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Approval Document(Specify the version and date): Research Protocol(Version No.: V2.0; Version Date:2022.10.11)
Informed Consent(Version No.:V2.0; Version Date: 2022.10.11)

Approval Basis: According to the Medicine Good Clinical Practice, GCP (2003), Medical Device Good Clinical Practice,
GCP (2016) of CFDA, the Declaration of Helsinki (2013) of World Medical Association, the International Ethical
Guidelines for Biomedical Research on Human Subjects (2016) of CIOMS, and the Reviewing Measures for Ethics of
Biomedical Research Involving Human Subjects (No. 11, 2016) of National Health and Family Planning Commission.

Approval Decision: Agreed

Notes:
1. This approval is valid for one year from the date of issue, from 17 October 2022 to 17 October 2023. The researcher must
strictly use the approved and agreed Informed Consent and Research Protocol.
2. The applicant must complete the clinical trial registration before the start of the research.

3. Any research project involving Chinese human genetic resources and requiring approval must be advised that it can not
commence until receiving the approval from the Chinese Office ofHuman Genetic Resources Management.

4. If there is a change of principal researcher during the study, or any modification to the clinical research protocol,
informed consent, recruitment materials, etc., the applicant should submit an amendment approval application.
5. In case of serious adverse events, the applicant should promptly submit a serious adverse event report.

6. Please follow the annual/regular follow-up review frequency specified by the Ethics Committee, and the applicant shall
submit study progress reports 1 month before the deadline.

7. For situations such as the studies include subjects who do not meet the inclusion criteria or meet the exclusion criteria,
conforming to discontinue the trial while fail to withdraw the subjects from the study, the studies that fail to carry out
researches according to the protocols, such as giving the wrong treatment or dose, or giving a combination of drugs
prohibited by the protocol, or situations that violate the GCP principles, adversely influencing the rights/health of the
subjects and the scientific validity of the study, the sponsor/supervisor/researcher should submit a report of breaching the
protocol.

8. If the applicant suspend or terminate the clinical study in advance, please promptly submit a report on the
suspension/termination of the study.
9. To complete the clinical research, the applicant is requested to submit a closing report.
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