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	Review comments

	
This ethics committee has reviewed and agrees to proceed with the research in accordance with the approved documents, including the 'Regulations on Ethical Review of Biomedical Research Involving Humans', CFDA 'Good Clinical Practice for Drug Clinical Trials (2003)', WMA 'Declaration of Helsinki', and CIOMS 'International Ethical Guidelines for Biomedical Research Involving Human Subjects'. 
        Please follow GCP principles and perform clinical research in compliance with ethics committee-approved documentation, while protecting the subjects' health and rights. 
Before the research may begin, the applicant must first register the clinical trial. 
If the primary investigator changes throughout the research, or if the approved materials change, the applicant must submit an
amendment review application. 
If a major adverse event occurs, the applicant should file a report as soon as possible.
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	Please submit the research progress report one month before the deadline, in accordance with the ethics committee's annual/periodic follow
-up review frequency; the sponsor should provide a summary report of each center's research progress to the ethics committee of the leading unit: If 
any circumstances arise that could have a substantial impact on the trial's conduct or raise the danger to participants, the sponsor should promptly 
submit a written report to the ethical committee.
If the study includes subjects who do not meet the inclusion or exclusion criteria, do not withdraw subjects from the study in accordance with 
the criteria for terminating the trial, administer incorrect treatment or dosage, or give prohibited concomitant medications, among other situations that 
do not comply with the study protocol; or if there are circumstances that may negatively impact the rights/health of subjects and the scientific validity 
of the research, in violation of Good Clinical Practice (GCP) principles, the sponsor/monitor/researcher should submit a report of protocol violations.
If the sponsor pauses or terminates the clinical trial prematurely, please provide a suspension/termination report as soon as possible.
When the clinical research is completed, the sponsor should submit a completion report.

	Annual/Periodic Tracking Review Frequency
	Please submit the annual/periodic follow-up review one month before November 30, 2023.

	Validity period
	December 1, 2022 ~ November 30, 2024

	Contact person and phone number
	Ge Ying 0551-62922017
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	Date
	December 1, 2022




According to the People's Republic of China's Drug Administration Law, the General Office of the State Council's Interim Measures for the Management of Human Genetic Resources, and other relevant laws and regulations, experimental data and biological sample resources used in projects approved by this ethics committee are strictly prohibited from leaving the country. This ethical committee must seek and approve approval from the Chinese Office of Human Genetic Resources Management before experimental data and biological samples can leave the country.
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