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Requirements of FDA for development of nicotine replacement therapy drug
products

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

Abstract: The FDA issued the Smoking Cessation and Related Indications: Developing Nicotine Replacement Therapy Drug
Products Guidance for Industry (Draft) in February 2019. This guidance describes the FDA's recommendations regarding overall
development programs to nicotine replacement therapy (NRT) drug products. There is no similar guidance in our country at present.

This paper introduces the main contents of the guidance. It is expected to be beneficial to the research and development of this kind

of drug products in China.
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