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(3% §E) Research into the preparation of an environment for promoting active public

participation to improve the quality of clinical trials and clinical research
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The Japan Medical Association (JMA) has been promoting and raising awareness of clinical
trials and clinical research through the creation of pamphlets and illustrations, the
development of web content, and the holding of events. The Ministry of Health, Labour
and Welfare (MHLW) has been promoting and educating the public about clinical research
and clinical trials through the construction of a portal site on clinical trials,
publicity on its website, and other efforts. However, in the “Future Directions for the
Promotion of Clinical Research and Clinical Trials (2019),” it was pointed out that the
public’s understanding of clinical research and clinical trials is not necessarily
sufficient, and the need for further efforts was emphasized. In addition, efforts to
incorporate the findings of patients and the public from the planning stage as part of
the clinical research and clinical trial process have progressed mainly in Europe and
the United States, and regulatory authorities are beginning to appreciate the
participation of these patients and the public. Against this background, further efforts
are needed to improve the public’ s understanding of clinical research and clinical trials
and to improve access to related information, and we have developed a system for patient

and public participation in the clinical trial and research process.

1. Research into activities to spread public knowledge about clinical trials and clinical

research

(1) Conducted public awareness activities and awareness surveys at local seminars, school
festivals, and other events in cooperation with prefectural medical associations, etc.,
for the public. As a result, a total of approximately 1, 800 awareness—raising and clinical
trial/clinical research related questionnaires were collected. During the activities,
online contents and web—based surveys were used. The produced contents were made available
on the Web for use by medical institutions. In the future, voluntary activities by medical
institutions are expected. The results of the survey and this initiative indicated that
clinical trial awareness—raising activities need to be conducted on a regular basis.

(2) Surveys on RWD, PPI, and Portal-Site were conducted with medical professionals at
academic conferences and other occasions. The results of the survey showed that there

was a lack of understanding of RWD, PPI, and Portal-Site, as they are not used in their



actual work. However, the survey showed that they were interested and willing to learn.

(3) A system for creating clinical trial plan notifications was developed and made public.

2. Establishing methods for promoting patient and public involvement in clinical trials

and clinical research

(1) Conducted educational activities on PPI in clinical trials and clinical studies. In
addition, PPI seminars were held three times as in the previous year.

(2) Conducted surveys of overseas academic societies and literature, and based on
exchanges of opinions with researchers, etc., prepared PPl guidance specific to clinical
trials.

(3) Created an e-learning system “PPI Learning Plaza” (https://deli3.study. jp/) for

learning knowledge and information related to patient and citizen involvement.



