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According to the Regulations and Rules of "Ethical Reviews for Biomedical Research
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ommet Involving Human Subjects" (2023)the National Health Commission of PRC , " Declaration of

Helsinki" of WMA. and "International Ethical Guidelines for Human Biomedical Research" of

CIOMS , the project was approved by ECCR.
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The clinical study shall be implemented within | year from the date of approval. If overdue, the approval for this
project shall berevoked. During the implementation of clinical research, tracking review will be conducted by
ECCRevery 12 months fromthe effective date of the initial approval (the ethics committee has the right to change
the frequency oi’trackingreview according to the actual implementation of clinical trials)
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Please strictly follow the approved research protocol. Any revisions of the protocol must be reported to ECCR in

written form. It can be conducted only after the modification was approved by ECCR.

KA TS BIE AR RS S SR M S A AE TR R A, U4 24 e AR AR IR A A,

Serious adverse events and unanticipated adverse events that affect the risk-to-benefit ratio of the project must be

reported to ECCR within 24 hours. )
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Anysuspension, project violation or early termination of the clinical research, should be reported to ECCR promptly.
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Please submit a completion research report to ECCR after completion of the project.
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SR AE A ARE ST 90 8 B it #4743 0., Before the implementation of research approved by the ECCR,
researchers must truthfully, completely, and accurately upload the information according to the
requirements of the National Medical Research Registration System (www.medicalresearch. org.cn),
and update the information in a timely manner according to the research progress.
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collect, preserve, utilize the Chinese human genetic resources, it is necessary to comply with

the Implementation Rules of the Regulations on the Management of Human Genetic Resources.
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