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[ Abstract ] In 2019, Drug Administration Law of China was first time proposed that the country should establish pharma-

covigilance system. In 2021, the first Pharmacovigilance Quality Management Standard of China was released. The proposal
and implementation of pharmacovigilance were the initial stage in China, and it needed to improve the aspects of pharmacovig-
ilance include institution, monitoring mechanism and database construction. The number of new diagnosed cancer patients in
China ranked first in the world. In recent years, the marketing speed of novel antitumor drugs was accelerated, and there were
many clinical trials. Therefore, antitumor pharmacovigilance was imperative. In this article, we summarized pharmacovigilance
of the origin, clinical practice objectives, procedures, methods. We described the difficulties in antitumor pharmacovigilance
and current characteristics of pharmacovigilance in China, aiming to provide reference for the development of antitumor phar-
macovigilance.
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