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ABSTRACT: OBJECTIVE To introduce the scientific progress in the regulation of nasal preparations by the US Food and
Drug Administration(FDA), and provide reference and inspiration for the development, manufacture, quality control and
supervision of nasal preparations in China. METHODS Regulations and literature relevant to the nasal preparations were
translated and collated, and research projects and latest developments of FDA regulatory science were introduced. The
difficulties encountered in the development of nasal preparations and the future development direction were analyzed. RESULTS
The main directions of FDA nasal regulatory science were to evaluate potential bioequivalence(BE) methods as an alternative to
comparative clinical endpoint BE studies, to employ digital technology to establish computer models, to study the factors
influencing nasal absorption, pharmacokinetics and pharmacodynamics characteristics, as well as pediatric drug use studies,
nasal-brain delivery, and to develop new tools, new methods, and new standards. It provided a scientific basis for optimizing
regulatory strategy and improving regulatory efficiency. CONCLUSION This article summarizes the latest research on the
regulatory science of nasal preparation, provides a reference for the management personnel of regulatory agencies, and provides new
ideas and new methods for improving the quality and efficiency of China’s drug regulation and realizing international standards.
KEYWORDS: nasal preparation; nasal delivery; FDA; regulatory science; weight of evidence method
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A-low posterior deposition, B-mean posterior deposition; C-high
posterior deposition.
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