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Abstract: Inrecent years, drug adverse reaction (ADR) has been paid more attention all over the world. With the aim of improving drug
effectiveness and accuracy, the US Food and Drug Administration (FDA) issueda report titled “Paving the Way for Personalized
Medicine: FDA's Role in a New Era of Medical Product Development” in October 2013. On the basis of thoroughly interpretation of the
report, new connotation of personalized medicine was elucidated from both its definition and conditions realized, and current status of
drug development as well asopportunities and challenges we face under the new era of personalized medicine were briefly analyzed. In
the meantime, current status and problemsto be solved in China were also analyzed to provide the reference for new drug development
and personalized medicine in the future.
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