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Abstract Objective: To study and analyze food and drug administration (FDA) regulatory system of American
package inserts and drug labelings, especially the requirements of current regulatory system in order to provide
comprehensive references and recommendations for perfecting China's regulatory system of package inserts
and drug labelings and to improve the level of drug safety. Methods: The method of content analysis in non-
contact research was used in this paper. Documents relevant to the FDA regulatory system of drug labelings were
collected and collated by extensively searching the official websites of FDA and the US federal government,
CNKI database, etc, among which 8 legal documents, 36 guidelines and more than 50 FDA official website
webpage data and report documents were included. Results and Conclusion: FDA gradually formed a logic and
complete drug regulatory system in laws, regulations and guidelines by the way of pre-market and post-market
management, information publicity and constant revision of laws and regulations. There are obvious differences
between China and USA in the regulatory system of drug labelings and package inserts. A new perspective for the

regulation of drug labelings and package inserts of China should be formed as soon as possible. Management of

fEEEA: KK, Wit BRI 25305 5250 BOK ;. E-mail: songfei_09@163.com
WEVEE . i, R rm . BEEEE . AR GMP; E-mail: wb@chnmed.com.cn



368

2018 3 32 3

pre-market, post-market and information disclosure should be improved. "Drug Administration Law" amendment

should be taken as an opportunity to systematically make a legislative work plan for drug labelings and package

inserts, to carry out the national investigation and research, and to lay a scientific basis for the comprehensive

management of drug labelings and package inserts.
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