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For the proper use of medicines, it is important to provide users with easy—to—understand
information. In EU, one of the requirements for the approval of a drug is the requirement to
produce drug information for users. In 2005, the UK made user testing mandatory in the package
inserts, and this has spread throughout EU. In the US, there have long been efforts by
government agencies and health insurance organizations to provide information, and user
testing has been conducted. The package inserts of prescription drugs are information for
medical professionals. On the other hand, the package inserts of OTC drugs are documents
those consumers themselves read to obtain information on the proper use of the products.
However, user testing has not been conducted in Japan.

We have conducted user tests on the package inserts of OTC drugs for multiple drug groups
and reviewed the layout, terminology, fonts, etc. under a project commissioned by the Ministry
of Health, Labor and Welfare (MHLW) from 2014 to 2016. However, we found that there were some
issues in the current package inserts that could not be solved within the scope of the
description guidelines. In particular, it was pointed out that similar information, such as
precautions for use, is written in multiple places obstructs the user’ s understanding. We
prepared a draft of a package insert that is easy for users to understand, which organized
the precautions for use into “precautions before taking” and “precautions after taking”

In this study, opinions were exchanged at a study group convened by external experts on
the current package insert in 2018, and opinions were collected on the ideal form of the
package insert.

In 2019, we conducted interviews with representatives of Japan Pharmaceutical Association,
Japan Association of Chain Drug Stores, Japan Self-medication Industry, and the National
Consumer Affairs Center of Japan to gather a wide range of opinions on the ideal form of the
package insert. Based on these opinions, we prepared several drafts of a new package inserts

In 2020, a survey was conducted among consumers to select the most understandable package
insert from the multiple drafts. In addition, we developed new pictograms to be inserted into
the package insert, and examined whether it would contribute to the identification of
information. Then, the pictograms were added to the selected draft of the package insert and
the user tests were conducted. A total of 17 questions were asked from all the contents of
the package insert. As the passing criterion (90% or more of the subjects find the right
information and 90% or more of them answered correctly) was not reached at the end of the
second test, the package insert was revised, and then the third test was conducted

At the end of the third test, 2 out of 17 questions did not reach the passing criterion.
However, the revision had brought improvements in identifying reference information. On the
other hand, the description of complications is still an issue. Improvement is needed,
especially in cases where specific disease names are not written in the package insert.

Based on the results of these studies, we have prepared a proposal on how to make the
package insert easier to understand for consumers. In this document, it was mentioned that
the order of description in the package insert is as follows: Indications, dosage, and
important precautions on the first page as an overview, followed by details of precautions

side effects, ingredients, and storage.



