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In order to protect the health and rights of the subjects, the applicant should

follow the GCP principles and programs approved by the Ethical Committee during
the clinical studies. If any changes are made to the primary investigator(s), the clinical
research protocol, informed consent, recruitment materials, etc., the applicant is
requested to submit an amendment for review. In the event of a serious adverse event,
a serious adverse event report should be submitted in time. The violation of the
protocol shall be promptly reported to the Ethics Committee.
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The applicant should submit the study progress report one month before the
deadline according to the frequency of the annual / periodic follow-up examination. If
the applicant suspends or prematurely terminates the clinical research, the suspension
/ termination report should be submitted in time. The applicant should submit the final
report when they complete the clinical study.
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If the study is not carried out in accordance with the scheme,such as the study
included subjects who did not meet the inclusion criteria or met the exclusion criteria,
subjects were not withdrawn from the study in accordance with the termination rule,
the wrong treatment or dosage was given, the combination drugs prohibited by the
scheme were given, or the rights / health of the subjects and the scientific nature of the
study may be adversely affected, which violated the GCP principle, the sponsor /
inspector / researcher is requested to submit the violation report.
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The annual / periodic follow-up examination frequency is one year and the

validity of this document is one year.
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