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FDA'’s requirements for clinical trial of drugs for treatment of alcoholism

XIAO Hui-lai
Center for Drug Evaluation, China Food and Drug Administration, Beijing 100038, China

Abstract: Alcoholism is a major public health problem in the world. The drug for the treatment of alcoholism is little, the efficacy is
limited at present, and the development is urgent. FDA issued Alcoholism: Developing Drugs for Treatment Guidance for Industry
(Draft) in February 2015. The general considerations and specific efficacy trial considerations for development program are described.
FDA’s current recommendation is for trials of 6 months, with a primary endpoint of the proportion of patients who do not have any
heavy drinking days during the observation period (percent no heavy drinking days). This paper introduces the main contents of this
guidance. It is hoped to be helpful for the research and the evaluation for registration of this kind of drug in our country.
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