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Requirements of FDA for evaluating drug effects on ability to operate a motor
vehicle

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

Abstract: Drug driving (driving under the inference of drugs) can induce motor vehicle accidents (MVAs) and is a major public health
problem. FDA issued the draft “Evaluating Drug Effects on the Ability to Operate a Motor Vehicle Guidance for Industry” in January,
2015 to promote the research in this area. The general principles of research on driving ability damaged by psychoactive drug are
elaborated. The main contents of the guidance are introduced here, including the need to evaluate driving impairment, the tiered

approach to evaluate drug effects on driving as well as the drugs’ labeling. It is expected to be helpful to create corresponding guidance,

do such research, and write its labeling in our country.
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