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According to the experimental design of the study,
after the review of the ethics committee, that it was in line
S SR with the principles of animal protection, animal welfare and
Review opinions and ethics, and the relevant provisions of the national

experimental animal welfare ethics.
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The composition and operation of the Ethics Committee conform to the
| Criterions for the Quality Control of Clinical Trial of Drugs, the guiding principles for

ethical review of drug clinical trials and related laws and regulations.
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In order to protect the health and rights of the subjects, the applicant should

follow the GCP principles and programs approved by the Ethical Committee during
the clinical studies. If any changes are made to the primary investigator(s), the clinical
ll research protocol, informed consent, recruitment materials, etc., the applicant is|
requested to submit an amendment for review. In the event of a serious adverse event,
a serious adverse event report should be submitted in time. The violation of the

protocol shall be promptly reported to the Ethics Committee.
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The applicant should submit the study progress report one month before the
deadline according to the frequency of the annual / periodic follow-up examination. If
the applicant suspends or prematurely terminates the clinical research, the suspension
/ termination report should be submitted in time. The applicant should submit the final

report when they complete the clinical study.
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{ The annual / periodic follow-up examination frequency is one year and ”‘l€1

validity of this document is one year.
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