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Please find attached list of the documents for review and The other documents submitted thistime (including version
No. and version date)
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The review result on the tnial/rescarch by the Ethics Committee is as follows:
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If the trial/research is not initiated in 1 year, the trial/rescarch needs to be reviewed again,
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The approval period of EC approval certificate means that a period of time in which the trial/research is initiated the EC
approval certificate is effective from the approval date. If the trial/rescarch is not initiated in the approval period, the

trial/research needs to be reviewed again. If the trial/research is initiated in the approval period, this approval

certificate is effective.,
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Will the research process accept follow-up review of the Ethics Committee(applicable for initial review)?

O No
AR Yes,
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But the Ethics Committee has the right to change the frequency of follow-up review according to the actual

progress.
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Please submit the progress report to the Ethics Committee according to the continuing review frequency.
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The “Approval™ trial/research shall be implemented following the protocol approved by the Ethic Commitice, and
conforms to the principles of NMPA/GCP and Declaration of Helsinki.
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During the rescarch process, any revisions made to the documents related to the protocol and Informed Conscnt
Form can’t be implemented before obtaining the approval from the Ethics Committee.
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The Serious Adverse Events or accidents affected the subject’ safety or welfare occurred in this centre shall be
reported timely in writing to the Ethics Committee while reporting to NMPA, because the Ethics Commitice has
the nght 1o make new decision on its evaluation.
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[IRAF AN, ABERE (&) AKMZEEN.
The trial /research involving the export of human genetic resources or special examination should be approved by
the related departments before the trial /research is initiated.
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Please conduct the trial/rescarch within the approval period, otherwise  the approval certificate of ethical
review is expired.
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The trial/research whose the approval certificate of ethical review is expired should be reviewed again.

M8 Declaration:
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The composition and process program of this Ethics Committce arc cligible for (Good Clinical Practice)
{Declaration of Helsinki} , (Guideline for Ethical Review of Drug Clinical Trials} , (Intemational Ethical

Guidelines for Biomedical Rescarch Involving Human Subjects) ,  {Regulations for ethical review of biomedical

rescarch involving human (National)) and relevant laws and regulations.
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