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a) SSRI : selective serotonin reuptake inhibitor
SNRI : serotonin—noradrenaline reuptake inhibitor

NaSSA : noradrenergic and specific serotonergic antidepressant
b) DRUID : Driving under the Influence of Drugs, Alcohol and Medicines
Category 1 : minor adverse effects (Do not drive without having read the relevant section on driving impair-

ment in the package insert)

Category 2 : moderate adverse effects (Do not drive without advice of a health care professional)

Category 3 : severe effects (Do not drive)
NE : not evaluated
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Methodological Issues on Evaluation of Psychotropic Drug Effects on the Ability to Operate
a Motor Vehicle and Clinical Implication

Tetsuo NAKABAYASHI

Pharmaceuticals and Medical Devices Agency

In safety assessments of new drugs for neuropsychiatric disorders, based on the clinical
significance, the focus has been on factors such as the suicide risk and abuse potential. In
recent years, it has been considered as important to evaluate drug effects on the ability to
operate a motor vehicle. In the development of medicinal products for the treatment of insom-
nia, the recommended doses are determined on the basis of the results of clinical trials includ-
ing driving studies. Evaluating the results of clinical trials (clinical pharmacology, exploratory,
confirmatory, and long-term studies) is useful to clarify the safety profile of a new drug ;
however, it is necessary in order to conclude the magnitude of drug effects on the driving
ability to perform driving studies, with the purpose of clarifying a dose that does not affect the
driving ability. There has also been an accumulation of evidence to examine the impact of psy-
chotropic drugs on driving ability. In this paper, methodological issues on evaluation of drug
effects on the ability to operate a motor vehicle are discussed.
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