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Although scientific verification is required for uniform measures by the package insert, there is no
guideline on how to evaluate the influence of psychotropics on automobile driving in Japan.
Therefore, the following literature review was conducted to provide basic data for development of

2



validated evaluation method and to clarify strategies of appropriate information provision.

(D Literature review regarding the influence of psychotropic drugs on driving performance

We conducted literature search with English restriction in PubMed to identify the evaluation method
of driving performance under administration of psychotropic using the search terms (psychotropic
OR antidepressant OR hypnotic OR anxiolytic OR antipsychotic OR mood stabilizer OR
anticonvulsant) AND (driving performance OR driving skills OR automobile driving OR driving
fitness OR driving test OR road driving test OR driving simulator) for published studies until
October 2016. Studies were excluded if they were overlap, commentary, case reports, reviews,
epidemiological studies, studies without psychotrophic, or studies on the influence of
psychostimulants on driving performance. We also excluded papers that only conduct cognitive tasks,
but included ART90 that was adopted as assessment of driving fitness in Germany. We initially
found 3115 papers, but all other papers except 118 papers were excluded based on the exclusion
criteria. Among them, 102 studies were directed to healthy subjects and 40 studies were directed to
patients. The studies with healthy subjects consisted of 55 actual driving tests, 46 driving simulator
tests and 1 ART, while the studies of patients consisted of 18 actual driving tests, 11 driving
simulator tests and 11 ART. In most studies with healthy subjects, antidepressants, anxiolytics, and
hypnotics were administered. In the actual driving tests, the Highway driving test used in the
Netherlands was mainly carried out. Standard deviation of lateral position, standard deviation of
speed and inappropriate lane crossing are mostly used and the validation using alcohol was
established. The driving simulator varied from research to research and 36 different driving
simulators were used. Most evaluation items were according to actual driving test. There were few

driving simulators that were validated.

@ Research for description of package inserts in other countries

Comparative survey was conducted on the descriptions of automobile driving in the package inserts
concerning antidepressants, anxiolytics, hypnotics, antipsychotics, mood stabilizers, and
antiepileptics in Japan and foreign countries. We used information from database in the United
States (DailyMed), UK (Electronic Medicines Compendium), Australia (Therapeutic Goods
Administration) and Canada (Health Canada). Most package inserts of foreign countries did not
prohibit users to drive a car and warn of the risk for automobile driving until the influence of the
drug is known. In the UK and Australia, the item "influence of medication on driving" is set in the

package insert, and information about recent research report were provided.
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