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HIRB Approval Letter

Statement: HIRB is composed and works in accordance with China GCP and relevant regulations, and its review and

work process will not be affected by any organization or individual other than HIRB.

Approval No.: (2022) Temporary Trial No.(889)

Review Meeting Date

2022/9/27

Review Meeting Venue

Tencent video meeting

Research Title

The Database of Common Foot Diseases in the Elderly and Research on
Rehabilitation Mechanism of Multi-system Coupling

Review Documents

Attached list of ethical review documents (stamped page)

Sponsor

None

Clinical Research Institution

Department of Orthopedics, Huashan Hospital, Fudan University

Principal investigator

Ma, Xin

Ethics review methods

B Meeting Review [  Quick Review [0 Emergency Meeting Review

Ethic Committee members

Wu, Rong (Researcher, female), Gu, Yong (Professor of medicine), Ni, Quanxing
(Professor of medicine), Feng, Xiaoyuan (Professor of medicine), Wang Dayou
(Chief Pharmacist), Dong Qiang (Professor of medicine), Yang, Qinping (Professor
of medicine, female), Wang, Jian (Professor of medicine), Ding, Ding (Associate
researcher, female), Cao, Guoying (Deputy Chief Pharmacist, female), Chen, Jianbo
(Lawyer, other affiliation), Wang, Yuejuan (Non-medical major, female, other
affiliation), Liu, Haitao (Ethics, female, other affiliation), Zhong, Liang (Professor
of medicine), Huang, Haihui (Professor of medicine, female), Wu, Cuiyun (Assistant

researcher, female)

Review opinion

1. Ethical Review Committee's Review: Agree to conduct the research according
to the amendments.
Comments and Suggestions: None

2. Annual/Periodic Review of the research implementation process by the Ethical
Review Committee: W Yes 0 No
Review frequency from the date of initial approval:
0 3 months [0 6 months B | year

3. The Ethical Review Committee has the right to change the annual/periodic

review frequency based on the actual progress.

Committee Chairman or vice Chairman Signature:
Ethical Review Committee of Huashan Hospital, Fudax
Date:

Attention: (Please read carefully)

1. All matters related to the protection of human genetic resources or requiring special approval from relevant

departments according to national regulations must be declared to and approved by the relevant departments

before project execution.

2. Approved projects by this Ethical Review Committee are all related to biomedical research involving humans

and must strictly adhere to the approved protocols in terms of timelines and participant numbers. Any changes

must be approved by the Hospital Medical Ethics Committee and the relevant departments for clinical trials.

3. This approval letter may be filed with the central institutions and their ethics committees. Contact the Ethical

Review Committee for any disagreements regarding protocol feasibility (including qualifications and experience

of the researchers, equipment and conditions, etc.)




2022/9/27 Ethical Review Committee of Huashan Hospital, Fudan University(HIRB) Meeting No. 2022M-016

4.

10.

11.

Research information should be registered on publicly accessible websites, such as China's Medical Research
Registration and Filing Information System, before the enrollment of the first participant.

Approved projects must adhere to the protocols approved by the Ethical Review Committee and comply with
ethical principles defined by national regulations, NMPA guidelines, and the Helsinki Declaration.

Please inform the Ethical Review Committee promptly of any suspension or early termination of clinical
research.

Please report any suspected and unexpected serious adverse reactions to the Ethical Review Committee
promptly.

Any modifications to approved clinical research protocols, informed consent forms, or changes in the principal
investigator, must be submitted to the Ethical Review Committee in a timely manner and can only be
implemented after obtaining approval from the committee. Minor administrative changes that only involve
clinical trial management, such as the replacement of monitors or telephone numbers, may be exempted but
should be reported promptly.

Report instances of non-compliance/deviation from the protocol that increase participant risks or significantly
affect the study implementation, or to avoid immediate harm to participants. Other instances of general non-
compliance/deviation from the protocol may be reported periodically.

Submit an application for review one month prior to the due date of the annual/periodic review, regardless of
whether the study has commenced or not, based on the Ethical Review Committee's opinions.

Submit a final report to the Ethical Review Committee upon completion of the clinical research.

Address: No.12, Wulumugi Middle Road, Shanghai ~ Post code: 200040 Tel: 021-52888045
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