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Regulation and enforcement measures for safety labeling change initiatively

requested by FDA
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Abstract: FDA issued the Guidance for Industry Safety Labeling Changes — Implementation of Section 505(0)(4) of the Federal Food,
Drug, and Cosmetic Act in July, 2013. This paper introduced the regulation and enforcement measures for safety labeling change
initiatively requested by FDA. It is expected to provide the beneficial reference and enlightenment in order to enrich and create relevant

laws and regulations and the guidelines of drug administration, enhance the custody of drug administration according to law, and

accelerate the update of safety labeling changes in our country.
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