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This paper outlines the development process and guidelines for assessing the effects of

psychotropic drugs on driving performance, as well as the role of the Japanese Society of Psy-

chiatry and Neurology in their formulation. Many Japanese package inserts prohibit driving
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while taking psychotropic drugs ; however, these restrictions are not based on scientific evi-
dence. In recent years, psychotropic drugs with fewer side effects, such as drowsiness, have
become available for prescription ; however, patients adhering to package insert guidelines are
still prohibited from driving, even those in a stable condition. As a result, these restrictions may
hinder aspects of patients’ social reintegration. Guidelines for the pharmacological assessment
of driving began to incorporate evidence obtained from the scientific examination of the effects
of psychotropic drugs on driving ability. A unique feature of these guidelines is their applica-
bility to both the development of new drugs and the re—evaluation of approved drugs. Investi-
gational drugs are studied through a tiered approach : 1) investigation of pharmacological
effects through nonclinical studies, 2) pharmacodynamic evaluation in functional domains
potentially affected by the drug’s pharmacological profile, 3) investigation of temporal rela-
tionships between driving-related adverse events in exploratory and confirmatory studies, and
4) evaluation of clinically meaningful effects through driving tests. The driving tests are con-
ducted by real vehicles or driving simulators and use the Standard Deviation of Lateral Posi-
tion as the primary endpoint. The studies aimed to evaluate the effects of single and repeated
dosing, using a blood alcohol concentration of 0.05% as the benchmark. The guidelines, devel-
oped through a research project by the Japan Agency for Medical Research and Development
in coordination with the Japanese Society of Psychiatry and Neurology, were issued by the
Ministry of Health, Labour and Welfare in December 2022. In the future, collaborations among
pharmaceutical companies, regulatory authorities, academic societies, and psychiatrists will be

important for balancing patient rights with both patient and public safety.
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