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An Analysis to Innovative Drugs Approved by FDA in 2020

Yu Yinghui, Zhou Bin" (China State Institute of Pharmaceutical Industry, Shanghai 201203, China)

Abstract Objective: To conduct a brief analysis of innovative drugs approved by the FDA in 2020, as a
reference for industry. Methods: Based on the data of the approved innovative drugs in 2020 and the years before
on the FDA website and the relevant information of the drug approvals and databases, the analysis is conducted
combined with relevant literature. Results and Conclusion: In 2020, the Center for Drug Evaluation and
Research of the United States has approved a total of 53 innovative drugs, including 40 new molecular entities and
13 new biological products. 36 innovative drug products have been approved by at least one Expedited Program.
A total of 22 drugs were approved by Breakthrough Therapy in 2020 ranking the highest number in history. Under
the COVID-19 pandemic, FDA has been dedicated to its crucial role in the development of medicines for rare
diseases. The anti-tumor field is still a hot area for innovative drug development. Both small biotech companies
and external collaborations have promoted the development of innovative drugs.
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