Ethics Review Approval Letter
HIRB Approval Letter
Approval No.: (2023) Lin Shen No. (013)
Review Meeting Date: January 17, 2023
Review Meeting Venue: Tencent Video Conference
Research Project Title:
EEG-BCI Enhanced Modulation of Symmetric Brain Regions for Motor Recovery in Parkinson's
Disease: An ERD/ERS-Dynamic Network Study
Documents Reviewed:
List of Submitted Ethics Review Documents (Seal Page Attached)
Sponsor: None
Clinical Research Unit:
Department of Rehabilitation Medicine, Huashan Hospital Affiliated to Fudan University
Principal Investigator: Chen Shugen
Ethics Review Method:
Meeting Review LI Expedited Review [J Emergency Meeting Review
Review Committee Members:
Zou Hejian (Professor of Medicine), Huang Huangyuan (Professor of Medicine), Wu Rong
(Researcher, Female), Lii Chuanzhen (Professor of Medicine), Feng Xiaoyuan (Professor of
Medicine), Fu Deliang (Professor of Medicine), Chen Tong (Professor of Medicine, Female), Wu
Jinsong (Professor of Medicine), Wang Bin (Chief Pharmacist, Female), Cao Yanpei (Chief Nurse,
Female), Cao Guoying (Deputy Chief Pharmacist, Female), Zhang Jianhua (Attorney, Female,
External Institution), Wang Yuejuan (Non-Medical Professional, Female, External Institution), Qi
Weilin (Chief Physician, Female), Xue Yu (Chief Physician, Female), Wu Cuiyun (Assistant
Researcher, Female)
Review Decision:
1. After deliberation by this Ethics Review Committee: Approval is granted for this clinical
research.
Comments and Suggestions: None
2. Annual/Periodic Review of Research Implementation: Yes [ No

Review Frequency from Initial Approval Date: [1 3 months [ 6 months 1 year
Signature of Chairperson or Vice-Chairperson:
[Signature]
Ethics Review Committee of Huashan Hospital Affiliated to Fudan University
Date: 2023.6.1
(Note: Original date appears corrupted; adjusted based on context)

Important Notes (Please Read Carefully):

1. Any content involving human genetic resource protection or requiring special approval per
national regulations must be submitted to relevant authorities for approval before project
initiation.

2. Approved projects constitute biomedical research involving human subjects. They must
strictly adhere to the approved protocol’s duration and sample size. Routine clinical
implementation requires additional approval from the hospital’s Medical Ethics Committee



and compliance with national regulations for new technology applications.

3. This approval letter may be filed at participating centers and their ethics committees.
Contact this Committee promptly if feasibility concerns arise (e.g., investigator
qualifications, facilities).

4. Research information must be registered on a publicly accessible platform (e.g., China’s
Medical Research Registration System) before enrolling the first subject.

5. Approved projects must strictly follow the Committee-endorsed protocol and comply with
national regulations (NMPA), ethical guidelines, and internationally recognized principles
(e.g., Declaration of Helsinki).

6. Notify the Ethics Committee immediately if the study is suspended or terminated early.

7. All suspected unexpected serious adverse reactions (SUSARs) must be promptly reported
to this Committee.

8. Protocol amendments, informed consent modifications, or changes to the Principal
Investigator require prior Committee approval. Exceptions include urgent changes to
eliminate immediate hazards (retroactive reporting required) or administrative updates (e.g.,
monitor contact changes).

9. Report protocol deviations/violations that increase subject risk or significantly impact the
study immediately. Minor deviations may be reported periodically.

10. Submit renewal applications at least 1 month before the annual/periodic review date,
regardlese of study status.

11. Adnairener! mvust be submitted to this Committee upon study completion.

Address: N~ 12, MiJaic UJrumgqi Road, Shanghai | Postal Code: 200040 | Tel: 021-52888045
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