Chinese Journal of New Drugs 2022,31(23)

N FDA ICH

( 100022)
(NMPA) . FDA
ICH M9.
R9S5 A 1003 —3734(2022) 23 - 2355 - 06

(ICH)

ICH M9

Comparison of National Medical Products Administration FDA and ICH
guidelines in biowaiver based on biopharmaceutics classification system
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Abstract National Medical Products Administration ( NMPA) FDA and ICH have issued biowaiver

guidelines based on the biopharmaceutics classification system. However their requirements are different among

the above guidelines. This article summarizes and discusses the differences in the scope of application

solubility

excipient in vitro dissolution prodrug and fixed dose combinations of the guidelines. Combined with the requirements of

the guidelines for the application and the review this article summarizes the common problems expecting to further

explain the relevant technical requirements of ICH M9 through the comparative analysis of different guidelines so

as to better implement and application of ICH M9.
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