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Review opinion:  
According to the ethical principles of China, including "Measures for the Ethical Review of 
Biomedical Research Involving Humans", WMA "Declaration of Helsinki" and CIOMS 
"International Ethical Guidelines for Human Biomedical Research", the ethics committee has 
reviewed and agreed to follow the approved documents carried out this research.  
1. Please follow the protocol approved by the ethics committee to carry out clinical research to 
protect the health and rights of subjects.  
2. Before starting the research, applicants are requested to complete the clinical research filing. 
3. If the main investigator is changed during the research process, the applicant is requested to 
submit an amendment review application for any changes to the clinical research plan, informed 
consent, etc.  
4. If a serious adverse event occurs, the applicant is requested to submit a serious adverse event 
report in time.  
5. Please follow the annual/regular follow-up frequency set by the ethics committee, and 
applicants should submit a research progress report one month before the deadline. If there is 
any situation that may significantly affect the test progress or increase the risk of the subjects, 
the applicant is requested to submit a written report to the ethics committee in time. 
6. If the applicant suspends or terminates clinical research early, please submit the 
suspension/discontinuation report in time. 
7. When the clinical research is complete, the applicant is requested to submit the final report. 
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12 months 
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