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	Review comments
In accordance with the ethical principles outlined in the National Health Commission's "Measures for Ethical Review of Life Sciences and Medical Research Involving Human Subjects," the National Administration of Traditional Chinese Medicine's "Management Standards for Ethical Review of Traditional Chinese Medicine Clinical Research," the National Medical Products Administration's "Quality Management Standards for Drug Clinical Trials" and "Quality Management Standards for Medical Device Clinical Trials," the World Medical Association's "Declaration of Helsinki," and the Council for International Organizations of Medical Sciences' "International Ethical Guidelines for Biomedical Research Involving Human Subjects," this ethics committee has reviewed and approved the conduct of this study in accordance with the approved clinical research protocol, informed consent form, and recruitment materials.
Please conduct the clinical research in accordance with the principles of Good Clinical Practice (GCP) and the protocol approved by the ethics committee, ensuring the protection of the health and rights of the subjects. Before the study begins, the applicant must complete the clinical trial registration. During the research process, if there are any changes to the principal investigator or any modifications to the clinical research protocol, informed consent form, recruitment materials, etc., the applicant must submit an amendment review application. In the event of any serious adverse events, the applicant must promptly submit a report of serious adverse events.
Please follow the annual/periodic tracking review frequency stipulated by the ethics committee. The applicant must submit a research progress report one month before the deadline. The sponsor should submit a summary report of the research progress across all study sites to the lead unit's ethics committee. Should any situation arise that may significantly affect the trial's conduct or increase risks to subjects, the applicant must promptly submit a written report to the ethics committee.
Instances where the research enrolls subjects who do not meet the inclusion criteria or who meet the exclusion criteria, where subjects who meet the requirements for trial discontinuation are not withdrawn, where incorrect treatment or dosage is administered, where prohibited concomitant medications per the protocol are given, or any other situations where the study is not conducted in accordance with the protocol; or any circumstances that may violate GCP principles and adversely affect the subjects' rights/health or the scientific validity of the research, must be reported by the sponsor/monitor/investigator via a protocol deviation report.
If the applicant suspends or prematurely terminates the clinical research, a suspension/termination report must be submitted promptly. Upon completion of the clinical research, the applicant must submit a study completion report.

	Adjusted annual/periodic follow-up review frequency
	Please submit the research progress report within one month by June 20, 2025

	Validity Period
	12 months
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