
－391－

臨床試験結果登録公開に関するUAEMと
TranspariMED報告書和訳について：

国際情勢と日本における課題
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Abstract
　　Incompliance with clinical trial result registration requirement has raised significant concern among 
international medical communities. In this journal, we included a Japanese translation of the report entitled 
“Clinical trial transparency at US universities: Compliance with U.S. law and global best practices” 
published jointly by the Universities Allied for Essential Medicines (UAEM) and TranspariMED. This 
report demonstrates substantial incompliance of leading universities in the United States (US) with the law 
under the Food and Drug Administration Amendment Act (FDAAA) to disclose clinical trial results in the 
public registry, ClinicalTrial.gov. Another report revealed the incompliance of European universities with 
the European Union (EU)’s Clinical Trial Regulations, failing to register in the EudraCT database. Reports 
in the British Medical Journal (BMJ), Science and Lancet show that the results of about 30 to 50% of due trials 
among more than 4,000 in the US, and more than 7,000 in the EU, were missing. Industry-sponsored trials 
are shown to be more compliant than non-industry sponsored ones. In Japan, trial result registration has 
already become mandatory; however, compliance status has not been studied well yet.
　　With the progress of result disclosure in the public registry, the academic journal’s role will shift from 
the archives to the discussion forum. In 2005 Richard Smith, former editor-in-chief of BMJ, stated that 
“Journals should critique trials, not publish them.” “Instead, the protocols and results should be made 
available on regulated Web sites”. Meanwhile, in 2017, Transparency International and its collaborators 
stated that “academic publication” should be one of the five pillars of clinical trial transparency listed with 
“trial registration before starting”; “summary results posting”; “full trial reports”, and “individual 
participant data sharing.” We should further discuss the role of journals to improve clinical trial 
transparency.
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1．臨床試験登録公開義務の遵守状況の
分析

2．5つの報告の示す傾向と情報源
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3．最近の議論：小児臨床試験と
COVID-19治療薬試験

Table 1　Summary of the reports on incompliance rates of result registration in trials registries
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4．ICMJE声明との関係

5．日本における結果登録公開義務
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Fig. 1　Global clinical trial registries complying with WHO’s policy
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6．データベース結果公表義務と
医学雑誌の役割

Fig. 2　Five pillars of clinical trial transparency
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