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Brief Introduction and Revelation on the Safety Evaluation of US Cosmetics

SUN Jun', SHEN Lu’, LI Hao’, WEI Zhen', LI Ming'(1.Center for ADR Monitoring of Jiangsu, Nanjing 210002,
China; 2.Center for Drug Reevaluation, CFDA, Beijing 100045, China; 3.College of Trade and Management,
Nanjing University of Chinese Medicine, Nanjing 210023, China; 4.Jiangsu Pharmaceutical Association, Nan-
jing 210002, China)

ABSTRACT OBIJECTIVE: To provide reference for the ADR monitoring of cosmetics in China. METHODS: The cosmetics safe-
ty evaluation carried out by the US FDA was introduced in aspects of legal basis, concept definition, safe data sources and limita-
tions, and measures that can be taken, etc. And the report contents of adverse reactions, report form processing steps and the role
of report were also introduced. RESULTS & CONCLUSIONS: The management scope of cosmetics in US FDA was defined by
Food, Drug and Cosmetic Act and Fair Packaging and Labeling Act. Cosmetics safe data was monitored by voluntary registration
scheme in enterprises, check conducted by FDA, product investigation, evaluation by cosmetic review panel, and report by con-
sumers and health care workers, etc. And the adverse reactions were reported voluntarily. Compared with the present situation in
China, the cosmetics monitoring should be improved in aspects of revising and improving the laws and regulations, defining the
monitoring scope, establishing inter-sectoral linkages cooperation mechanisms and strengthening transparency in the work.
KEYWORDS Cosmetic; Adverse reaction; Safety evaluation; Monitoring
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