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Abstract: As an indispensable part of drug registration and listing
supervision the adjustment of its initiating working mode and mechanism
has always been highly concerned by the industry. Since the reform of the
drug review and approval system in 2015 a new review and approval
system and working procedures in line with international standards have
been preliminarily rebuilt. With the continuous deepening of the reform
of the review and approval system the initiating mode of drug registration
inspection is in the process of continuous exploration and optimization.
The reform is difficult the policy adjustment is fast and the uncertainty is
strong  which also makes the initiating mode of drug registration
inspection experience the changes of the triple mode from “checking
every review” to “initiating inspection based on the needs of technical
review” and then to “initiating registration inspection based on risk ”.
This study aims to introduce the change process of the three working
modes of drug registration inspection in recent years. In addition

combined with the implementation of the new version of drug registration
regulation and the continuous promotion of the scientific plan of drug
supervision and based on the actual work this paper puts forward the
author” s new thinking and understanding of the initiating of registration
inspection.
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