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Analysis of Novel Drugs Approved by FDA in 2016
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Abstract Objective: To analyze the novel drugs approved by U.S. Food and Drug Administration (FDA)
in 2016 so as to provide references for medicine field and related management departments. Methods: The
information of the novel drugs approved by FDA was collected from the column of “Drug Innovation” and
Drugs@FDA databases and was analyzed. Results and Conclusion: FDA approved a total of 22 novel drugs in
2016, including 15 new drug applications and 7 biologics license applications. The number of approval in 2016
was smaller than that of 2015, also smaller than the average number between 1997 and 2016 (28 per year). There
were 15, 8, 7, 6 and 9 novel drugs belonging to priority review, fast track, breakthrough therapy designation,
accelerated approval and orphan product designation respectively. The main therapeutic fields were anti-infectious
drugs, antitumor drugs and drugs for nervous system. The main dosage forms of the novel drugs were injections
and tablets.
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