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Introduction to FDA's Chronic Rhinosinusitis with Nasal Polyps: Developing
Drugs for Treatment Draft Guidance for Industry

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

Abstract: Food and Drug Administration (FDA) issued the Chronic Rhinosinusitis with Nasal Polyps: Developing Drugs for
Treatment Draft Guidance for Industry in December 2021. Many suggestions are put forward on the trial population, design,
effectiveness, safety and statistical analysis of the clinical research of drugs for the treatment of chronic rhinosinusitis with nasal
polyps (CRSwNP). The content is specific, detailed and convenient for practical operation. At present, there is no similar guidance in
China. The guidance of FDA is introduced in detail, which is expected to have direct reference value for the clinical research and
supervision of this kind of drugs in China, and also enlighten the formulation of similar guidance for clinical research in China.
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