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@ English Translation of the Ethical Approval Document

Ethics Committee Approval Letter for Clinical Trial
The First Affiliated Hospital of Army Medical University, People's

Liberation Army of China

Approval Number: (A)KY2023188

Study Title: A Single-Center Randomized Controlled Trial on the Efficacy and Safety

of Transcutaneous Spinal Direct Current Stimulation for Functional Recovery After

Anterior Cruciate Ligament Reconstruction

Trial Category: [1Registered Drug[JRegistered Medical DeviceMClinical Research
[JOther

Drug Applicability: [JPhase I [1Phase Il [JPhase IIl [IPhase IV []Other

Device Applicability: [IClinical Trial [IClinical Validation []Other

Leading Institution: Southwest Hospital, Third Military Medical University (Army

Medical University)

Applying Department: Department of Rehabilitation Medicine

Principal Investigator/Professional Title: Hou Jingming/Associate Chief Physician

Review Opinion

Review Notes: The Ethics Committee conducted a conference review on the study
protocol and relevant materials of this project on November 21, 2023, with the result
of "Approved with Necessary Revisions" (see details in the "November 21, 2023
Conference Review Revision Notice"). After the investigators submitted the revised
materials, the Ethics Committee conducted an expedited review and confirmed that:
the research team is qualified, all submitted materials are complete, and the clinical
study protocol, informed consent form and other documents comply with ethical
requirements. The committee hereby approves the conduct of this clinical study.
Review Conclusion: Approved

Continuous Review Frequency: [1Every 3 months [1Every 6 months M Every 12

months []Other

Approved Materials

Initial Review Application Form

Re-review Application Form

Study Protocol (Version No.: V6.0; Date: December 18, 2023)

Informed Consent Form (Version No.: V2.0; Date: December 12, 2023)
Case Report Form (Version No.: V3.0; Date: December 12, 2023)

Key References

Principal Investigator's Professional Resume (including GCP Certificate)
Scientific Review Approval Letter



Validity Period of Approval Letter: Based on the study’s anticipated 3-year duration,
the approval letter is valid from the date of approval to December 24, 2026.

Notes (Please Read Carefully)

1.Conduct the clinical study in compliance with Good Clinical Practice (GCP)
principles and strictly in accordance with the protocol approved by this Ethics
Committee.

2.Without prior approval from the Ethics Committee, no modifications shall be made
to the principal investigator, study protocol, informed consent form, recruitment
materials, or any other documents related to participants. If revisions are required, a
formal amendment must be submitted to the Ethics Committee and implemented only
after approval.

3.In the event of a Serious Adverse Event (SAE) occurring at the institution, promptly
submit a "Serious Adverse Event Report".

4.In line with the continuous review frequency specified in this approval letter, submit
a "Study Progress Report" 10 working days in advance.

5.If any major or persistent protocol deviations occur during the study, submit a
"Protocol Deviation Report" immediately.

6.Should the clinical study need to be suspended or terminated prematurely, promptly
submit a "Study Suspension/Termination Report".

7.If the study exceeds the validity period of this approval letter, submit a "Study
Progress Report" to the Ethics Committee 10 working days in advance. The study
may continue only after obtaining approval from the Ethics Committee.

8.Upon completion of the study, submit a "Study Completion Report Form" for
review by the Ethics Committee.

Ethics Committee of the First Affiliated Hospital, Army Medical University,
People's Liberation Army of China

Date: December 25, 2023

Declaration

The composition and working procedures of this Ethics Committee fully comply with
the relevant requirements and ethical guidelines stipulated in: Measures for the
Ethical Review of Biomedical Research Involving Humans (2016) issued by the
National Health and Family Planning Commission; Good Clinical Practice for Drugs
(2020) and Good Clinical Practice for Medical Devices (2022) jointly issued by the
National Medical Products Administration and the National Health Commission; the
World Medical Association (WMA) Declaration of Helsinki; the Council for
International Organizations of Medical Sciences (CIOMS) International Ethical
Guidelines for Biomedical Research Involving Humans; and the International Council
for Harmonisation of Technical Requirements for Pharmaceuticals for Human Use
(ICH) Good Clinical Practice (GCP).
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