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INFORMED CONSENT FORM
Version 2.0              Date 2024.12.31
Dear Prospective Participant
We invite you to participate in the research project of "Effectiveness of repetitive transcranial magnetic stimulation against poststroke urinary incontinence ". This study will be conducted by the Second Affiliated Hospital of Chongqing Medical University and has been reviewed and approved by the Research Ethics Committee of the Second Affiliated Hospital of Chongqing Medical University.

1. Purpose of the project
This study aims to validate the improvement of symptoms in post-stroke urinary incontinence patients through transcranial direct current stimulation combined with pelvic floor muscle training by designing a randomized controlled clinical trial. Through multidisciplinary team collaboration, we will further explore the characteristics of changes in urodynamics and pelvic floor electrophysiology after combined therapy, clarifying the role of pelvic floor muscle training combined with transcranial direct current stimulation in treating post-stroke urinary incontinence. The successful completion of this project is expected to provide high-quality clinical evidence for the treatment of post-stroke urinary incontinence and further promote the overall advancement of rehabilitation technology and nursing levels for post-stroke urinary incontinence in the region.

2. Explanation of Procedures
If you agree to participate in this study, we will assign a number to each subject and establish medical records. During the study, professionals will perform brain electrical stimulation and pelvic floor muscle training for you. Evaluations of your urinary and pelvic floor functions will be conducted before treatment, at the 4th week of treatment, and at the 8th week after treatment completion. You will be randomly assigned to different groups in the experiment. Your experimental data will only be used for research on tDCS combined with pelvic floor muscle training for post-stroke urinary incontinence.

3. What other treatment options are available?
Manipulation treatment for post-stroke urinary incontinence, mainly include, 1) pharmacological (such as Tolterodine, Botox injection), and 2) surgical interventions, 3) acupuncture. All these treatments are not definitely effective because it is lack of clinical evidence. And conventional nursing includes the use of supportive devices and behavioral interventions. The nurses will give you suitable management no matter which group you are in.

4. Population who didn't be suitable for joining research
You can't participant this project if you have (1)Patients with pre-existing voiding dysfunction prior to stroke;(2)Individuals with intracranial hypertension; (3)Patients with severe systemic comorbidities ;(4)Subjects requiring high-volume intravenous fluid supplementation or medications affecting lower urinary tract function during the trial;(5)Patients with metallic implants;(6)Recipients of cochlear implants;(7)Participants deemed ineligible by investigators or those who voluntarily withdraw.

5.Discomfort and Risks
The risks of this study are minimal. Potential discomforts mainly include skin issues: possible allergies, redness, scratches, and dizziness. The medical supervision and safety of subjects throughout the study are the responsibility of Jiang Wei (Phone: 13808341187, Associate Chief Nurse, Head Nurse of the Orthopedic and Joint Surgery Department, Second Affiliated Hospital of Chongqing Medical University).

6. Benefits
By participating in this study, your condition may be improved. In addition to, this research will help you learn more about your disease and also help to choose a more safe and effective treatment method for treating other patients with similar conditions in future.

7. Fees
If you participant this research, you will receive free rehabilitation assessments, free outpatient follow-up and telephone follow-up. Rehabilitation treatments included in this trial are routine clinical treatment methods, thus, the costs incurred are borne by the patients. If the subjects have adverse reactions or serious adverse reactions related to the rehabilitation training of this trial, you can obtain active treatment for the adverse reactions and appropriate reduction of the costs incurred.

8. Confidentially
All information you supply during the research will be held in confidence and unless you specifically indicate your consent, your name will not appear in ang report or publication of the research. Your data will be safely stored in a locked facility and only research staff will have access to this information. Confidentiality will be provided to the fullest extent possible by law.

9. Voluntary Participation
Your participation in the study is completely voluntary and you may choose to stop participating at any time. Your decision will not influence the treatment you may be receiving and nature of the ongoing relationship you may have with the researchers or study staff. If you decide to withdraw from this study, please contact your doctor.
Subject Statement: I have read and understand the explanation provided to me. I have had all my questions answered to my satisfaction, and I voluntarily agree to participate in this study.
I agree□ or reject□ other research uses my research data and biological specimens in addition to this research.
Printed Name of Participant:                       
Signature of Participant:                            Date:                             
Phone of Participant:                            

Printed Name of Legal representative:                         (If applicable)
Relationship with subjects:                         
Signature of Legal representative:                            Date:                         
Reason for signing by legal representative:                                              
Printed Name of Witness:                         (If applicable)
Signature of Witness:                             Date:                             
Reason for signing by Witness                                                        

   Doctor Statement: I have explained the relevant information of the study to the volunteer who participated in this study and provided him / her with an original signed informed consent form. I confirm that I have explained the details of this study to the subject and answered his/her all my questions.
Signature of Doctor:                              Date:                             
Phone of Doctor:                     
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