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On the occasion of the use of pharmaceutical products, we examined a transmission method of the risk

minimization information for patients /consumers and are intended to investigate the way of appropriate risk
communication. "Drug Guides for Patients (following Guides for Patients) as the drug information for patients which
are available on he Web page of Pharmaceuticals and Medical Devices Agency (PMDA) are one of the requirements
of the normal risk minimization plan of the Risk Management Plan. However, they are not utilized sufficiently
at present. For the purpose of improvement of the risk minimization information for patients, we performed the
following studies mainly this year.
A situation investigation into drug information for domestic and foreign patients: We verified the effect of the
Blue Letters on drugs as a risk communication tool for healthcare professionals and patients. According to our
analysis of the trends in the number of adverse reaction reports before and after the relevant 4 drugs-released in the
past 4 years in the Blue Letters, it was not possible to find out the influence or effect of the Blue Letters. In the
questionnaire surveys for pharmacists for the public, both of the offer side and the stakeholder side had a low degree
of the recognition about adverse reactiosn information and information on the coping with side effects occurred, and
more than half consumers answered that they did not understand safety information sufficiently. It was low with
under 5% by the recognition survey by Drug Guides for Patients in the investigation for public. However, after
analyzing the plural findings for the pharmacists by PMDA performed so far, it was revealed that acquiring the safety
information through PMDA Medinavi largely increased.

As a result of having investigated the overseas situation on suggesting the usability evaluation
guidance for the security of the quality as a part of the readability evaluation of the material for
patients, ten evaluation guidances in total were provided by US, UK, Australia, the Canadian
government office. Most were provided as printed matters, and Clear Communication Index (CCI) of
CDC was characterized by the point that could become a mark as an evaluation standard. After
evaluating material for Guides for Patients, Kusuri-no-siori in Japan, US and EU leaflets for a pilot
study, using this CCI, Japanese documents showed a somewhat lower score than the United States
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and the EU. These results suggest that there was room for improvement in usefulness of our
documents.

The readability analysis of " Guides for Patients" : In addition, we examined a judgment tool of the
overseas readability and, as the judgment tool which added a Japanese characteristic, and made the
parameter of four items and ten elements (e.g. quantity of document, complexity of the sentence, word,
character difficult to read) and set the standard value and the tolerance level and scored it (perfect
score;100 points). After examining six kinds of Guides for Patients by using this preliminarily, our
system was scored in the range of 7 3 points to 95 points suggesting that validation with each
parameter is necessary.

The understanding degree survey (user testing) on "Guides for Patients™ We carried out user testing
in last year. In this year, we made an existing version and revision plan version performed user testing
aiming to establish implementation methods in Japan, especially how to create question items.
Regarding the question of the user test this time, we found that the tester's answer and feedback are
important for the improvement. In addition, after performing user testing with the printed matter of
the Guides for Patients and a web version, the difference was hardly seen about an accessibility and
understandability to information. This time, an interview survey was conducted on persons in charge
of development of the Australian user test that the EU is modeling. The results obtained were greatly
helpful for creating guidelines for user tests in Japan. We were also able to investigate the status of
utilization of drug information for patients in Australia.

Toward the spread of "Guides for Patients", it was examined the transmission method including the
IT technique: It is important to utilize an electronic medication notebook to disseminate patient
guides. When the situation of the electronic medicine pocket diary for it was investigated, many
patients answered that it was desirable for patients to possess records of daily healthy information
as well as medical supplies in a questionnaire survey. However, it turned out that the environment of applying
it was still insufficient. Therefore, further investigation is necessary to efficiently utilize the medicine
notebook in needs of the patients.

Examine a policy for the improvement and maintenanceof the information system for the problems
of "Guides for Patients": We built a search site specialized in " Guides for Patients" . We made it to
be easy to use with each device so that a user searched it from a PC and a smartphone and an
appropriate indication screen was automatically chosen. In future, we will examine the interlocking

movement with the electronic medicine notebook.
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