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26 8wl (3r17)0 F67-68; F2E (517)0 £70-

27 Pure Food and Drug Act of 1906, Pub. L. No. 59-384, 34 Stat. 768 (repealed 1938).
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2001 ) BEpFHEABIE A2 T ALz A o BN T EEE PN E | 2
filodids » 20F 2% THFGRARPR LY | — K Z W2014E (L %
7% ) (Agricultural Act of 2014) % 2012& ( & &% >3 *j# % ) (Food Safety
Modernization Act of 2011) 3# & &% > & A R £ eng ]2 378 & $5rin




344 2015 FECE RIBITKF %

P RmMINEZENERRT RIET L - [FfR@EE(C)HE S
BIZEIERYINESERG R AL ~ Sk - BRI E SRR RN E Y
e SER BT RMEE - TimEERNER S T
s KEREFR303ER ()M E - BT — 4 DL A EEM]5¢
RO —T32t2p2dl s R2ILEEFEIEEEEILE - RliE=
EDNT ISR R E T RS - SRR AR
YR SRR ER S - AR RMLE TEFAELHE -

EEBTRIEES NEBRM ) AUSE - EERRBIANTTE
"RIBERE ) BAEERILBES2EHE - W amE R REIR
T R ZE AT 25 Ik Z adulterated foodF[I/E " EiEdt ) 2k "%
hgedh > WLUREE TR TR REEBRARIERET - &E
RBN T S EENAEEYE | 28 KRR T2 EE
REEHICE Bk IR EE o AL > BTATRER R BEAT AR
1 TRREE ) B IRIVERFEARREZES @ HEBA %
EEZBERED B EEBAT A S EH R EN

2015 T A e 418 Fac i §% 2 EHREZ TR i
€ ¢ EFAY IR BT TP (20158117 20-210 )

31 Food, Drug, and Cosmetic Act § 301, 21 U.S.C. § 331 (2014) (“The following acts
and the causing thereof are hereby prohibited: (a) The introduction or delivery for
introduction into interstate commerce of any food, drug, device, or cosmetic that is
adulterated or misbranded. (b) The adulteration or misbranding of any food, drug,
device, or cosmetic in interstate commerce. (c) The receipt in interstate commerce of
any food, drug, device, or cosmetic that is adulterated or misbranded, and the delivery
or proffered delivery thereof for pay or otherwise....”).

32 Food, Drug, and Cosmetic Act § 303, 21 U.S.C. § 333 (2014) (“(a)(1) Any person
who violates a provision of section 301 shall be imprisoned for not more than one
year or fined not more than $1,000, or both. (2) Notwithstanding the provisions of
paragraph (1) of this section 2, if any person commits such a violation after a
conviction of him under this section has become final, or commits such a violation
with the intent to defraud or mislead, such person shall be imprisoned for not more
than three years or fined not more than $10,000 or both.”).

33 ksl (3217) 0 F67T (T i@ B p v v FFDCAR & T 2 T4
(adulterated) & %, EBEH ZF 3 BET A BT A48 fél%iiflﬁ b )
Hrw (3x17) 70 (T AL 2R L 2 FRTLE A A FHBER A
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BT LB R EE IR 40216 — HHE T URSER N R IRE
B F—RIET AIREE 0 il B B - DISS—(a) KIE
HREZB RG] BEEEEE - HfgE— 55 T EaEE S R EEE
DL " EHEeiEEYE | (poisonous or deleterious substance ) HJFR ]
R AL » HE—REFEMIE - ABIADIE T HEEEEY
= 7%14\;( pian - BE=EXE T E AR BREEE Y
g, /\%IT_[HI//’Z?E "ENRZEEERETRE - IR
P e R T2 R | (aesthetic adulteration ) » iff
NP EH TR E’Jﬁw:ﬁﬁ EREFEYE RN ED » TLUER] TER
— R E R A R | BB KRS AR R

TP AR EFEL FEZFSERIHORTEY 42 wmp @
97 8T BRPLHBRS SO TR 2y TRRG ik, FLATR
B2 Yo

34 Food, Drug, and Cosmetic Act § 402(a)(3), 21 U.S.C. § 342(a)(3) (2014) (“if it
consists in whole or in part of any filthy, putrid, or decomposed substance, or if it is
otherwise unfit for food....”).

35 Food, Drug, and Cosmetic Act § 402(a)(4), 21 U.S.C. § 342(a)(4) (2014) (“if it has
been prepared, packed, or held under insanitary conditions whereby it may have
become contaminated with filth, or whereby it may have been rendered injurious to
health....”).

36 See United States v. 1,500 cases...Tomato Paste, 236 F.2d 208 (7th Cir. 1956) (“It has
also been suggested that Congress wanted to protect ‘the aesthetic tastes and
sensibilities of the consuming public,” and therefore intended that food containing
‘any filthy, putrid, or decomposed substance’ be deemed adulterated whether it was
‘unfit for food’ or not.... Congress may also have wanted to set a standard of purity
well above what was required for the health of the consuming public....”).

37 See United States v. 1,200 Cans...Pasteurized Whole Eggs, Etc., 339 F. Supp. 131
(N.D. Ga. 1972) (“...the aim of removing from commerce those products produced
under circumstances which would offend consumer’s basic sense of sanitation and
which would cause him to refuse them had he been aware of the conditions under
which they were prepared.”).
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EPERERE - RIS ZKSER R i R T R AR
% | (economic adulteration ) *° o ZE ARy R A H H E B IR
H S BT A P i R B s E R Y - Rt R
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38 See United States v. An Atrticle of Food...915 Cartons of Frog Legs, Food Drug
Cosmetic L. Reports (CCH) 9 38,102 (S.D.N.Y. 1981).

39§ sk (3217)0 F70 ¢

40 Food, Drug, and Cosmetic Act § 402(d), 21 U.S.C. § 342(d) (2014).

41 Food, Drug, and Cosmetic Act § 402(b)(1), 21 U.S.C. § 342(b)(1) (2014) (“If any
valuable constituent has been in whole or in part omitted or abstracted therefrom.”).

42 Food, Drug, and Cosmetic Act § 402(b)(2), 21 U.S.C. § 342(b)(2) (2014) (“if any
substance has been substituted wholly or in part therefor.”).

43 Food, Drug, and Cosmetic Act § 402(b)(3), 21 U.S.C. § 342(b)(3) (2014) (“if damage
or inferiority has been concealed in any manner.”).

44 Food, Drug, and Cosmetic Act § 402(b)(4), 21 U.S.C. § 342(b)(4) (2014) (“if any
substance has been added thereto or mixed or packed therewith so as to increase its
bulk or weight, or reduce its quality or strength, or make it appear better or of greater
value than it is.”).

45 See Renée Johnson, Food Fraud and “Economically Motivated Adulteration” of
Food and Food Ingredients 6-7, CONG. RES. SERV. (Jan. 10, 2014), https://fas.org/sgp/
crs/misc/R43358.pdf.

46 See Wesley E. Forte, The Food and Drug Administration and the Economic
Adulteration of Foods, 41 IND. L.J. 346, 347-51 (1966).

47 See United States v. 88 Cases, More or Less, Containing Bireley’s Orange Beverage,
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187 F.2d 967 (3d Cir. 1951) (“[T]he correct construction of the statutory language [is]
to be found in the rationale of the legislative exclusion of products from commerce for
economic adulteration where no hygienic adulteration exits. In such cases a product is
recognized as wholesome but is excluded from commerce because of the danger of
confusing it with something else which is defined, familiar, and superior.”).

48 See United States v. Beech-Nut Nutrition Corp., 659 F. Supp. 1487 (E.D.N.Y. 1987)
(“These definitions clearly show that a product may be misbranded without
necessarily being adulterated and vice versa. Therefore, one who violates section
331(a) by introducing adulterated foods into interstate commerce does not necessarily
violate section 331(a) for introducing misbranded foods. Therefore, one shipment of
adulterated AND misbranded foods introduced into interstate commerce may
constitute two separate section 331(a) offenses.”).

49 2 554 (3x25) F46-47 -
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51 Food and Drug Administration, Economically Motivated Adulteration: Notice of
Public Meeting, 74 Fed. Reg. 15,497 (Apr. 6, 2009) (“The purpose of the meeting is
to stimulate and focus a discussion about ways in which the food, drug, medical
device, and cosmetic industries, regulatory agencies, and other parties can better
predict and prevent economically motivated adulteration with a focus on situations
that pose the greatest public health risk.”). (£ %88 KR 5 fi’—*ﬁ #rde ) o

52 See Johnson, supra note 45, at 5 (“FDA defined ‘economically motivated
adulteration’ as the: fraudulent, intentional substitution or addition of a substance in a
product for the purpose of increasing the apparent value of the product or reducing the
cost of its production, i.e., for economic gain. EMA includes dilution of products with
increased quantities of an already-present substance (e.g., increasing inactive
ingredients of a drug with a resulting reduction in strength of the finished product, or
watering down of juice) to the extent that such dilution poses a known or possible
health risk to consumers, as well as the addition or substitution of substances in order
to mask dilution.”). (A 4827 A& 5 T'F—‘F‘f #dy ) o
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53 See Randall Lutter, Addressing Challenges of Economically-Motivated Adulteration 3,
slide presented at the Public Meeting on Economically Motivated Adulteration (May,
2009), http://www.fda.gov/downloads/NewsEvents/MeetingsConferencesWorkshops/
UCM163631.ppt (“Working Definition: Fraudulent, intentional substitution or addition
of a substance in a product for the purpose of increasing the apparent value of the
product or reducing the cost of its production, i.e., for economic gain.”).
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54 See United States v. Gonzalez-Alvarez, 277 F.3d 73 (1st Cir. 2002).
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Unknown in Process: Dynamic Connections of Ignorance, Non-Knowledge and
Related Concepts, 55(5) CURRENT SOC. 742, 743 (2007) (quoting Wolfgang Krohn,
Knowledge Societies, in INTERNATIONAL ENCYCLOPEDIA OF THE SOCIAL AND
BEHAVIORAL SCIENCES 8139, 8141 (Neil J. Smelser & Paul B. Baltes eds., 2001)).
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84 Karen Everstine, John Spink & Shaun Kennedy, Economically Motivated Adulteration
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(EMA) of Food: Common Characteristics of EMA Incidents, 76 J. FOOD PROTECTION
723,729-31 (2013).
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86 Food, Drug, and Cosmetic Act § 402(a)(1), 21 U.S.C. § 342(a)(1) (2014) (*...but in
case the substance is not an added substance such food shall not be considered
adulterated under this clause if the quantity of such substance in such food does not
ordinarily render it injurious to health”). # % ¥ (3x17)> 70> fj-“utL Ea 5 i e
PEEIRG o

87 Food, Drug, and Cosmetic Act § 402(a)(1), 21 U.S.C. § 342(a)(1) (2014) (“If it bears
or contains any poisonous or deleterious substance which may render it injurious to
health....”).

88 Food, Drug, and Cosmetic Act § 406, 21 U.S.C. § 346 (2014) (“when such substance
is so required or cannot be so avoided, the Secretary shall promulgate regulations
limiting the quantity therein or thereon to such extent as he finds necessary for the
protection of public health, and any quantity exceeding the limits so fixed shall also
be deemed to be unsafe for purposes of the application of clause (2)(A) of section
402(a)”).
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93 Food, Drug, and Cosmetic Act § 409(b), 21 U.S.C. § 348(b) (2014) (“(1) Any person
may, with respect to any intended use of a food additive, file with the Secretary a
petition proposing the issuance of a regulation prescribing the conditions under which
such additive may be safely used. (2) Such petition shall, in addition to any
explanatory or supporting data, contain—....(E) full reports of investigations made
with respect to the safety for use of such additive, including full information as to the
methods and controls used in conducting such investigations.”).

94 Food, Drug, and Cosmetic Act § 201(s), 21 U.S.C. § 321(s) (2014) (“...if such
substance is not generally recognized, among experts qualified by scientific training
and experience to evaluate its safety, as having been adequately shown through
scientific procedures (or, in the case of a substance used in food prior to January 1,
1958, through either scientific procedures or experience based on common use in
food) to be safe under the conditions of its intended use...”).

95 Food, Drug, and Cosmetic Act § 402(a)(1), 21 U.S.C. § 342(a)(2)(C)(i) (2014) (“A
food shall be deemed to be adulterated, if it is or if it bears or contains any food
additive that is unsafe within the meaning of section 348 of this title....”).
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97 See, e.g., Katharine Van Tassel, Regulating in Uncertainty: Animating the Public
Health Product Safety Net to Capture Consumer Products Regulated by the FDA that
Use Innovative Technologies, Including Nanotechnologies, Genetic Modification,
Cloning, and Lab Grown Meat, 2013 U. CHI. LEGALF. 433, 433-40 (2013). See also
John S. Applegate, Bridging the Data Gap: Balancing the Supply and Demand for
Chemical Information, 86 TEX. L. REV. 1365 (2008).
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On Regulating and Punishing Economic
Adulteration of Food

Wen-Tsong Chiou* & Yun-chien Chang**

Abstract

Taiwan’s Food Safety and Sanitation Act prohibits fraudulent food.
Violation of such a proscription leads to criminal and administrative
sanctions. The issue of how to interpret the provisions regarding
fraudulent food has long been debated. This article intends to clarify
multiple legislative purposes of the Act and employs social science
theories and findings to define the proper goal of banning fraudulent
food. In addition, this article reexamines the appropriate means to
achieve food safety regulations in light of the uncertainty inherent in
fraudulent food. This article argues that fraudulent food refers only to
food that manipulates the credence attributes, which consumers have
difficulty verifying, and thus more likely disrupts market order.
Therefore, fraudulent food alone does more harm than misbranding and
does not need to incorporate the possibility of harm to health as the
precondition of criminal liability. However, fraudulent food, in addition
to its danger to market order, also brings uncertain risks to consumer
health and creates asymmetric information between regulators and
manufacturers. To solve these problems, this article proposes to establish
food identity standards that are verified by risk assessment. Such food
identity standards can serve not only as the benchmark for identifying
fraudulent food, but also the “safe harbor” for safety regulation. When
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deviation from the “safe harbor” occurs or where cost concerns inhibit
the establishment of food identity standards, obliged disclosure by
manufacturers to the regulatory agency will enable regulators to explore
the unknown and transform the “unknown” into the “known” more
efficiently.

KEYWORDS: Fraudulent food, economic adulteration, adulterated food,
credence attribute, misbranding, labeling, presumed unsafe,
das abstrakte Gefihrdungsdelikt, pooled equilibrium,
Federal Food, Drug, and Cosmetic Act, information costs.




