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Abstract: This article clarifies the key clinical trial protocol amendments
after the drug approved for confirmatory clinical trials in China and
classifies the changes based on the size of the protocol amendment and its
possible impact on the clinical trial safety and efficacy and the degree of
risks. The classification of corresponding changes and risk control
requirements are designed to provide beneficial technical support and
meaningful reference for sponsors to carry out clinical trials and for drug
supervision and regulatory departments to administrate amendments in
order to improve the efficiency and quality of clinical research.
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