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51 .. . . - -
BRATE 232505 ~ 5325V 28710 ~ BY3%E -

BB 5Y25 1 28757 -
See KATHLEEN M. SULLIVAN & GERALD GUNTHER, CONSTITUTIONAL LAW 1347-48
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415 U.S. 566 (1974).

Id. at 573.

385 U.S. 589 (1967).

Id. at 604.
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61 T WY [ 2 17778 FEA - S R

?f‘ﬁ‘ {ﬁjﬁ:tn g_|534 535 ; n:fjrf dir s BSEEE T PSR [ﬂjﬁ:_t32 Fl
79-80 ; F qu' =y G BRI N = A S ﬁj{]ﬁfjﬁ}/b\@% ’ [ﬁjﬁéj%z ) F1164-165 ; :FE{'
frin o EERE P — *fﬁ?ﬁ’lﬁ‘lﬁ‘**ﬁ’lif FI RV SRR 71HFJ E 9>
2001 4F] 5 % A0 LFFU - 0 PR PR R — = -4
% FlU[ﬂ:Fle%Krﬁ s Eh miiﬁ,%%?ﬁm%g F1152- 153 2004F 7FJ o
PR IR TO 8 SRR I R Y S e
iy P BT~ T HYE S M e - 2 Y -
H&FEI%” ) *F\,?ﬁﬁj gk > 384 > FI28-29 > 2002F 9% ?ﬁﬁi{' » BREEL I
TR PN [ﬁjﬁ%tSZ » F1103-105 5 i"?é;*ﬁﬁ%ﬁ@fﬂ ) [ﬁjﬁv]ﬁ%t v FI153 o
ERriC BARENDT, ACADEMIC FREEDOM AND THE LAW: A COMPARATIVE STUDY 26-32
(2010).

1d. at 26.
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1> 1175 > 2012F 7%] o
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#|Sweezy v. New Hampshire % ®®Frankfurter & 3 & 19 [l & &+ Ff
REW CHRBREUFMTEARSEZERAF 2, T REIA
"HIEMBEMASE  EEMEEN TR THEEARE
PLEfirny 2t B B Dk BB - TR AR ~ e T

DLR BT TNE LY o | %83 14 7\ Regents of the University of
Michigan v. Ewing %% % b — RE R A 4 BER - ks (£
e R BEERE  TEFEEHMEZEMBIIN T ZHENE
RR#E - MAEW (MHLTH—FH) BEEZMBERSTZE
FhELe  PEEHRNLRAEBRAEENALREERE
A B3k 3] S0 - EE R T ik BE ek An B M AR M 2T B o S A Y 2
MEEmERER  FENRELTEREZTFHALEEWNHE
#| o "2t University of Pennsylvania v. EEOC— % - 4t K& % g
HHREREABAMELETHIBMZES  FRIXFHT > FF
X # e % g€ (Equal Employment Opportunity Commission ) [4]
BREERBEUTEAHEEEHNEE - PRAK T UZBL HR
REBFATHEL "R ik wae BR , WA BERE - (2
IR A AR KB B R S 2 AR 5 ] AE T & A
ZARE . TRTYAMLCREHW (AREE) FLEMBLN—AERE

6 354u.s. 234 (1957).

67 1d. at 262 (Frankfurter, J., concurring).
68 Id. at 263 (Frankfurter, J., concurring).
69 474 U.S. 214 (1985).

70 Id. at 226 n.12 (citation omitted).

m Id. at 225-26.

2 See Karen Petroski, Lessons for Academic Freedom Law: The California Approach

to University Autonomy and Accountability, 32 J.C. & U.L. 149, 166-67 (2005).

& 493 U.S. 182 (1990).
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Id. at 198.
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76

YR O PLER o S IR B S ST44S SRR | BRI LR > 2
Cox v. State of New Hampshire, 312 U.S. 569 (1941).

" Philip Hamburger, The New Censorship: Institutional Review Boards, 2004 Sup.
Ct. REV. 271 [hereinafter Hamburger, New Censorship]; Philip Hamburger,
Getting Permission, 101 Nw. U.L. REv. 405 (2007) [hereinafter Hamburger,
Getting Permission].

8 See Hamburger, New Censorship, id. at 306-13. See also Hamburger, Getting

79 Permission, id. at 430-37.

James Weinstein, Institutional Review Boards and the Constitution, 101 Nw. U.L.
REV. 493, 495, 526-27 (2007).
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4 City of Renton v. Playtime Theatres, Inc., 475 U.S. 41, 47 (1986). See aslo EUGENE

VOLOKH, THE FIRST AMENDMENT AND RELATED STATUTES 342-43 (3d ed. 2008);
SULLIVAN & GUNTHER, supra note 53, at 1130-38. ' |% %,i\*ﬁ%?isﬁﬁﬁi B [ﬁjﬁ%t
38> F1181-184 -
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S See Virginia v. Black, 538 U.S. 343, 344 (2003); DAvVID M. O’BRIEN, CONGRESS
SHALL MAKE NoO LAW: THE FIRST AMENDMENT, UNPROTECTED EXPRESSION, AND
THE U.S. SUPREME COURT 62-67 (2010); NOWAK & ROTUNDA, supra note 42, at
§ 16.39(d); VOLOKH, id. at 166-67.
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Nw. U.L. REV. 735 (2007).

88

-220-



—OwH+—A AP YA AR KA 31

2
3 FA &6

¥ AR T AR kR A AR R A R A
B TMAEAREZAE - MG EH sl e %
B A R B A E 2 FRE o ANk B RTRT R SC A Rl A B R
MR BEHERECHERERAEINSRAZHAR - EERE R
WEEHREZHR  AXUAREZ FEEAEE FEL -
B F AT S AR U TR Rty R B

— AR ERETNT R RWRA S & A2 8 4y 5 25
RZBEAHHE c ANHEHEFEHNENENBLEHE  AAFR
FLER BELMERL UERABIMAGEEE ELELH
Boo T D H B RSB S HETE - B RE S T S
AMASCH eS8 PTIHELHGEEFERR AL SR
EHEx hERAAILCHEEEYELHRAHTE - Pt
BTREEARL—FE HEEZZE A 0LEBLETAERE
BASCRH R R AR AR B o HER A SRR R R
BRAWESHE  RFE— BT ULEN E - B2 FELE
WELSHR  REREM HEEHEEERTHERZS&
HHELBBZVELEEIHRMMEENE VWA AWELEA

89 E.g., Zachary M. Schrag, The Case against Ethics Review in the Social Sciences, 7

REs. ETHICS 120, 120-31 (2011); Robert Dingwall, “Turn off the Oxygen ...”, 41
Law & Soc’y REv. 787, 787-88 (2007); Malcolm M. Feeley, Legality, Social
Research, and the Challenge of Institutional Review Boards, 41 LAW & SoC’Y REV.
757, 764-70 (2007).
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The Ethics Review Mechanism
under the Human Subjects
Research Act: Constitutional
Problems and Suggestions
to Reform

Chung-Lin Chen’

Abstract

The enactment the Human Subjects Research Act in 2011 is a
significant development in Taiwan’s research regulation, The said act
covers various kinds of research involving human subjects and extends
the requirement of ethics review beyond drug clinical trials.

Ethics review mechanism, which requires a prior review of a
research project, raises the issue concerning the freedom of research. If
the mechanism is not carefully designed, reviewers might intervene in
the content of research projects or even reject the projects because of
different viewpoints and, consequently, create an undue burden on the
freedom of research. Unfortunately, consideration regarding the
freedom of research was absent in the enactment of the Human Subjects
Research Act.

Associate Professor, Institute of Law for Science and Technology, National Tsing
Hua University.
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This study argues that the ethics review mechanism under the
Human Subjects Research Act is likely to be unconstitutional. The
regulation at issue constitutes a content-based prior restraint and its
design cannot overcome the heavy presumption of unconstitutionality
born by prior restraints. In addition, the provision regarding the scope
of application is too vague. To solve these constitutional problems, this
article proposes reforms in terms of application scope, review power,
and remedy mechanism. Before the law is revised, IRBs, authorities,
and courts should also interpret related provisions with the
constitutional spirit of free research to limit review discretion and allow

administrative appeals and litigations.

Keywords: Human Subjects Research Act, Institutional Review Board,
Research Ethics Committee, Freedom of Research, Academic
Freedom, Judicial Review
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