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Protocol Title: Comparison of Prognostic Outcomes Between Continuous Drainage and Intermittent Drainage via Lumbar Cistern Catheterization in Patients with Postoperative Aneurysmal Subarachnoid Hemorrhage: A Prospective, Single-Center, Randomized Controlled Clinical Trial.

Principal Investigator: Jianhua Peng

Research Institution: Affiliated Hospital of Southwest Medical University

Dear Participant,

You are invited to participate in the research study titled Comparison of Prognostic Outcomes Between Continuous Drainage and Intermittent Drainage via Lumbar Cistern Catheterization in Patients with Postoperative Aneurysmal Subarachnoid Hemorrhage: A Prospective, Single-Center, Randomized Controlled Clinical Trial. This study is conducted by the Department of Neurosurgery at the Affiliated Hospital of Southwest Medical University.Please carefully read this informed consent document and make a thoughtful decision about whether to participate in this study. Participation is entirely voluntary and based on your choice. As a participant, you must provide your written consent before joining the clinical study. If there is anything you do not understand, feel free to ask your study doctor or researcher to explain it to you.We encourage you to discuss your decision with your family and friends before agreeing to participate. You have the right to refuse participation or withdraw from the study at any time without penalty or loss of benefits to which you are entitled. If you are currently participating in another study, please inform your study doctor or researcher.The background, purpose, study procedures, and other important information about this research are as follows:   

Study Background

The background of this research is as follows: Spontaneous subarachnoid hemorrhage (SAH) accounts for approximately 5% of all strokes and is a common type of hemorrhagic stroke. Patients with spontaneous subarachnoid hemorrhage are often young, experience sudden onset, rapid progression, and have high mortality and disability rates, imposing a heavy burden on individuals, families, and society. Rupture of intracranial aneurysms is the primary cause of spontaneous subarachnoid hemorrhage, with about 85% of cases being aneurysmal subarachnoid hemorrhage. With the continuous advancement of treatment techniques, the prognosis of aneurysmal subarachnoid hemorrhage has significantly improved. However, the active management of complications following aneurysmal subarachnoid hemorrhage is equally crucial and can significantly impact patient outcomes.

Hydrocephalus is one of the common complications following aneurysmal subarachnoid hemorrhage, with an incidence ranging from 6% to 67%. Risk factors associated with the development of hydrocephalus after aneurysmal subarachnoid hemorrhage include advanced age, hypertension, intraventricular hemorrhage, diffuse subarachnoid hemorrhage, posterior circulation aneurysms, focal ischemic injury, ventricular enlargement at admission, symptomatic vasospasm, aneurysm re-rupture, and female sex. Several clinical studies have demonstrated that patients undergoing external ventricular drainage or lumbar cistern drainage after aneurysmal subarachnoid hemorrhage experience better clinical outcomes, with reduced occurrences of hydrocephalus, vasospasm, and delayed cerebral infarction.

Recent clinical studies have confirmed that cerebrospinal fluid drainage can improve outcomes for patients with acute hydrocephalus following aneurysmal subarachnoid hemorrhage. However, the selection of specific drainage methods and the optimal timing for removing the drainage tube still require further investigation. In contrast, there is a lack of clinical research on the mechanisms and preventive measures for late-onset hydrocephalus. Particularly in cases of shunt-dependent hydrocephalus, surgical intervention often becomes the only option to save the patient's life and improve clinical outcomes. However, patients face the risks of additional surgeries, prolonged hospital stays, and increased financial costs. Although some studies have attempted to develop prediction models for shunt-dependent hydrocephalus after aneurysmal subarachnoid hemorrhage, the stability and generalizability of these models remain insufficient. More importantly, different drainage methods have not yet been incorporated into these models.

Lumbar cistern drainage is one of the commonly used clinical methods for treating hydrocephalus following aneurysmal subarachnoid hemorrhage. In clinical practice for managing aneurysmal subarachnoid hemorrhage, lumbar cistern drainage is a widely adopted treatment approach in many neurosurgical centers, including the Neurosurgery Department of the Affiliated Hospital of Southwest Medical University. Its safety has been confirmed to a certain extent through extensive clinical application and scientific research. While external ventricular drainage, another treatment for hydrocephalus after aneurysmal subarachnoid hemorrhage, has been extensively studied regarding drainage methods and the optimal timing for catheter removal, there is a lack of high-quality clinical research on different lumbar cistern drainage methods and their impact on patient safety and efficacy.

This project aims to conduct a single-center randomized controlled trial to explore the safety and efficacy of different lumbar cistern drainage methods following aneurysmal subarachnoid hemorrhage. It will evaluate whether these methods have varying impacts on patients' neurological functional outcomes and whether the incidence of shunt-dependent hydrocephalus differs across the methods. The successful implementation of this project will provide high-quality evidence-based medical guidance for the clinical management of hydrocephalus after aneurysmal subarachnoid hemorrhage.

2.Research Objectives

The purpose of this study is to determine the safety and efficacy of intermittent lumbar cistern drainage in patients after aneurysmal subarachnoid hemorrhage, as well as its impact on patients' neurological function and the incidence of shunt-dependent hydrocephalus.

3.Research Process

3.1 How many participants will be involved in this study?

Approximately 256 participants will be involved in this study at our hospital (Affiliated Hospital of Southwest Medical University)
3.2 Research Steps
If you agree to participate in this study, please sign this informed consent form. During the entire study period, we plan to perform lumbar cisternal drainage of cerebrospinal fluid at a rate of 120ml per day for 3 consecutive days.

Before you are enrolled in the study, the doctor will inquire and record your basic information. The patients included in this study are those with subarachnoid hemorrhage caused by intracranial aneurysms confirmed by cranial CTA/DSA. These patients require treatment through surgical clipping or endovascular coil embolization after the hemorrhage.

After confirming that you are eligible to participate in this study, a lumbar cisternal drainage will be placed for therapeutic purposes. You will be randomly assigned to either the experimental group or the control group.In the experimental group, patients will undergo cerebrospinal fluid (CSF) drainage of 120 mL per day, divided into three sessions, with one-third of the total volume drained each time. Once one-third of the CSF has been drained, the three-way stopcock will be closed and remain clamped until the next drainage session. If one-third of the CSF has not been drained within 2 hours after opening, the drainage height will be lowered by 2 cm, and the drainage will be clamped until the next session.For patients in the control group, continuous drainage will be performed, with a total of 120 mL of CSF drained daily.

At 1, 3, and 6 months after discharge, you will receive follow-up via telephone or outpatient visit.

3.3 How long will this study last?
This study will continue until the end of hospitalization, with follow-up lasting at least until 6 months after discharge.

You can choose to withdraw from the study at any time without losing any benefits you are entitled to. However, if you decide to withdraw during the study, we encourage you to consult with your doctor first. If you experience a serious adverse event or if your study doctor believes that continued participation is not in your best interest, he/she may decide to withdraw you from the study. The sponsor or regulatory authorities may also terminate the study during its course. However, your withdrawal will not affect your normal medical treatment and rights.

If you withdraw from the study for any reason, you may be asked about your participation in the study. If the doctor deems it necessary, you may also be required to undergo laboratory tests and physical examinations.

3.4. Information and biological specimens collected in the study.

Patient baseline data (age, gender, Hunt-Hess score, GCS score, modified Fisher score, etc.).

Incidence of related complications during hospitalization and mortality rate.

GOS score and mRS score at discharge and at 1, 3, and 6 months post-discharge, as well as the incidence of shunt-dependent hydrocephalus.

4.Risks and Benefits
4.1 What are the risks of participating in this study?

Lumbar cistern drainage is a conventional diagnostic and treatment procedure for aneurysmal subarachnoid hemorrhage. Merely altering the drainage method will not impose additional risks on the patient beyond those inherent to the puncture and drainage itself, such as infection, local vascular injury, nerve injury, cerebrospinal fluid leakage, brain herniation, etc.

If you experience any discomfort, changes in your condition, or any unexpected incidents during the study, regardless of whether they are related to the research, you should promptly inform your doctor. He/she will assess the situation and provide appropriate medical treatment.

At 1, 3, and 6 months after discharge, follow-up will be conducted via phone or outpatient visits to assess your recovery. This may take up some of your time and could potentially cause inconvenience or trouble. Additionally, communicating and discussing with us may cause some psychological discomfort for you.

4.2 What are the benefits of participating in this study?
Direct benefits:There are no direct benefits for you, but the research on this disease will benefit future patients and may generate certain societal benefits.
Potential benefits:Reducing the risk of hydrocephalus, minimizing complications, and improving prognosis.

5.Alternative Treatment Options

Apart from participating in this study, you may receive other conventional treatments provided by your doctor:
1.External ventricular drainage.
2.Dehydration agent therapy.
6.Use of Research Results and Confidentiality of Personal Information
With the understanding and assistance of you and other participants, the results obtained from this research project may be published in medical journals. However, we will maintain confidentiality of your research records as required by law. The personal information of research subjects will be strictly protected and will not be disclosed unless required by relevant laws. When necessary, government regulatory authorities, the hospital ethics committee, and other relevant researchers may access your information in accordance with regulations.

7.Regarding Research Costs and Related Compensation

There is no research compensation. This study will not additionally collect any biological specimens from patients or conduct other tests, aside from gathering basic information during their medical visits and prognostic-related data from the follow-up process (1, 3, and 6 months after discharge). Therefore, there are no potential harms or compensation costs involved.

8.Rights of Participants and Relevant Considerations

8.1 Your Rights

Throughout your participation in the study, your involvement is voluntary. If you decide not to participate, it will not affect any other treatments you are entitled to receive. If you choose to participate, you will be asked to sign this written informed consent form. You have the right to withdraw from the trial at any stage without facing discrimination or unfair treatment, and your medical care and rights will remain unaffected.
8.2 Considerations

As a participant, you must:

Provide truthful information about your medical history and current health status;

Inform the research physician of any discomfort experienced during the study;

Refrain from taking restricted medications, foods, or other items as instructed by the physician;

Disclose whether you have recently participated in, or are currently involved in, any other research studies.

9.Contact Information for Obtaining Details

If any significant new information arises during the study that may affect your willingness to continue participating, your physician will promptly notify you. If you have questions about your research data or wish to learn about the study's findings after its conclusion, you may ask any questions about this study at any time and receive corresponding answers. Please contact Dr. Jianhua Peng at 152 2828 5418.

Ethics Committee of the Affiliated Hospital of Southwest Medical University (Clinical Trial)

Telephone: 0830-3165273

Email: xnydfyirb@sina.com.

Participant Signature Page

Informed Consent Statement:

I have been informed about the purpose, background, procedures, risks, and benefits of this study. I have had sufficient time and opportunity to ask questions, and the answers provided have satisfied me.

I have also been informed about whom to contact if I have questions, wish to report difficulties, concerns, or suggestions regarding the study, or seek additional information or assistance related to the research.

I have read this informed consent form and agree to participate in this study.

I understand that I may choose not to participate in this study or withdraw at any time during the research without providing any reason. 

I acknowledge that if my condition worsens, if I experience serious adverse events, or if my research physician determines that continued participation is not in my best interest, he/she may decide to withdraw me from the study. The sponsor or regulatory authorities may also terminate the study at any time without requiring my consent. If such a situation occurs, my physician will promptly notify me, and the research physician will discuss alternative options with me. 

I will receive a copy of this informed consent form, signed by both myself and the investigator.

Signature of the Subject:                                     Date:           
（Note: If the subject is incompetent / has limited capacity for civil conduct, the legal representative is required to sign and indicate the date）

Signature of the Legal Representative:                          Date:           

（Note: If the subject is unable to read this informed consent form, an independent witness is required to certify that the researcher has informed the subject of all the contents of the informed consent form. The independent witness is required to sign and indicate the date）

Signature of the Independent Witness:                          Date:           
Signature of the Researcher:



         Date:           
PAGE  
Version Number:V1.0
Version Date: November 27, 2024                                                                     

 1 / 6

