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Abstract: Compliance review is a new thing arising from the reform of
drug review and approval system in recent years, and it is one of the risk
— based means of scientific supervision during drug registration. This
paper describes the progress of compliance review of drug registration
applications from 2018 to 2022, which is divided into three stages: Initial
stage, formation stage and development stage, this paper probes into the
problems encountered in the construction of the compliance review
system, and advances some directions for the further construction of a
more perfect compliance review system.
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Figure 1

Compliance review flow chart for oral solid formulation

consistency evaluation drugs
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Figure 2 Compliance review flow chart for drug registration

applications after centralized acceptance
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