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Abstract

The task force team of JPMA (Japan Pharmaceutical Manufacturers Association) is proposing a new
regulatory system for application of clinical trials to replace the current CTN (Clinical Trial Notification).
The task force team has named this proposal iSACRA (Interventional Study Application by Clinical Risk
based Approach). As mentioned in the Proposal Part 1, separation of clinical research regulation based on
the purpose of researches or the kind of investigational products should be improved in order to avoid any
complications. The next step should be the unified legislation for clinical research, namely the Clinical
Research Act. Based on the assumption of the unified legislation of clinical research, the task force team
investigated how clinical research should be properly regulated by taking into account the OECD
(Organisation for Economic Co-operation and Development) Recommendation on the Governance of
Clinical Trials. In the proposed iSACRA, applications for clinical trials categorized as middle risk and high
risk should be submitted to the regulatory authority and the Certified Review Committee in order to be
reviewed from both the ethical and scientific aspects. Considering the authority’s workload for a broad
range of review and administration of clinical trials, the task force team also proposed a cooperative scheme
by collaboration among AMED (Japan Agency for Medical Research and Development), PMDA
(Pharmaceuticals and Medical Devices Agency) and the Core Institution of Clinical Research. Aiming for
further improvement of Japanese legislation on clinical research, iISACRA, the proposal from the task force
team can provide every clinical research stakeholder with some interesting insights and important options.
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Table 1 Summary of risk-based approach recommended by the OECD
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Fig. 1 Integrated risk assessment tool of clinical trials
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