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Abstract

In Japan, regulations for clinical trials are stipulated presently by two different laws. One is the Clinical
Trial Act, which has been enforced since April 2018. The other is the Pharmaceutical and Medical Device
Act (PMD Act), which has been effective in Japan for the last 60 years. Before the enforcement of the
Clinical Trial Act in 2018, only clinical trials for JNDA (Japanese New Drug Application for authorization of
manufacturing and marketing), so called ‘TIKEN’ in Japanese, were controlled by the PMD Act. And there
was no formal law in Japan to control all clinical trials other than TIKEN. As the task force team of the
Clinical Evaluation Expert Committee of JPMA (Japanese Pharmaceutical and Manufacturers Association)
has pointed out, separating the PMD Act and the Clinical Trial Act makes it difficult to flexibly use clinical
evidence under the Clinical Trial Act for JNDA submission. Facing the emergent situation of the COVID-19
pandemic, some weak points of the PMD Act have been exposed through regulatory actions by MHLW and
PMDA for the exceptional approval of remdesivir and the special regulatory measures taken for favipiravir.
The JPMA task force team emphasizes the importance of consistent consideration on benefit-risk balance
for regulatory approval in both emergent and ordinary situations. A change of regulatory environment is
essential for clinical trials in Japan, and the creation of a comprehensive law for all clinical trials, i.e. both
clinical trials for JNDA and other clinical trials is necessary.
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Table 1 Outline of the EUA for remdesivir in the USA
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Table 2 List of the clinical research related to the MHLW notification and the clinical trial sponsored
by a pharmaceutical company with regard to favipiravir from March to July 2020 in Japan
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