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On U.S. Current Management Strategy for Drug Shortage and Its Enlightenment

Wang Shengpeng, Wang Chong, Zhang Chi, Zhu Jiong" (National Institutes for Food and Drug Control, Beijing
100050, China)

Abstract Objective: To study the key points of American drug shortage management strategy and provide
references for the drug shortage management of China. Methods: The official websites of FDA were retrieved to
find related documents, laws and regulations, and the drug shortage data between 2010-2018 were summarized. The
drug shortage regulatory strategy was analyzed. Results: An Interagency Drug Shortage Task Force was established
to come up with long-term solutions to prevent shortages, and the CDER's Manual of Policies and Procedures
for drug shortage management was renewed. Such countermeasures as strengthening drug quality management,
maintaining market competition, reassuring supply chain stability, making multi-institutional collaborations and
advocating social co-governance, have been taken by the regulatory agency. The application of legal thinking and
legal methods to improve the level of drug shortage management was emphasized. Conclusion: The American drug
shortage management strategy and the countermeasures are useful in improving the drug shortage management of
China.
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