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レギュラトリーサイエンス・ウォーズ
─ 概念の混乱と科学論者の迷走 ─
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Regulatory Science Wars:
Confused concepts and incompetence of academics on science studies

Takeo Saio 1）　　Chieko Kurihara 2）＊
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2）Molecular, Imaging Center, National Institute of Radiological Sciences

Abstract
Background：The concept of “regulatory science” has a diverse range of meaning among its users and 
referred domains.
Methods：Non-systematic review of the literature mentioning “regulatory science” written in either 
Japanese or English.
Results：The origin of the term “regulatory science” in Japan is from a short column in an institutional 
newspaper written in 1987 which defined the term in an expanded sense and was easily modified by 
various people, whereas the one in North America is traceable to a few descriptions in the academic 
literature of the early 1970s and not much discussion was found on its concept. Some Japanese articles on 
“regulatory science” which include an article written by a leading scholar on science studies explained 
erroneously the origin of the term “regulatory science” in the Western context as an article written in 1972 
which did not have any description of the term “regulatory science”. The North American usage of the 
term “regulatory science” varies widely with both persons and times. Though there are several terms and 
concepts resembling “regulatory science” in North America, scant discussion has risen on their 
dissimilarities. One Japanese scholar on science studies wrote a detailed and frequently referred review 
article, but surprisingly, two of its key references did not mention the term “regulatory science” at all.
Conclusions：Though much has been written about “regulatory science” in Japan, these descriptions on 
the origin of the term in the Western context are not accurate. The key Japanese article on “regulatory 
science” written by a scholar on science studies has fatal flaws in its discussion on the reference literature 
of importance which can be said to be due to scientific incompetence.
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1．はじめに：
混迷するレギュラトリーサイエンス

2．日本における
レギュラトリーサイエンス論

2.1　内山による概念の提唱
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2.2　国内薬学領域における概念の展開
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2.3　行政・政策における概念の展開

2.4　マジックワードをめぐって
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3．“regulatory science”の起源と
その展開

3.1　Weinbergと“regulatory science”
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3.2　Institute for Regulatory Science（RSI）

3.3　Jasanoffの“regulatory science”
3.4　米国薬学会（AAPS）におけるRS部会
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3.5　NIH-FDA regulatory science initiative

3.6　 “regulatory science”─
北米での議論のまとめと近縁の概念

Table 1　Various meanings of “regulatory science”

使用した人，使用した年 意　　　味

Table 2　Concepts resembling “regulatory science”

語彙（提唱者，提唱された年） 意　　　味
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3.7　 “regulatory science”をめぐる
その他の記載

3.8　 北米の文脈における
“regulatory science”の総括
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4．科学論者の迷走─まとめに代えて
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参考文献・注

Table 3　Fatal flaws or scientific incompetence in the article on regulatory science 
written by Nakajima T, 2002
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