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Establishment of Drug Registration Applicant Compliance Management Organizations in the United States
and Its Enlightenment to China
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ABSTRACT OBJECTIVE: To provide reference for further improving the establishment of drug registration applicant compliance
management organizations in China. METHODS: Through introducing and analyzing the establishment, responsibility configuration
and operation mechanism of drug registration applicant compliance management organizations in the United States, the suggestions
were put forward for improving the establishment of drug registration applicant compliance management institutions in China.
RESULTS & CONCLUSIONS: There were two levels of compliance management organizations for drug registration applicant in
the United States; at Office of the Commissioner of FDA level, the Compliance Policy Council was responsible for ensuring
consistency in the implementation of all compliance policies in the FDA regulated area; at the level of Center for Drug Evalution
and Research (CDER) and Office of Regulatory Affairs (ORA), the compliance management function was mainly undertaken by
Office of New Drugs (OND) , Office of Generic Drugs (OGD) , Office of Compliance (OC) and Office of Communication
(OCOMM) under CDER, as well as Office of Policy and Risk Management (OPRM), OC, Office of Bioresearch Monitoring
Operations (OBIMO) and Office of Pharmaceuticl Quality Operations (OPQO)under ORA, which were responsible for developing
compliance documents and procedures, carrying out compliance education, compliance guidance, compliance inspection and
punishment for violations. Before submission stage of drug registration application, the compliance education function of OC and
the compliance guidance function of OND/OGD played an important role; in the application submission stage, OND/OGD was
responsible for the compliance review of application materials; in the stage of reviewing the application materials, OND/OGD and
OC of CDER ensured drug compliance through collaboration with OC, OBIMO and OPQO of ORA. The establishment of drug
registration compliance management institutions in China was still in the preliminary exploration stage. It is suggested that China

can learn from the relevant experience of the United States, establish a multi-level organization structure, set up an independent
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Fig 1 FDA drug registration applicant compliance

management organizational structure
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