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Abstract

The Clinical Trials Act was enacted on April 14, 2017 and has been enforced since April 2018. The task
force team of the Clinical Evaluation Expert Committee in JPMA (Japan Pharmaceutical Manufacturers
Association) conducted the internal survey in October 2018 in order to find out any issues on company-
initiated trials in post approval after the enforcement of the Clinical Trials Act. Company-initiated clinical
trials in post approval are very important to the life cycle management of new medicinal products. The
following issues were pointed out through this survey.
1) Company-initiated clinical trials in post approval other than observational research are categorized to
Specified clinical trials defined by the Clinical Trials Act.
2) Pharmaceutical companies have difficulties to manage Specified clinical trials as sponsors because
physicians conducting Specified clinical trials have the responsibility of sponsor-investigator by the Clinical
Trials Act.
3) Pharmaceutical companies can conduct Post-approval clinical studies defined by the Pharmaceutical and
Medical Device Act (PMD Act) in addition to Specified clinical trials. However, Post-approval clinical
studies should be agreed with PMDA (Pharmaceutical and Medical Device Agency) at the time of approval
and additional Post-approval clinical studies after approval are quite difficult to be accepted by PMDA
according to the current regulatory environment in Japan.
4) Company-initiated clinical trials in post approval have fallen into ‘legal valley’ between the PMD Act and
the Clinical Trials Act. Consequently, clinical evidence of new medicinal products in Japanese post approval
may be insufficient in comparison with global evidence.

The JPMA task force team discussed the current Japanese regulatory environment in regards to
company-initiated trials in post approval and pointed out the necessity of early improvement of the current
regulatory environment to avoid the concern of ‘Evidence-lag’ in post approval in Japan.
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Fig. 2 Purpose of company-initiated trials in post approval
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Fig. 4 Existence of difficult cases to conduct
company-initiated trials in post approval
based on the Clinical Trials Act
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Fig. 5 Reasons of difficult cases to conduct company-initiated trials
in post approval based on the Clinical Trials Act
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