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Abstract

Objectives : Recently, patient-centered drug development has attracted attention in Japan, while in Europe
and the United States its implementation has already begun in the form of Patient-Centric Initiatives, not
only in the process of formulating research plans in pharmaceutical companies and academia but also in the
regulatory review and approval processes of new drug application by the regulatory authorities. Along with
these efforts, Patient-Centric Initiatives are developing into Patient and Public Involvement (PPI) as a
broad range of initiatives.

In this study, we surveyed the current status of efforts utilizing the voices of patients and patient
groups, and their perspectives and expectations regarding future changes in drug development by asking
Japanese drug development professionals.

Methods : We conducted an online questionnaire survey from June 14 to August 26, 2019, and received
responses from 115 people.

Results : About 67.0% of the respondents answered that they were aware of the efforts undertaken by
their organization or departments to leverage input from patients.

The details of the activities are (1) Publication of the status in clinical research, (2) Feedback of the
research results to the participants, (3) Acknowledgement and expression of the permanent commitment
to patients. However, few people responded that they invited patients for participation in clinical study
protocol development and shared the status of regulatory review and approval.

In a questionnaire asking about drug development in the next generation, the respondents expressed
their concern about the integrity of data and the security for data and information in the utilization of Real
World Data and Digital Technology.

Regarding the requirements of human resources in next-generation drug development, most of the
respondents indicated that human resource development is needed in promoting digital healthcare.
Conclusions : In clinical research and trials in Japan, efforts in the implementation of Patient and Public
Involvement (PPI) were observed; however, patients’ involvement in the clinical trial process has been
very limited.

Based on the questionnaire results regarding drug development in the next generation, we need a
technical solution to ensure patient data is obtained from digital technology such as wearable devices. It is
also necessary to build an appropriate human resource development program capable of accommodating
drug development in the next generation.
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