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In accordance with the ethical principles outlined in the National He
alth Commission's "Ethical Review Measures for Life Sciences and Medic
al Research Involving Humans," the Chinese Hospital Association's "Gu
delines for the Construction of Ethics Committees for Clinical Research
nvolving Humans," the WMA's "Declaration of Helsinki," and the CIOMS
's "International Ethical Guidelines for Health-Related Research Involvin
g Humans," this ethics committee has reviewed and approved this study
to be conducted according to the approved clinical research protocol an
d informed consent form.

Please adhere to GCP principles, follow the protocol approved by th
e ethics committee, and protect the health and rights of the subjects.

If there is any change of the principal investigator, or any modificat
ons to the clinical research protocol, informed consent form, etc., the af
plicant must submit an application for amendment review.

In the event of any serious adverse events, the applicant must prom
ptly submit a serious adverse event report.

Please follow the tracking review frequency stipulated by the ethics
committee. The applicant must submit a progress report one month bef
ore the deadline. If any situation arises that may significantly affect the
conduct of the trial or increase the risk to subjects, the applicant must
romptly submit a written report to the ethics committee.

If any non-compliance/violation of the research protocol occurs dur
ng the research process, or any situation that may adversely affect the r
ghts/health of the subjects or the scientific validity of the research, cons
tituting a violation of GCP principles, the sponsor/monitor/investigator




must submit a non-compliance/protocol violation report.

If the applicant suspends or terminates the clinical research early, a
suspension/termination report must be submitted promptly.

Upon completion of the clinical research, the applicant must submit
a study completion report.

This trial must be initiated within 1 year after approval. This approvd
| document will automatically become void if the trial has not been init
ated by the deadline.
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