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General considerations on first-in-human dose for inhaled preparations
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Abstract: Inhaled preparations refer to preparations that deliver drugs to the respiratory tract and/or lungs through inhalation to exert
local or systemic effects, mainly used for the treatment of respiratory and other diseases. Due to its unique administration route and
multiple influencing factors, it not only brings challenges and uncertainties to the inter species conversion of the key research parameter,
such as lung deposition dose, in non clinical and clinical studies, but also increases the difficulty of calculating the first-in-human (FIH)
dose. This article summarizes relevant technical guidance and files at home and abroad, and combines review practice and research
and development cases of marked products, in order to provide reference for the calculation of FIH dose of inhalation formulations.
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Table 1 Summary documents used to estimate clinical starting dose of inhaled preparations
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