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変革を迎えた臨床研究のこれからを考える
─ 臨床研究法の製薬企業への影響；アンケート調査より ─

日本製薬工業協会 医薬品評価委員会 臨床評価部会

Considering the future of clinical research at the turning point 
of implementation of the new legislation in Japan
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Based on the results from the internal survey in JPMA ─
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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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1．はじめに

2．承認後の臨床エビデンスの創出に
おける臨床研究法の影響
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3．承認後に製薬企業が自主的に企画立
案する臨床試験に関するアンケート

3.1　回答者背景
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3.2　質問事項

3.3　アンケート結果
1）承認後の企業立案試験の実施状況について

2） 承認後の企業立案試験の実施目的（選択式 
複数回答可）について

Fig. 1　 Current company plan regarding 
company-initiated trials in post 
approval
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Fig. 2　Purpose of company-initiated trials in post approval
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3） 承認後の企業立案試験を実施する際に遵守
すべき制度（選択式）について

Fig. 3　 Appropriate law for company-initiated 
trials in post approval
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4） 承認後の企業立案の臨床試験を臨床研究法
で実施できない，もしくは実施しにくいケー
スの有無について

3.4　調査結果の概略

Fig. 5　Reasons of difficult cases to conduct company-initiated trials 
in post approval based on the Clinical Trials Act

Fig. 4　 Existence of difficult cases to conduct 
company-initiated trials in post approval 
based on the Clinical Trials Act
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4．考察
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5．おわりに
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