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Dr. Robert Templeインタビュー：
米国FDA医薬品評価の方針について

─ プラセボ対照試験，効果比較研究の倫理と科学 ─
Robert Temple

Center for Drug Evaluation and Research
Food and Drug Administration, U.S. Department of Health and Human Services

インタビュー・訳　栗原千絵子
独立行政法人放射線医学総合研究所分子イメージング研究センター

（2014年6月13日㈮　於：ワシントンD.C.，アメリカ）

Interview with Dr. Robert Temple on drug evaluation policy of FDA
─ Ethics, science of placebo-control and comparative effectiveness studies ─

Interview and translation: Chieko Kurihara
Molecular Imaging Center, National Institute of Radiological Sciences (NIRS)

(June 13, 2014, Washington D.C., United States)

Abstract
　　This is the record of an interview with Dr. Robert Temple, Deputy Director for Clinical Science of the 
Center for Drug Evaluation and Research (CDER) and also Acting Deputy Director of the Office of Drug 
Evaluation I (ODE-I), Food and Drug Administration, U.S. Department of Health and Human Services.
　　Dr. Temple is one of the key-persons in the international debate on the ethics and science of placebo-
controlled clinical trials, who greatly contributed to the ICH-E10 guidelines on the choice of control group, 
as well as 2008 revision of the Declaration of Helsinki, for its paragraph of the use of placebo control. In 
addition to this subject Dr. Temple has for a long time played a very important role in the establishment of 
FDA’s philosophy and policies on clinical science, and has had an important role in many CDER and ICH 
guidances (ICH E-3, E-4, E-5, E-7, E-10, and E-14).
　　The wealth of ideas about clinical trial design discussed here could contribute to future perspectives 
that might contribute to more attention to individualized medicine, shifting the mega-pharma-approach of 
“one-size fit all.”

Key words
U.S. Food and Drug Administration, placebo controlled clinical trial, comparative-effectiveness study, 
enrichment study, clinical science
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臨床評価

1．FDAの方針の確立

Interviewer

Temple

Interviewer

Temple

インタビューは，米国Maryland州Washington D.C.にあるDr. Robert 
Templeの自宅で，2014年6月13日に行われた．
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2．ヘルシンキ宣言2013年改訂に
向けた論争：
プラセボ対照試験の倫理と科学
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3．標準治療の問題
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コントローラー委員会創立20周年記念講演会「医薬品承認の臨床的ならびに統計的側面」開催時の風景．
講演録は「臨床評価」1992年20巻Suppl 6に収載されている．
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4．終了後のアクセス

Interviewer

Temple

Interviewer

Temple

5．効果比較試験
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6．エンリッチメント試験
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Temple

7．ANPRMと将来展望
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