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compliance/ The REC monitors whether investigators do not perform the study
Violation in compliance with the approved protocol, ICH GCP, FDA

regulations and/or fail to respond to the REC’s request for
information/action.
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Noncompliance % o
Although there may be deviations from the approved protocol or
related regulations in the execution of the clinical study, they do
not lead to an increase in the originally anticipated risks to the
subjects or research participants.
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Noncompliance The violation could increase risks to the subjects, impact their

rights, or potentially compromise the accuracy of the research.
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As determined by the Research Ethics Committee, this type of
violation occurs because the researchers are unaware of or
disregard relevant regulations. Without implementing certain
measures, the recurrence of such violations is likely.
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Non-compliance
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Non-compliance ~ with  domestic/international  regulations
governing human trials, REC policies, or REC requirements or
decisions for conducting research.

Unexpected or
unforeseen events
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In unforeseen circumstances, any event that may be related to the
participation of subjects in the trial, and has the potential to cause
harm (physically, psychologically, economically, or socially) to
the subjects or other researchers, beyond the known risks.
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