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Abstract
　　This is a commentary on the interview with David Yang, Professor, Department of Experimental 
Diagnostic Imaging, The University of Texas M.D. Anderson Cancer Center, by Tomio Inoue, Professor, 
Yokohama City University, and Chieko Kurihara, Senior Researcher, National Institute of Radiological 
Sciences. The interview was held on November 18, 2009, in Yokohama, Japan. Translation of the 
transcription of the interview is included in this issue of Clinical Evaluation.
　　In this commentary, we explained the background of the discussion with Prof. Yang, concerning 
guidance documents by United States Food and Drug Administration (FDA) on medical imaging drug: 
safety assessment; clinical indications; trial design, current Good Manufacturing Practice of PET drugs, 
and on the Radioactive Drug Research Committee (RDRC). In particular, the RDRC system is unique and 
effective to be utilized for basic clinical research to determine the bio-distribution of drugs or biochemical 
processes of human. It is also effective to switch the usages of this RDRC framework and the other in 
which investigational new drug (IND) applications are submitted to FDA (IND framework). They can get 
through pipelines of drug development, from finding biochemical information in academia, in RDRC 
framework, towards diagnostic or therapeutic assessment of efficacy and safety of the drug in collaboration 
of academia and industry, in IND framework. The authors wish to introduce this kind of system to Japan 
through our activity of the Molecular Imaging Strategic task force of the Society of Nuclear Medicine to 
promote molecular imaging clinical research and drug development in Japan.
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1．はじめに

2．PET医薬品開発に関するガイダンス
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3．RDRCに関するガイダンス

Fig. 1　Constructions of guidance documents by FDA concerning medical imaging drug 
development and radioactive drug clinical research

薬効評価・医薬品開発

INDの枠組み

□FDAガイダンス

基礎科学的な臨床研究

□RDRCの枠組み

□FDAガイダンス

製造基準

□連邦行政規則
□FDAガイダンス

□米国薬局方
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4．学術から実用化への橋渡し：
新規シーズ開発に不可欠なガイダンス

Table 1　Conditions of the radiation dose limitation under the United States Code 
of Federal Regulations, Title 21, Part 361, Section 361. 1

Organ or system Single dose Annual and total dose
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