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The Regulatory Philosophy and Practice of Emerging Pharmaceutical
Technologies Issued by US Food and Drug Administration

Li Xiangyu, Mei Ni, Chen Guiliang (Shanghai Center for Drug Evaluation and Inspection, Shanghai 201203,
China)

Abstract Objective: To study and use the experience of the regulatory philosophy of emerging pharmaceutical
technologies issued by US Food and Drug Administration so as to facilitate China's pharmaceutical industry in
grasping the important opportunity of the application of emerging pharmaceutical technologies. Methods: The
definition, classification, regulation concepts, application considerations and practice of emerging pharmaceutical
technologies by FDA were reviewed and analyzed. Results and Conclusion: The Emerging Pharmaceutical
Technology is also an important opportunity for the development of China's pharmaceutical industry. The
regulatory department should make a thorough study, clarify the regulatory policy and promote its industrial
application.
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