 hours after the termination of the drainage tube drainage.
· [bookmark: _Hlk190115571]Another set of local anesthesia sedation or anesthesia downlink drilling drainage, intraoperative in CT showed hematoma cavity most high level middle position drill puckering, placing subdural drainage tube, intraoperative flush to the drainage of liquid crystal, postoperative subdural hematoma, drainage continuously until the drainage of the natural stop or up to 48 hours after the termination of the drainage tube drainage.
You will undergo each of the following study procedures:
On the date of study enrollment
1) We will ask for your basic information, past medical history, medication history, and family history.
2) You will undergo routine physical and ancillary examinations, including: 
· General condition check: vital signs (such as temperature, heart rate, respiration, blood pressure, etc.);
· A detailed neurological examination;
· [bookmark: _Hlk43288886]Scale evaluation: preoperative mRS Score, GCS score, Markwalder grade, EQ-5D-5L scale;
· Auxiliary examinations: chest X-ray, electrocardiogram, blood routine and blood type, a complete set of biochemical tests, 6 coagulation tests, urine routine and 8 preoperative infectious diseases tests.
· Brain imaging examination: emergency head CT scan on admission; 
48 hours after surgery
[bookmark: _Hlk27222986]At 48 hours after surgery, you will undergo necessary reexaminations to assess the effect of treatment and your health, including: 
· General condition checks: vital signs (e.g. temperature, heart rate, respiration, blood pressure, etc.);
· A detailed neurological examination;
· Scale evaluation: mRS Score, GCS score, Markwalder grade at 48 hours after operation;
· Brain imaging examination: CT scan at 48 hours after operation;
[bookmark: _Hlk42439349]The patients were followed up at 1 month (±3 days) and 3 months (±5 days) after operation
At the outpatient visit 1 and 3 months after surgery, you will receive necessary reexaminations to assess the long-term effect of treatment and your health status, including: 
· General condition check: vital signs (such as temperature, heart rate, respiration, blood pressure, etc.);
· A detailed neurological examination;
· Scale evaluation: mRS Score, GCS score, Markwalder grade, EQ-5D-5L scale;
· Brain imaging examination: head CT plain scan.
7. What are my obligations to participate in the study? 
During the study, you will need to do the following:
· An obligation to tell the truth about your medical history and "previous participation in clinical trials," as well as a declaration of no history of mental disorders;
· Conducting research-related surgical treatment and postoperative observation according to the doctor's requirements during the hospital stay;
· During the study period, you will be required to return to the hospital for clinical visits at 1 and 3 months after the operation to evaluate the neurological function scale, quality of life questionnaire, and head CT scan.
· At the end of the study or if you decide to withdraw from the study, you will be required to discontinue the study treatment according to your doctor's instructions for your safety.
After the study:
Follow your doctor's instructions to observe the effects of the study treatment on your health.
8. What are the costs involved in participating in the study?
The costs for study-related procedures, including intraoperative neuroendoscopy, neurological function assessments, and quality-of-life questionnaires, will be covered at no cost to you. Other required treatments and examinations are not covered by the fee. In order to compensate you for the inconvenience that may be brought to you by your participation in this study, in addition to the normal treatment and outpatient review, the study will pay you a certain amount, 100 yuan per time, if you come to the hospital for treatment or examination.
9. To research what are the benefits for the treatment of my illness?
· [bookmark: _Hlk4585224]In this study, no matter what treatment strategy is adopted, you will receive strict and standardized treatment and guidance;
· Throughout the study, your doctor will closely monitor your physical condition and provide timely assessments based on your progress.
· Your condition may or may not improve by participating in this study, and the information learned from this study will help determine which treatments are safer and more effective for other patients with a condition similar to yours.
10. Do I have other treatment options?
If you do not participate in this study, you may choose from the following treatments, which may or may not improve your symptoms and health.
· Drug treatment: including oral atorvastatin, hormones, or traditional Chinese medicine treatment, the method of symptom is lighter and less intracranial hematoma of patients may be effective, but usually work slower, drug treatment in the treatment of intracranial hematoma may occur during the progress of further your symptoms and medication at the same time the adverse reactions such as liver and kidney dysfunction may occur.
· Conservative observation: this method is only applicable to mild and less hematoma brain tissue has no obvious compression of patients, conservative treatment may also for intracranial hematoma progression or long-term chronic compression eventually aggravate your condition.
11. What are the possible risks associated with participating in the study?
· No matter what kind of surgery you receive, you may not be able to improve neurological dysfunction or hematoma recurrence due to poor efficacy.
· All potential complications, side effects, and adverse reactions related to the surgical procedure, including intracranial hemorrhage and hematoma recurrence, intracranial infection, epilepsy, poor healing of incision, complications, such as specific content you can get full understanding in operation informed consent and the competent your doctor do an explanation in detail for you.
· Because the drilling and drainage and visualization neuroendoscopy involved in this study are routine treatments for intracranial hematoma, the above-mentioned complications, side effects and adverse reactions may occur as long as you accept the treatment methods, regardless of whether you participate in this clinical study or not, but the surgical treatment methods in this study are safe and effective in the vast majority of cases. However, the surgical treatment method in this study is safe and effective in the vast majority of cases.
· At the same time, any treatment may be ineffective, and the disease may continue to progress due to ineffective treatment or complicated with other diseases.
· If your health is due to take part in the research and study related damage, please immediately notify the doctor, they will be responsible for the proper treatment measures to you. You related to this research and development projects as well as the corresponding compensation or damage compensation will be borne by the Changsha branch all the medical technology co., LTD. Changsha branch all the medical technology co., LTD. For the research and development project to purchase liability insurance related to clinical trials, and timely payment to give your compensation or compensation.
· Even if you have already signed the informed consent form, you will still retain all of your legal right.
12. Can I voluntarily choose to participate in the study and drop out of the study?
To participate in this study is completely voluntary, you can refused to participate in research, or any time out in the research process, this study does not need any reason. If you do not participate in the study or quit. This decision will not affect your doctor's care.
If you decide to withdraw from the study, please contact your doctor beforehand. To ensure your safety, you may need to undergo certain examinations before discontinuing your participation, it is good to protect your health.
13. What if new information related to the study becomes available? 
Occasionally, new information may become available regarding treatments relevant to the study. If any new information becomes available that may affect your willingness to continue in the study, we will notify you and discuss with you whether it is appropriate to continue in the study.
14. How will participating in the study affect my life?
After you join the study, your study doctor will provide a detailed explanation of the treatment process and follow-up procedures, if you have any questions about inspection and steps in research can consult the doctor.
During the study, your study physician will advise you which medications you can and cannot take during the study. Consult your study physician before taking any new prescribed medications.
Neuroendoscopy-assisted hematoma drainage is a safe treatment for the vast majority of patients with chronic subdural hematoma. If you experience additional study-related harm to your health as a result of participating in the study, including treatment-related adverse effects, side effects, and complications, please notify your study physician immediately, and they will be responsible for taking appropriate care of you.
Even if you have signed this informed consent form, you still retain all of your legal rights.
You may not participate in any other clinical research on drugs or medical devices during the study period.
15. Will my personal information be kept confidential?
Your medical records will be kept at the hospital, and investigators, research authority personnel, ethics committees, monitors, inspectors, and higher administration inspectors will have access to the original medical records of subjects to verify the process and data of the clinical trial. The above personnel are responsible for the confidentiality of your personal information and will be punished for breach of regulations. Any confidential matters related to your identity identification records will not be publicly used. If the results of a clinical trial are released, your identifying information will remain confidential. We will make every effort to protect the privacy of your personal medical data to the extent permitted by law. Your name will not be included in any reports.
16. Related Inquiries
If you have any questions related to your rights and interests, or if you would like to express your dissatisfaction and questions during your participation in this study, please contact the Office of National Clinical Trial Institution (Registration Research) of Beijing Tiantan Hospital at: 010-59975178, or the National Medical Center of Tiantan Hospital (horizontal project) at 010-59976165, or the Science and Technology Department of Tiantan Hospital (vertical project) at 010-59975827, or the Ethics Committee Office of Tiantan Hospital at 010-59978555/5692/6269. Email: ttyyirb@163.com.
Subject Consent Statement
Consent to Participate in Neuroendoscopy-assisted Hematoma Drainage versus Burr Hole Drainage for Chronic Subdural Hematoma: A Multicenter Randomized Controlled Trial
By signing, you signify that:
1. I have read this informed consent form and the study has been explained to me by the researcher.
2. I have discussed and asked questions related to the study, and I am satisfied that they have been answered.
3. I understand that in the event of research-related damages, I will be able to recover damages from the sponsor/accreditator (either retained).
4. I have had ample time to make my decision.
5. I voluntarily agreed to participate in the clinical study described in this article.
6. I have been given a list of investigators for whom I should consult in the study.
7. As described in this informed consent form, I agree that personnel associated with the study and regulatory authorities will have access to my medical and personal information when necessary.
8. Beijing Tiantan Hospital, Capital Medical University, as a teaching hospital, undertakes the tasks of treatment, teaching and scientific research. The purpose is to train medical students to become qualified doctors on the basis of treating diseases, and at the same time, use existing resources to continuously improve the ability to diagnose and treat diseases, so as to better serve patients. Your consent to use your research data and samples for future medical research (such as analysis of similar diseases, etc.) is entirely voluntary, and your treatment and rights and interests in this research project or any other medical activities will not be affected.
On the premise of strictly protecting personal identity information, I/guardian  □ Agree  □ Do not agree  (please use "√" to represent the choice in the box)
The study data and samples from this study were used in other retrospective studies with the approval of the ethics committee.
You have the right to withdraw the above consent at any time by contacting the investigator who signed this informed consent form.

Subject Signature: ________________       Date: ________________                                                        

Name Block Letter: ________________      Contact Number: ________________

Signature of Guardian (if any) : ________________  Date: ________________             

Guardian's Name Block Letter: ______________  Contact Number: _____________

Relationship between guardian and patient: ________________ 
Impartial Witness Statement:
I was present throughout the informed consent process, the contents of the informed consent form and other written materials were accurately explained to the subjects or guardians, the subjects or guardians fully understood the meaning of the content, and they agreed to participate in the trial.

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

Name of impartial Witness in block Letters: _____________

Contact Number: _____________


Signature of Investigator: _____________    Date: _____________              

Investigator name in block letters: _____________ 

Contact Number: _____________         
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