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[ Abstract |
system and working mechanism. In the regulatory process of drug listing approval, the Drug Evaluation and
Research Center (CDER) and the Office of Regulatory Affairs (ORA) under FDA are respectively responsible for

the review of data of new drug application and the inspection of corresponding R&D and production sites, so as to

The FDA, as the main body of US drug regulation, has a relatively complete drug regulation

achieve effective supervision of enterprise R&D and registration. In addition, in order to manage the compliance of
drug registration applicants (including relevant R&D and production entities) to the greatest extent, CDER has set
up the Office of Compliance (OC) to be responsible for this work. This paper first introduced the basic situation of
FDA and its direct subordinate institutions CDER and ORA, then analyzed the review, approval and on-site verification
process of CDER and ORA on the registration and listing of new drugs, focusing on how the OC under CDER plays
its role, and finally put forward some experience summary and suggestions combined with our actual work.
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