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Registration evaluation policies and clinical value evaluation of modified new drugs at home and abroad
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[ Abstract ] As an important branch of pharmaceutical research and development, modified new drugs are clinically demand—oriented.
Through specific modification or optimization, they achieve enhanced clinical advantages, and feature low R&D risks, short development cycles
and high efficiency in clinical translation. This paper systematically combs the registration classification systems and evaluation requirements of
modified new drugs at home and abroad, analyzes typical cases of success and failure in recent R&D and registration, summarizes the current
situation, problems and development trends of their post—marketing clinical value evaluation, and discusses the important role of hospital
pharmacists in post—marketing evaluation. It is intended to provide a reference for the R&D and innovation, regulatory optimization and rational
clinical application of modified new drugs in China.
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