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Regulatory Science Wars:
Confused concepts and incompetence of academics on science studies
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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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3.2 Institute for Regulatory Science (RSI)
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3.5 NIH-FDA regulatory science initiative

201042 H, K AR AT ZE AT (National
Institute of Health : NIH) & >KI[E £ 5 K H 55
(Food and Drug Administration : FDA) »4L[6] T,
N7 VAV —Y 3L H—F & regulatory sci-
ence DIEED 720D 4 =+ 75 1 (Collabora-
tive Initiative to Fast-track Innovations to the
Public) 2® % %5 L, regulatory science B3 fJFZ¢
DHERED 728, 34 THREA675 1 R ILOHliBh&
(regulatory science initiative) # V.5 [i¥7-%".
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3.6 “regulatory science” —
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Ik, Ak Tflib iz “regulatory science” &
WO FHEOREIKREEKI LT, Table 112 &7z,

X 512, “regulatory science” WT#EDEE (Table
2) AEET &, “fiducial science” * (EEER}F : £}
TS & BORIRE DS AR EEOBIRIZH 5 & 5 &
R 43 9F), “postacademic science” ¥ (K Z b 7

Table 1 Various meanings of “regulatory science”

FERLEA, EALEE

B Bk

Weinberg, 1985

FUEIGGE O AN DBR A, SHRFE LD D5 0H LRI E LT
BEELEL ALY ERBRERTH DA

Moghissi, 1985

AT 0T 8 25 de 3 O FA RS WA 5P U 72 SR 3D W TR R 2 657 5 A0 H
FROFIMWr & 3295 2 &,

Rushefsky, 1986

DI & AT 5. L < ARG LR 2%
12,

Jasanoff, 1990

BORSLFICHEH & 0 3 By 2.

AAPS CKEEEZER)

ITBIOTFE L ATBAT RO G EFRL, W2 OMam %, e - Al
mE O, FERRENCB S 2 MET, AREENBBIOLELEL LTV,

NIH-FDA, 2010

FRI 2GR ITIA, PPITIE, STk MY 5 72 O L WA E Y —
EERT B 72 DIRHEU L 72, ZZERI A AR S0 OT BY.

() BRIIEFIZTEYL 28 0.

Table 2 Concepts resembling “regulatory science”

FRfRE (RBFE RBEHhEH) E S

trans-science (Weinberg, 1985)

FPFICET 5 2 L ABEREND A, FIECRBAT 5
T LT E AV RS 5.

mandated science (Salter, 1988)

HIERD KA BORNLED 7201247 b N % Bl

fiducial science (Hunt & Shackley, 1999)

g%ﬁﬁ%‘i L BORUE AR HEDBIRIZ & 5 & 5 B Rk

postacademic science (Ziman, 1996)

B AR T Z LT E R A < B

mode 2 science (Gibbons, 1994)

FEER 7 70— S TRAE D TH R ERED & 2 [
EIRPEL T & D,

post-normal science (Funtowicz & Ravetz, 1992)

ANHEFE A BT Tl ORI P Tl PIlARRE L b
N5 HRIZONTRERIRE 21T 5 720 D)5 ik,

() RIS TE L 228 0.
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AT ITRE BEEAMNT I LICHMEZELSF
). “mode 2 science” *V (B — F 2R} ¢ M
77 u—FTCRAEED THENEREO » 5 R
BRI LT D), “post-normal science” * *¥
(R Z PEERE AT S EH T TR ORE
I I PR L b 3 FRIZOWTERE
WEEITS 20D Kk BENHDB. =L,
MR U =5 T, Zh 6 OMEEDHEI&IZDO0
T, “regulatory science” & DA - W& BR A
MCONTVWBEEDIFITFEAERL, “regulatory
science” & \H FHELFRFIZHDN T 25
TY, HIZZN 6D “regulatory science” & VLi%
L LLIFIEIERIFOEETH S L\ BEHFHIH
NTWBICTELD.

3.7 “regulatory science” #®H< 3
Z DD E

Z D & 512 “regulatory science” DEEI % Fl2Ef
7 B SR A & 0D BESHE TN 72 48 1985 40D Weinberg
DEELL EICEMBZENTE a7 UL,
K% Wk 7 — & X — 2 PubMed % “regulatory
science” EWIH SHETHHHERRE L 2R T,
1982 4- Robert P. Zendzian (Z D 4BFD i 1%
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