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Introduction to FDA's Nonclinical Testing of Orally Inhaled Nicotine-Containing
Drug Products guidance for industry

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

Abstract: Tobacco products or their derivatives used for disease control in the United States belong to drug or device regulation, and
their indications include nicotine addiction, relapse prevention, or relief of nicotine withdrawal symptoms. Such products do not
belong to tobacco product regulation. Orally inhaled nicotine-containing Drug Products, including nicotine-containing e-cigarettes
for disease prevention and treatment, belongs to drug regulation. In order to support the development and approval of orally inhaled
nicotine-containing drug products, FDA issued the Nonclinical Testing of Orally Inhaled Nicotine-Containing Drug Products
guidance for industry in October 2020. The guidance provides suggestions on the nonclinical information of such products, mainly
elaborating the test characteristics, general principles and problems needing special attention of nonclinical toxicology research. At
present, the legal ownership of e-cigarette regulation in China is not clear, and there is no similar technical guidance of nonclinical
research. The guidance of FDA is introduced in detail, and it is expected to enlighten the regulatory attribution of nicotine-containing
e-cigarettes and the non clinical research and regulation of orally inhaled nicotine-containing drug products in China.

Key words: FDA; orally inhaled nicotine-containing drug product; nonclinical toxicology research; e-cigarette; drug regulation;
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