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Guidelines for the package inserts of prescription drugs were developed by The Ministry of Health and
Welfare in 1997. In the more than ten years that have passed, various problems have arisen regarding the
use of package inserts in clinical practice. Further, in the report of the investigative meeting to offer
effective and safe medicines quickly, it was recommended that the package insert descriptions should be
improved in order for health care practitioners to know the necessary information clearly indicating the
level of influence of the specific drugs on patients. We conducted a questionnaire survey on the use of
package inserts of prescription drugs for hospital pharmacists and community pharmacists. This question-
naire survey indicated in the overall estimations by both hospital pharmacists and community pharmacists
that most responded “good” regarding the lay-out and font size in the package inserts. But, many pharma-
cists were not satisfied with many of the existing contents in each section. Package inserts provide drug
information based on the law; health care practitioners utilize these inserts to make treatment decisions in
clinical practice. Thus, it is necessary to consider introducing new regulations on the package inserts
reflecting the needs of health care practitioners.
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