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Introduction to FDA's benefit-risk assessment for new drug and biological
products guidance for industry (draft)

XIAO Huilai
Center for Drug Evaluation, National Medical Products Administration, Beijing 100022, China

Abstract: FDA issued benefit-risk assessment for new drug and biological products guidance for industry (draft) in September
2021. The guidance details the Benefit-Risk Framework approach for benefit-risk assessment of new drug review currently adopted
by FDA. The guidance discuss the activities that new drug registration sponsors should take in premarket in order to provide
information for FDA benefit-risk assessment, and also briefly introduce the measures that should be taken in postmarket. At present,
there is no similar guidance in China. This paper introduces the guidance of FDA in detail, hoping to enlighten the benefit-risk
assessment of new drugs and biological products by China's drug regulatory authorities, especially for the activities of drug
registration sponsors to provide benefit-risk assessment information for drug regulatory authorities in the whole life cycle of new
drugs and biological products, especially in the development process. Thus, it is beneficial to accelerate the process of drug review
and make accurate review conclusions for the declared drugs.
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