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The review result on the trial/rescarch by the Ethics Committee is as follows:
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If the trial/rescarch is not initisted in | year, the trial/research 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/research is not initiated in the approval period. the
trial/research needs 10 be reviewed again. If the trial/research is initiated in the approval period. this approval certificate is
effective.
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If the PI has some complains sbout the EC review result and needs to appeal against the decision, please contacts the
hospital's EC, and submits a written appeal proposal, and describes the reason of appeal in details.
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The "Approval® trial/rescarch shall be implemented following the protocol approved by the ethic Committee, and
conforms to the principles of CFDA/GCP and Declaration of Helsinki.
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During the research procs, any revisions made to the documents relate in the protocol and Informed Consent 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 o the Ethics Committee while reporting to NMPA, because the Ethics Committee has the right to make
new decision on its evaluation.
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related departments before the trial/research is initiated.
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approval period, otherwise the approval certificate of ethical review is expired.
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The trial/rescarch whose the approval certificate of ethical review is expired should be reviewed again.
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