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Examination report:
Members of the Ethics Committee carefully reviewed the submitted research protocol .
researchers' qualifications and informed consent form through rapid review and believed that the

submitted materials basically met the ethical requirements..Review Result: %{é‘é’d ”
¢ régquirements of the
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GCP and relevant regulations.

Note:

1. Fully respect the dignity and autonomy of the subject, and ensure that the subject makes a consensual
decision voluntarily under the condition of full understanding.

2. The study will be subject to ongoing review by the ERB. No matter whether the study is initiated or
not, please timely submit the ongoing review report at least 1 month before the expiration date of the
ongoing review according to the tracking frequency specified by the EC.

3. The approved studies shall be carried out in accordance with the program approved by the IRC and
in accordance with the relevant laws and regulations and the principles of the Helsinki Declaration.

4. If the clinical study is suspended/terminated early, please report to the Ethics Committee in time.

5. Serious adverse events of death and suspicious and unexpected serious adverse reactions must be
reported to the ERB in a timely manner.

6. Any modification of the experimental scheme, informed consent and other materials approved by the
Ethics Committee, as well as the replacement of the main investigator, shall be timely notified to the

Ethics Committee for re-examination, and shall be implemented upon approval.
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