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[ Abstract] 1In 2022, the heat index of the whole biomedical industry gradually declined, but the hot track
such as gene therapy and cell therapy remains active. Source technology breakthroughs and multidisciplinary cross-
integration innovation have accelerated the process of new drug development. There are a rich variety of new drugs
approved in 2022, and some blockbuster new drugs and new technology therapies have brought new therapeutic
hope for complex diseases. The Center for Drug Evaluation and Research ( CDER) of the US FDA approved 37
innovative drugs in 2022 ,25 of which were first approved worldwide. The European EMA approved 51 innovative
medicines throughout the year,8 of which were first approved worldwide. Japan’s Pharmaceutical and Medical
Device Agency (PMDA) approved 48 new drugs throughout the year, 12 of which were first approved in the world.
The National Medical Products Administration (NMPA) of China approved 40 new drugs throughout the year, 11 of
which were first approved worldwide. This paper summarized the new drugs approved for market in the US, EU,
Japan and China in 2022, and provided an outlook on new drug development and biopharmaceutical development
trends in 2023.
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