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FDA's modern pharmaceutical quality assessment system for generic drugs
KASA

CHEN Si, XU Zhenyu, SHI Jing
Center for Drug Evaluation, National Medical Products Administration, Beijing 100022, China

Abstract: United States Food and Drug Administration (FDA) began to explore and establish a new pharmaceutical quality
assessment system for generic drugs in 2017, which is called Knowledge Aided Assessment and Structured Application (KASA).
KASA uses standard formats, common vocabulary, and unified output to transform the assessment of drug applications from
unstructured text to problem based regulatory and technical assessment, thereby improving the consistency and objectivity of
regulatory decisions. This article introduces the composition, role, and development progress of KASA, in order to provide reference
for the construction of China's modern generic drug assessment system and promote the modernization and intelligence level of drug
assessment in China.
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Fig.1 Development process of FDA evaluation model with pharmaceutical technology
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