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[Abstract] Objective This study aims to provide valuable insights for improving China’s special drug approval system by
conducting an in-depth analysis of the practices of the U.S. Food and Drug Administration (FDA) in granting Emergency Use
Authorizations (EUAs) for drugs. Methods A retrospective analysis was conducted on the FDA’s EUA decision-making process
for COVID-19 therapeutics between January 2020 and June 2023. Results During the COVID-19 pandemic, the FDA adopted a
series of regulatory science approaches to facilitate rapid approval of COVID-19 therapeutic drugs. The FDA granted EUA for a
total of 15 COVID-19 therapeutic drugs and 4 COVID-19 vaccines, including expanded indications for marketed drugs, EUA for
investigational drugs, revocation of EUA, and marketing after EUA. The main reasons for the rapid approval of EUA drugs by the
FDA included the use of existing clinical trial data, omission of animal efficacy testing, merging of phase 1 and phase 2 clinical
trials, and the use of clinical outcomes as surrogate endpoints, among other regulatory science methods. Conclusion Suggestions
were made to improve Chinese drug emergency use authorization system, apply regulatory science methods to China’s drug
emergency use authorization, and establish active monitoring mechanisms for drugs authorized under emergency use.
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