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Psychiatric disorders rank among Japan’s five major illnesses alongside cancer, stroke,
acute myocardial infarction, and diabetes. While psychotropic medications are essential
for treatment and relapse prevention, Japanese package inserts uniformly prohibit driving
during medication use—a stark contrast to Western regulatory approaches. This restriction,
combined with 2013 legislation imposing severe penalties for medication—impaired driving
accidents, significantly impacts patients’ social lives, especially in areas where driving
is essential for daily activities. To address this issue, we developed a validated driving
simulator system and created the “Guidelines for Evaluating the Effects of Psychotropic
Drugs on Automobile Driving Performance,” which was issued by Japan s Ministry of Health,
Labour and Welfare in December 2022. This approach implements a tiered evaluation method
rather than requiring uniform testing for all medications, examining drug profiles in
stages to determine necessary assessments

Through comprehensive analysis of package inserts from Japanese, American, and
European regulatory databases, we established a four—category classification system aligned
with European guidelines: Category 0 (no effect), Category 1 (caution), Category 2 (partial
prohibition), and Category 3 (prohibition). Our literature review confirmed that traffic
accident risk correlates with blood alcohol concentration (BAC), with epidemiological
studies showing significant increases at BAC 20.05%. This established Standard Deviation
of Lateral Position (SDLP), which measures vehicle weaving, as the primary endpoint in
driving tests.

Our determination criteria focus on both the presence and persistence of
“clinically meaningful effects” compared to the BAC 0.05% benchmark. The framework
categorizes medications based on whether effects are absent (Category 0), present but not
clinically meaningful (Category 1), clinically meaningful during specific periods like
initial treatment (Category 2), or clinically meaningful throughout treatment (Category
3). This approach was formalized as a supplement to the guidelines, developed in
collaboration with the Japanese Society of Psychiatry and Neurology, and approved by the
Ministry of Health in January 2025.

While these guidelines apply primarily to new drug development and cannot be
retroactively applied to approved medications, we demonstrated their value as reference by
examining first—line antiepileptic drugs. For example, carbamazepine showed potential
driving impairment during initial administration in healthy subjects but no clinically
meaningful effects with continued use in patient groups. Our investigations confirm that
evaluation using the guidelines is feasible even with existing evidence, potentially

allowing more nuanced driving recommendations than current blanket prohibitions



