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| took the one less traveled by,
And that has made all the difference.

~~Robert Frost, The Road Not Taken (1916)

Emily Dickinson



This is my letter to the world
That never wrote to me,--
The simple news that Nature told

With tender majesty.

Her message is committed
To hands | cannot see,
For love of her, sweet countrymen,
Judge tenderly of me!
~~Emily Dickinson
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ON THE REGULATION OF DRUG, DIETARY SUPPLEMENT , AND FOOD

ABSTRACT

The regulatory problems of drug, dietary supplement, and food were amost left
untouched by academic discussions. For example, the FDA in Taiwan spent much
money planning and executing the permit system of dietary supplement, from which
the consumers seemed not to benefit. The government strived against a variety of
advertisements, claiming medical effectsfor instance; nevertheless, these prohibitions
were wrong as far as science and culture are concerned. Besides, lacking information
from the advertissments will reduce consumers welfare.

Regulatory Theory, the analytical tool used in this thesis, not only integrates the
empirical perspectives of Economic Analysis of Law, Law and Society, and
Behavioral Law, but aso interconnects the studies of Administrative Law,
Congtitutional Law, Civil Law, Insurance Law, to name a few. There are five forces
affecting regulation: Law, Social Norm, Market, Architecture, and Culture. In the
most part of the thesis, | take Social Norm, Market, Architecture, and Culture as
given, and discuss how to use law to accomplish desirable aims. In the last part, | set
free Architecture, which isindeed changing, and discussitsimpact on my modes.

This thesis argues that Chinese herbal culture is pervasive in Taiwan. Just
because the regulators neglected the culture and regulated everything according to the
western medical paradigm, regulatory failures ensued. By taking the herbal culture
into consideration, this thesis argues that there is no intrinsic difference among drug,
dietary supplement, and food; the effects on human bodies are different— some are
mild and some are wild—only in degree. Thus, it is impossible to classify drug/dietary
supplement/food by nature; the only way is to classfy by how drug/dietary
supplement/food are regulated. Each subset of drug/dietary supplement/food has its
own distinctive regulatory model. This thesis designs three regulatory models. The
first model, replacing product liability system with fine system, contains prescription
drug. The second modd includes both food additive and over-the-counter drug,
divided into two subcategories under current law, but in my opinion needless. The
third contains dietary supplement and food (including genetically modified food)—
but in my view there is no need to digtinguish dietary supplement from food.

In addition, this thesis argues that all kinds of restrictions toward advertisements
should be lifted. All we need is a clause against false advertisements, and in order to
enforce, mandate the broadcasters to register the information of advertisers.

This thesis also discusses the potential impacts of biotechnology, the internet,
and globalization on the regulatory models. | propose that biotechnology will not
undermine the models; rather, it will underpin them. However, the internet and
globalization will probably make my models obsolete some day. Then, we are obliged
to use Regulatory Theory to reform these models again.
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“A big book is a big evil.” ~Bertrand Russdll*

" The demand for judice is not independent of its price.” Richard A. Posner?

! BERTRAND RUSSELL, WISDOM OF THE WEST: A HISTORICAL SURVEY OF WEST ERN PHILOSOPHY INITS
SOCIAL AND POLITICAL SETTING 1 (1959).
2 RICHARD A. POSNER, ECONOMIC ANALYSIS OF LAW 26 (3" ed. 1985).
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Law and Economics Economic

Andyssof Lav Law and Society Law and
Psychology
3 4
5
behavioral theory  °©
7 8
3 Utilitarianism Bentham

see RICHARD A. POSNER, THE
ECONOMICS OF JUSTICE 48-115 (1980) RICHARD A. POSNER, FRONTIER OF LEGAL THEORY 97-98
(2001) Richard A. Posner, Wealth Maximization and Judicial Decision-making, 4 INTERNATIONAL
REVIEW OF LAW AND ECONOMICS 131, 132 (1984) SUSAN ROSE-ACKERMAN, RETHINKING THE
PROGRESSIVE AGENDA: THE REFORM OF THE AMERICAN REGULATORY STATE 17-18 (1992) (“ The use of
money does not imply that only those benefits and costs which are traded in markets should count.”)

CASSR. SUNSTEIN, RISK AND REASON 8 (2002)(“ The effort to quantify and to balance is designed not
to assess everything in terms of money but to promote close attention to actual consequences of what
government does.”) LOUISKAPLOW & STEVEN SHAVELL, FAIRNESS VERSUS WELFARE 25-26 (2002)

369 1998
47 188 2003

(cost-benefit analysis)
104-07 2000
% See, e.g., Richard A. Posner, Law and Economics Is Moral, 24(2) VALPARAISO U. L. REV. 163
(1990) Richard A. Posner, The Ethics of Wealth Maximization: Reply to Malloy, 36(2) U. KAN. L. REV.

261 (1988). But cf. ROBIN PAUL MALLOY, LAW AND ECONOMICS A COMPARAT IVEAPPROACH TO
THEORY AND PRACTICE (1990). Malloy ~ Posner

77-80 2002
5
° — 53 10
53-848 53-855 2002 —
53 12 53-1051 53-1058 2002 —
54 2 54-191 54-198 2003
" Sunstein " Importantly, nearly all of the paradoxes are a product of the government'sfailure

to understand how the relevant actors-- administrators and regulated entities-- will adapt to regulatory

2



postive normative

Food, Drug, and Cosmetics Act (FDCA)

9

programs. The world simply cannot be held constant after regul ations have been issued. Strategic
responses, the creation of perverse incentives for administrators and regulated entities, unanticipated
changesin product mix and private choice -- these are the hallmarks of the paradoxes of the regulatory
gtate” See CassR. Sunstein, Paradoxes of the Regulatory State, 57 U. CHI. L. ReV. 407, 413 (1990).
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Lawrence Lessig Norm
Architecture > 1° /
17
14 Lessig Norm Social Norm

15 nature physical constraintsin

life code software protocol
See Lawrence Lessig, The Constitution of Code: Limitations on Choice -
Based Critiques of Cyberspace Regulation, 5 COMMLAW CONSPECTUS 181 (1997) Lawrence Lessig,

The New Chicago School, 27 J. LEGAL STUD. 661, 663 (1998). Lawrence
Lessig Architecture

ij LAWRENCE LESSIG CODE AND OTHER LAWS OF CYBERSPACE 86-100, 235-39 (1999).
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benchmark 18

19
1
18
29 1 221-25 1999 —
54 2 54-191 54-198 2003 —
%4 5 54-535 54-542 2003 Bingyuang Hsiung

, A Methodol ogical Comparison of Ronald Coase and Gary Becker, 3(1) AMERICAN LAW AND
ECONOMICS REVIEW 186 (2001).
19 Libertarian

See DAVID D. FRIEDMAN, THE MACHINERY OF FREEDOM: GQUIDETOA RADICAL
CAPITALISM 114-20(2° ed. 1989).
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21

22

23

20 Richard A. Merril [, The Architecture of Government Regulation of Medical Products, 82 VA. L. REV.
1753, 1780 (1996).
21 Cf. W. KIP VISCUSI ET AL., ECONOMICS OF REGULATION AND ANTITRUST 752-53 (2d ed. 1998)

22

2 Seeid.a 290 HENRY |. MILLER, TO AMERICA’SHEALTH: A PROPOSAL TO REFORM THE FOODAND
DRUG ADMINISTRATION 30 (2000).
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25

20 1

20 1 4

1 1 346 7 8 —

24 See HENRY G. GRABOWSKI & JOHN M. VERNON, THE REGULATION OF PHARMACEUTICALS

BALANCING THE BENEFITSAND RISKS 7 (1983).

% sam Peltzman, The Health Effects of Mandatory Prescription, 30J. LAW & ECON. 207 (1987)
1/3

10
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30

26

27 See also SAM PELTZMAN, REGULATION OF PHARMACEUTICAL INNOVATION: THE 1962A MENDMENTS
11 (2974)( 1)
28 Byt cf. EMANUEL S. SAVAS PRIVATIZATION AND PUBLIC-PRIVATE PARTNERSHIP 122 (2000)(“ We have
unwittingly created and maintained such monopolies under the nai ve assumption that if the monopoly
isapublic one, it will somehow automatically operate in the public interest. Moreover, we often
prohibited competition in the mistaken belief that competition constitutes wasteful duplication.”).
2 Cf. Cass R. Sunstein, Administrative Substance, 1991 DUKE L.J. 607, 619

).

30" See DANIEL SPULBERG REGULATION AND MARKETS28, 389-91 (1989).
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31
32

33

7 34

35 36

31 /

32

3 1928
7576 107 1999

see Richard A. Merrill,
The Architecture of Government Regulation of Medical Products, 82 VA. L. REV. 1753, 1757-76
(1996).
3 (1) it contains a new chemical substance for medical use; (2) it is an established
drug offered in new dosage form; (3) it is an established drug offered with new medical claims; (4) itis
an established drug offered at new dosage levels; and (5) it is an established drug packed in new or
novel packaging materials. 21 U.S.C. 8321(p) (1994) seg, e.g., W. Kip Viscusi
et al., The Effect of Products Liability Litigation on Innovation: Deterring I nefficient Pharmaceutical
Litigation: An Economic Rationale for the FDA Regulatory Compliance Defense, 24 SETON HALL L.
REV. 1437, 1443-44 (1994) Jaime A. Wilsker, One-Half Phen in the Morning/ One Fen Before Dinner:
A Proposal for FDA Regulation of Off-Label Uses of Drugs 6 J.L. & PoL'Y 795,806-11 (1998).
35 See generally JEFFREY ROBINSON, PRESCRIPTION GAMES: MONEY, EGO, AND POWER INSIDE THE
GLOBAL PHARMACEUTICAL INDUSTRY (2002).
2002 See W. Kip Viscusi, Steven R. Rowland,
Howard L. Dorfman, Charles J. Walsh, The Effect of Products Liability Litigation on Innovation:
Deterring Inefficient Pharmaceutical Litigation: An Economic Rationale for the FDA Regulatory
3Ceompl iance I/Z)efense, 24 SETON HALL L. REV. 1437, 1443 n.30 (1994).

— 2000
— 2000

270 31 2002 155-77
1998

270 50 2003
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generic drugs
proprietary drugs bio-equivalent °°
bio-availability ° >
58
1993/07/07
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4 2003 3
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" JEFFREY ROBINSON, PRESCRIPTION GAMES: MONEY, EGO, AND POWER INSIDE THE GLOBAL

PHARMACEUTICAL INDUSTRY (2002) 229-30
2002
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2003/03/03 ?
2003/03/01 ?
2003/03/02
59 8207.07. 08246232
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61

62 63__
2000/12/12 o4 65
(Bridging Study) %
60
87.03.30. 87011284  87.06.19. 87040663  87.12.30.
87074774  88.07.05. 88036748  89.03.07. 89012530
270 53 2003

See Lars Noah, Administrative

Arm-Twisting in the Shadow of Congressional Delegations of Authority, 1997 Wis L. REv. 873,
880-81.
61

62 9 2
40 2001
63 — e e
82.07.07. 08246232
64 89.12.12. 0890035812
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68

91.05.29. 0910034816
- (Ethnic Factors in the Acceptability
of Foreign Clinical Data)
67 91.05.29. 0910034816
68 2003/06/05

21



69

http://www.pitdc.org.tw/
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71 9
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& 2003/03/19
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” 2003/03/10
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81

82

83

79

see William J. Skinner, Allowable Advertising Claims for Dietary Supplements, 5 J.
PHARMACY & LAW 309, 319 (1995).
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Jesse D. Lyon 84

mora accountability

community accountability

contractua accountability

gtrict societal accountability —

84 Jesse D. Lyon, Coordinated Food Systems and Accountability Mechanisms for Food Safety: A Law
and Economics Approach, 53 FOOD DRUG L.J. 729, 737-51, 758-60 (1998).
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2. 1997/09/15
86 87
88
3. 90.12.27 0900080575
89
1 90
85 14
140-41 2000
121 2002
86
87 FDA
GRAS FDA GRAS see LarsNoah &

Richard A. Merrill, Starting From Scratch?: Reinventing the Food Additive Approval Process, 78
B.U.L. REV. 329, 367-82 (1998)
88

http://www.doh.gov.tw/newverproag/proclaim/content.asp?class no=3&now_fod_list no=124& array f
od list no=3&level no=2& doc_no=284
89

% JEFFREY ROBINSON, PRESCRIPTION GAMES: MONEY, EGO, AND POWER INSIDE THE GLOBAL
PHARMACEUTICAL INDUSTRY (2002). 282-86
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91 See Tamar V. Terzian, Direct-to-Consumer Prescription Drug Advertising, 25 AM. J. L. AND MED.
149,157-58 (1999) DAVID T. COURTWRIGHT, FORCES OF HABITS DRUGS AND THE MAKING OF THE
M ODERN WORLD (2002).

122 2002
923 Howard Beales, |11, FDA Regulation of Pharmaceutical Advertising: Economic Analysis and the
Regulation of Pharmaceutical Advertising, 24 SETON HALL L. REv. 1370,1386 (1994).
93 Tamar V. Terzian, Direct-to-Consumer Prescription Drug Advertising, 25 AM. J. L. AND MED.
149,158 (1999). But see John A. Rizzo, Advertising and Competition in the Ethical Pharmaceutical
Industry: the Case of Antihypertensive Drugs 42 J. LAW & ECON. 89,113 (1999).
4 William E. Holtz, Consumer-Directed Prescription Drug Advertising: Effects on Public Health, 13
JL. & HEALTH 199, 214 (1998-99).
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106 18-19 1998 1
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strict liability —
Learned Hand Formula See WILLIAM M. LANDES & RICHARD A. POSNER, A Positive

Economic Analysis of Product Liability, 14 J. LEGAL STUD. 535, 546 (1985) WILLIAM M. LANDES &
RICHARD A. POSNER, THE ECONOMIC STRUCTURE OF TORT LAW 287, 296 (1987) Alan Schwartz,
Proposals for Products Liability Reform: A Theoretical Synthesis, 97 YALE L. J. 353, 369 (1988)
George W. Conk, Is
There a Design Defect in the Restatement (Third) of Torts: Products Liability, 109 YALE L. J. 1087,
1087 (2000)
absolute liability

1995

/ / William M. Landes & Richard A.
Posner, A Positive Economic Analysis of Product Liability, 14 J. LEGAL STUD. 535, 549 (1985).
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41 2000
110 RESTATEMENT (THIRD) OF TORTS
PRODUCTSLIABILITY 86 (c)
See also George W. Conk, Is There a Design Defect in the Restatement (Third)
of Torts: Products Liability, 109 YALE L. J. 1087, 1088-89, 1102, 1118 (2000)

. But see James
A. Henderson, Jr. & Aaron D. Twerski, Drug Designs“ Are” Different, 111 YALE L. J. 151, 152 (2001)
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115

“The choice isrardly between afree market and public regulation. It is between two
methods of public contro—the common law system of privatdy enforced rights and
the adminigtrative system of direct public control— and should depend on weighing
of their strengths and wesknesses in particular contexts.” ~~Richard A. Posner!1®

115 normative positive

seethe overview of ANTHONY OGUS REGULATION: LEGAL FORM AND
ECONOMIC THEORY 55-78 (1994) W. KIP VISCUSI ET AL ., ECONOMICS OF REGULATION AND ANTITRUST
322-49 (2" ed. 1998)  Sam Peltzman, The Economic Theory of Regulation After a Decade of

Deregulation, BROOKINGS PAPERS ON ECONOMIC ACTIVITIES MICROECONOMICS1 (1989), reprinted in
THE FOUNDATION OF REGULATORY ECONOMIC VOL. Ill: REGULATION AND DEREGULATION: INDUSTRIES
AND ISSUES213-53 (Robert B. Ekelund, Jr. ed., 2000). See the seminal arguments of “ Capture Theory”
and the first-ever empirical studies of regulations in GEORGE J. STIGLER, CITIZEN AND THE STATE:
ESSAYSON REGULATION (1977). Seethe critique of Public Interest Theory and Capture Theory in
Richard A. Posner, Theories of Economic Regulation, 5(2) BELL JOURNAL OF ECONOMICSAND
MANAGEMENT SCIENCE 335 (1974) Richard A. Posner, Taxation by Regulation, 2(22) BELL JOURNAL
OF ECONOMICSAND MANAGEMENT SCIENCE(1971).See the appraisal and criticism of Stigler’ s
contribution in Sam Peltzman, George Stigler’s Contribution to the Economic Analysis of Regulation,
101(5) JOURNAL OF POLITICAL ECONOMY 818 (1993), reprinted in ECONOMIC REGULATION 459-73
(Paul L. Joskow ed., 2000).Other interesting theories, see Mathew D. McCubbins et al., Administrative
Procedures as Instruments of Political Control, 3(2) JOURNAL OF LAW, ECONOMICS AND
ORGANIZATION 243-77 (1987) , reprinted in ECONOMIC REGULATION 88-122 (Paul L. Joskow ed., 2000)
Jerry L. Mashaw & David L. Harfst, Regulation and

Legal Culture: The Case of Motor Vehicle Safety, 4 YALE J. ON REG. 257,271-73 (1987)

76-82 1993
278 2002
12-31
1997 405-15 2002

116 RICHARD A. POSNER, ECONOMIC ANALYSIS OF LAW 401 (5" ed. 1998).
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117

118

119

deregulation  12°

5. 121

117 see generally E. Donald Elliott, Goal Analysis versus Institutional Analysis of Toxic Compensation
Systems, 73 GEO. L.J. 1357, 1362 (1985)(“theinstitutional analyst takesthe legal system asawhole
astherelevant domain for analysis...theinstitutional analyst doest not assumethat legal doctrine
isinfinitely plastic, and then ask how to redesign it to accommodate competing social goals;

rather, she assumesthat most legal doctrinesarerelatively inelastic because they arelimited by
theinfor mation-processing capabilities of theinstitutionsthat apply them...the institutional

analyst regardsthelegal system asa package of a dozen or so relatively fixed techniquesthat

might be applied to a problem, and asks which of them seemsmost likely towork well for that
particular problem.”).
118 See, e.g., STEPHEN HOLMS & CASSR.
SUNSTEIN, THE COST OF RIGHTS WHY LIBERTY DEPENDS ON TAXES 234-36 (1999) CASSR. SUNSTEIN,
FREE MARKETSAND SOCIAL JUSTICE 134-35 (1997).

119

120 165
1997 deregulation privatization
261 2003
121 99
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fallacy of combinetion

path dependent 23 —

lock-in

1997
122

123 See DOUGLASS C. NORTH, INSTITUTIONS, INSTITUTIONAL CHANGE AND ECONOMIC PERFORMANCE
92-104 (1990) CARL SHAPIRO & HAL R. VARIAN, INFORMATION RULES : A STRATEGIC GUIDE TO THE
NETWORK ECONOMY (1998) 144-228 1999
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“The' invisblehand” of Adam Smith dependsonthe* visblearmt' of the law that

regulates exchange.” ~Danid Spulber'®
126
1273.)U|ber
128
1 Pareto
2.
3.
129
124 1993
5861 2000

125 DANIEL SPULBER, REGULATION AND MARKETS25 (1989).

126 5ee e.g., JAN-ERIK LANE ed., PUBLIC SECTOR REFORM: RATIONALE, TRENDS AND PROBLEMS3
1997).

527 See, e.g., DANIEL SPULBER, REGULATION AND MARKETS at xiv (1989).

128 19 at 3,59.

129 STEPHEN BREYER, REGULATION AND ITS REFORM 15-35(1984) ANTHONY

OGUS REGULATION: LEGAL FORM AND ECONOMIC THEORY 29-55 (1994).Breyer
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MR

(AQ)

131 alocative efficiency

productive efficiency

130 RICHARD A. POSNER, ANTITRUST LAW 12 (2 ed. 2001).
131 STEPHEN LANDSBURG PRICE THEORY ANDAPPLICATION 356-57 (4™ ed. 1999).
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AC 133

134

public goods non-rivarous

non-excludable

132

133 W. KIP VISCUSI ET AL., ECONOMICS OF REGULATION AND ANTITRUST 323-24 (2% ed. 1998).

13% See generally RICHARD A. POSNER, NATURAL MONOPOLY AND ITS REGULATION (30" ed. 1999)(
) Harold Demsetz, Why Regulate Utilities?, 11 J. LAW & ECON. 55

(1968)( ) RICHARD A. POSNER ANTITRUST LAW (2°

ed. 2001) GEORGE J. STIGLER, THE ORGANIZATION OF INDUSTRY (1968).
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135 See EMANUEL S. SAVAS PRIVATIZATION AND PUBLIG-PRIVATE PARTNERSHIP 41-62 (2000)

JAN-ERIK LANE, THE PUBLIC SECTOR: CONCEPTS M ODELS AND APPROACHES
23-36(2000) RICHARD CORNES & TODD SANDLER, THE THEORY OF EXTERNALITIES, PUBLIC GOODS
AND CLUB GOODS 6-7 (1989) LAWRENCE LESSIG, The Regulation of Social Meaning , 62 U. CHI. L.
REV. 943,994 (1985) " Economists focus on pure public goods when thinking about the collective
action problem, but thisis because they take for granted a certain regime of property and contract rights.
But contract and property systems are no less solutionsto this problem of supply of private goods than
atax on passing ships would be a solution to the problem of supply of public goods. Every good
presents a problem of supply; what distinguishes each is simply the ease with which this problem can
be solved. Rather than engaging in a categorical debate over kinds of goods, we should focus on the
general question of what steps are needed to solve particular problems of supply, and compare the

rel ative costs of each solution.”
136

free-ride

137

2000 322-23 1999 3
138 JAMES M. BUCHANAN & MARILYN R. FLOWERS, THE PUBLIC FINANCE 35 (6™ ed. 1987).
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J. S Mill sf-regarding
other-regarding
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"Reform, reform, don"t talk to me about reform. We are in enough trouble

already." Lord Macauley**®

“[T]he government at the present time is so large that it has reached the stage of
negative margind productivity, which means that any additiond function it takes on
will probably result in more harm than good.” Ronald H. Coase™*®

“[S]ome stakehol ders (particularly the regulated) who may have resisted the actud

passage of a particular environmental regulatory program become vigorous opponents

of reform because they have learned to navigate and even exploit its loopholes. In fact,
the more unduly complicated the regulatory approach, the more dedicated to the status

quo these existing stakeholders can become.” ~~ Wendy E. Wagner*®’

3% Quoted in Stephen Breyer, Reforming Regulation, 59 TUL. L. REV. 1, 4 (1984).
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“1T a murderer Kills you, it's homicide. 1T a drunk driver Kills you, it's
manslaughter. If the FDA Kkills you, it's just being cautious.”

~~William G. Castagnoli**®
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