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Abstract: Construction of drug value assessment framework has gained extensive attention in the field of drug policy research. U.S
FDA has been set out to establish the drug value assessment framework based on the benefit-risk evaluation since 2009. This paper
systematically introduced the composition, basic elements and key assessment considerations of FDA benefit-risk evaluation
framework, and also analyzed the characteristics of FDA framework. Moreover, we put forward three suggestions about the
establishment of China drug value evaluation system, including (1) the necessity and urgency for establishment of drug value
assessment system in China; (2) establishing a dynamic framework covering life-time evaluation beginning with drug discovery
phase; (3) Combing qualitative and quantitative methods together to construct the drug value assessment framework.
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Table 1 FDA’s benefit-risk framework for human drug
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