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“Detention Without Physical Exami-
nation” in the American Food
Importing System

Chih-Hsiung Chen

Abstract

The purpose of the “detention without physical examination” (DWPE) rules is
based on the precautionary perspective to prevent the American consumers from
injuries due to defective food or drug products. The system enables the Food and
Drug Administration detent problematic products in borders through promulgating
import alerts. The system has the benefits of quickness and efficiency. However,
the system has shortcomings including the timing to discover problematic products
and the potential to be deemed as unreasonable trade obstacles under the legal
framework of the World Trade Organization. But the system authorizes the FDA
the power to detent products in the borderlines and prohibited them from being im-
ported without any prudent evidence or even only based on the appearance of the
products. This approach may shift the burden of proof from the importing country
and to prevent political disputes by legal mechanisms. The purpose of this article is
to understand the DWPE system, to analyze the problems of the system, and to

purpose recommendations to transplant this system to Taiwan. The article will first
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introduce the DWPE system, analyze important cases, then discuss the disputes
under the WTO framework. In conclusion, the article will compare the difference
between the Taiwan’s importing rules and the DWPE system, and provide legisla-

tive amendment recommendations to solve the food safety disputes.

Keywords: Detention Without Physical Examination, Border Inspec-
tion, Burden of Proof, Appear to Be Adulterated, Food
Safety
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H.R. 3610, the Food and Drug Import Safety Act of 2007, 42 INT’L L. 1339 (2008); Ivette P.
Gomez, Beyond the Neighborhood Drugstore: U.S. Regulation of Online Prescription Drug
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Gremillion, The High Price of Free Trade: Country-of-Origin Labeling and the World
Trade Organization, 29 LOY. CONSUMER L. REV. 252 (2017); Hao Huang, Maximizing Chi-
nese Imports’ Compliance with United States Safety and Quality Standards: Carrot and
Stick from Whom?, 18 S. CAL. INTERDISC. L.J. 131 (2008); Holli N. Heiles, Baseball’s
“Growth” Problem: Can Congress Require Major League Baseball to Test Its Athletes for
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Peterson, The Knowledge to Act: Border Enforcement of Section 337 Exclusion Orders and
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the Need for Exclusion Order Disclosure Regulations, 17 FED. CIR. B.J. 607 (2008); Julia A.
Phillips, Does “Made in China” Translate to “Watch Out” for Consumers? The U.S. Con-
gressional Response to Consumer Product Safety Concerns, 27 PENN ST. INT’LL. REV. 217
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Federal Food, Drug, and Cosmetic Act § 801, 21 U.S.C. § 381 (2017).

See, e.g., Goodwin v. United States, 371 F.Supp. 433 (S.D. Cal. 1972).

NEAL D. FORTIN, FOOD REGULATION: LAW, SCIENCE, POLICY, AND PRACTICE § 14.3 (2d ed.
2017); Cont’l Seafoods, Inc. v. Schweiker, 674 F.2d 38 (D.C. Cir. 1982); Meserey v. United
States, 447 F. Supp. 548 (D. Nev. 1977).

See FORTIN, id at § 14.3; Caribbean Produce Exch., Inc. v. Sec’y of Health & Human Servs.,
893 F.2d 3 (1st Cir. 1989).

FORTIN, supra note 14.
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1 Section 801(a) of the FD&C Act states: “If it appears from the examination of such samples

or otherwise that (1) such article has been manufactured, processed, or packed under insani-
tary conditions ... or the facilities or controls used for the manufacture, packing, storage, or
installation of the device do not conform to the requirements of Section 520(f), or (2) such
article is forbidden or restricted in sale in the country in which it was produced or from
which it was exported, or (3) such article is adulterated, misbranded, or in violation of Sec-
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and finished on a case-by-case basis to accommodate the unique needs of individuals de-
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Federal Food, Drug, and Cosmetic Act, 21 U.S.C. § 355 (2017).

21 C.FR. § 1.94 (2016).
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Humphrey, supra note 6, at 597.

Id.

Id. at 598.

About the Center for Food Safety and Applied Nutrition, U.S. FOOD & DRUG ADMIN.,
https://www.fda.gov/aboutfda/centersoffices/officeoffoods/cfsan/ (last updated Feb. 23,
2018).
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History of FDA's Centers and Offices, U.S. FooD & DRUG ADMIN. (Feb. 1, 2018),
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36 Volume III - 5.4 Establishment Inspection Reports, U.S. FOOD & DRUG ADMIN.,

https://www.fda.gov/downloads/scienceresearch/fieldscience/laboratorymanual/ucm092183
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37 MANUAL, supra note 21, at ch. 9-8-7.

%8 1. at ch. 9-8-11.

% 1d. at ch. 9-8-12.
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MANUAL, supra note 21, at ch. 9-8-6.
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MANUAL, supra note 21, at ch. 9-8-15.
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21 U.S.C. § 801(a) (1978).
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MANUAL, supra note 21, at ch. 9-8-6.
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801(a)(3) in that it appears to bear or contain a poisonous or deleterious substance which
may render the article injurious to health.”



3.3 EEBHSEH

HI™% ﬁfﬁl V= ?D?Fﬁ ?“’é%,ﬁ (Food Safety and Standards Authority of India ) &

S 5 TR« AR GE T R AT

J’D(qu]q*ﬂlin IJ‘F’# 73l T(‘L]j%;ﬁ | ﬁ’f’{ 4 ’}%?@EEJE@W‘Qﬁ
Bl FDA 7% 2012 & » HHEH] —{_‘1 F[ "g‘rgll"iﬁg FI Jﬁiﬁl[ﬁl f[lﬂlq'g’]‘f
W& 5507 55 ?Fﬂﬁeﬂqg&gﬁyﬁ U I 2R PR - AL
B3 801(a)3) % » Fyffifmy 53 T g[ﬁy B (3583360 10 0

Fi 40200 BT 15 1P E o
iy U5 i, U;HWT‘E'H Efpy F[l*ﬁpﬁ*ﬂﬂ?‘fmﬁ‘/ij[” A NINALEI
iﬂ’r,ﬁ?&ﬁirﬂﬂfpﬁﬁ@%" 5 BRI CE i S0 A rﬁ;pgua% >~
;ﬁﬁ#lfﬁff@gﬁ"?ﬁ?@!ﬁ;ﬁﬁfl*qr[%ﬁ? P gl L po-f vl 1500 2
PEHTRIRT 8 o PNIFESC @'ﬁﬁ‘%?ﬁ&ﬁ[ﬁiﬂ RIS U
Bl o PRIP= £ R0 SO A8 2015 & 8 27 PRSP
LEST 801(a)(3)I% » # L TRl VN (5 ﬁ;{r_[iﬂ\”?jw—k -
HF |57 403(a)(D)[E I > B H]% Mother Dairy ** Vi F’?"Q‘JIH]EI PRI R
B dl > L = SR
(E ¥ ]I[I""Jf’[LI' B TR PE] T, Fﬁzﬂl pufl & e = B A
A R iR S TR A
1.37= ﬂJEf%%jc’i}ﬁi@f ) F’?N;[t’%pjﬁzq& LS ETET S O AERY
A o Renh N i #e :f@ﬁ S E T TR TO R U e VRV IR @
2H Y [ 5 #%ﬁwuwmnwj E LY L
ik %ﬂiﬁﬁff 'ﬁ@iﬁw@ﬁ' A BT ﬁpﬁfﬂrﬂ%ﬂ%ﬁp@%ﬁﬁﬂi :
IR ST R R AT T Fﬁ%ﬂ*ﬁﬁﬁl FUEYFE D

o1 Mail Import-Alert 09-01: Detention Without Physical Examination of Milk-Based Products

That Are Adulterated or Misbranded Due to Substitutions, FOOD AND DRUG ADMIN. (Aug.
27, 2015), https://www.accessdata.fda.gov/cms_ia/importalert 1122 html.

%2 1



rﬁé‘w\_\.‘*? ;ﬁ;ﬁ]%&ﬁ%ﬁjrgut%ﬁirj %IJ}i 73

1{{9% L[rﬁgﬁﬁj?[ﬁ CHT L I/Hl% ) | EJ :|JA :

1.3 ﬂ*bﬁﬁs Y= %ﬁﬁﬁ'hﬁm$ﬁ’ﬁrﬁﬁfﬂﬂﬁﬁ'f
B BRI ?ﬁu[Hﬂﬁ#WﬁﬁW%iMQ%ﬁM%%ﬁ’;af
%ﬁﬁ#j VRIFIE ] FDA FEERY (R RS -

ZW#ﬂWﬁTL“ﬁﬁJ—fA ﬁ’UF#%$&Qﬁ#ﬁ@ﬁﬁ’
Tf O F 1B P9 TS 0 FOE S 2 RlE s A T
Huo—ifﬂthH ,Wﬂtﬁi*UEJ%UF““ IS RLTT) Eﬁ¥¢U£fﬂ*"ﬁfw3*ﬁ%$iﬂ&J
o s
34 BUNII4ESH

1970 & (IR > SUIEL S HIY R0 S R SO BRI e
PP O 38 ~ PRG-I BT R I 5 PO e S R
PO VBT 1 R P00 SO L - R Bl
FTR B ORISR g RS RO (R R
q’ﬁ‘ﬁ: PR 'F‘T‘ - ?JqFHJ\’TF[JTF (Bovine Spongiform Encephalopathy, BSE »
B ) o P € A ERR B S R 5
do“w&¢WW¥WWE#ﬁ$%§ﬂ%ﬁ@@@Fw%§ﬁﬁﬁ%Wm%ﬁ@W

w%ﬁm?&J@ﬂ@%ﬁ@%ﬁmﬂ%o@ﬂﬁ#RW#éﬁ&ﬁﬁ$
R R RO e B P R st E SR B0 -
+gffgw|tﬁjj B iwﬁ°£'%ﬁ b EREEST m R EEed > =
5 I @m;;&—ﬁﬂi 05 o g ki g JHET o (RN S [P TR
Bt E ] %

7

O B TEEREWE A SRS R TR R SRR | o AT
B¥£8e> &1 (2003) -

 BEA BMRRE2EARE R RBHE AT b B AL B
+Hs 0 B 10 (2012) -

66

FAEA TR RSB R KA BEOREN - F 105 0’ 57-59 -



74 RAEETHR $3Y

H—L

e H S I A L P R
2000 12 F] 7 [ SRR P 1 e VB T | %
il o P T SR A PR B O I?;:&T'\JE@S A SEIINE:G SN i1 (LIS
(EREE TG S G Seiat W%Wwﬁﬂﬂfﬁ$ﬁ%@
fh 0 BRI RO SR e T
OB 6 [l STl (R R
st~ A T H AT :ﬁﬂ R ES S BEG o @[j 2011 = 3 F] 18 [IEG - (I
BRI oA 17-04° m;ﬁﬁﬁ“ﬁaaﬁhfﬁ&??*ﬁ 37 MHBI% < il
'ﬂﬁg@%ﬂ%ﬂ%uﬁmW*Wﬁ”%ﬁP*‘%%ﬁﬂ@°

X [ A gk E{ﬁj—“kgglﬁgu a4 ﬁ ﬂlf“,—”i:’f# fi J;\_[ IF{» p‘/ C R Fjﬁlﬁ J/ﬁj
a#ﬁ@%%wﬁaﬁ$ﬁﬂ@ﬁmm e ‘4%‘7?‘4W“

iy

(2001) -
Mail Import-Alert 17-04: Detention Without Physical Examination Bulk Shipments of High-
Risk Bovine Tissue from BSE-Countries — Bovine Spongiform Encephalopathy, FOOD AND
DRUG ADMIN. (Mar. 18, 2011), https://www.accessdata.fda.gov/cms_ia/importalert 53.html.
v ¥ 5x 17-04 & L ¢ “Districts may detain the shipment without physical examination,
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if the high-risk bovine tissue or ingredient, as listed in Attachment A, originated from one
of the following Countries ... If an entry is detained and the importer or manufacturer has
not provided within sixty (60) days documentation that establishes that the bovine derived
tissue used in the product came from BSE-free cattle or from a non-BSE affected or at risk
country, districts should attempt to determine the status of the entry and, where possible,
reach a final determination as to the entry. Sixty (60) days should be ample time for an im-
porter or manufacturer to provide such documentation.”
Id.
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"2 James Chyau, Casting a Global Safety Net — A Framework for Food Safety in the Age of
Globalization, 64 Foob & DRUG L.J. 313, 313-14 (2009).
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SPS Agreement art. 2.2: “Members shall ensure that any sanitary or phytosanitary measure
is applied only to the extent necessary to protect human, animal or plant life or health, is
based on scientific principles and is not maintained without sufficient scientific evidence,

except as provided for in paragraph 7 of Article 5.”
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80 L . .. .
SPS Agreement art. 5.7: “In cases where relevant scientific evidence is insufficient, a Mem-

ber may provisionally adopt sanitary or phytosanitary measures on the basis of available

pertinent information, including that from the relevant international organizations as well as

from sanitary or phytosanitary measures applied by other Members. In such circumstances,

Members shall seek to obtain the additional information necessary for a more objective as-

sessment of risk and review the sanitary or phytosanitary measure accordingly within a rea-

sonable period of time.”
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87 Specific Trade Concern 328, India’s concerns regarding U.S. default MRLs, limits of de-
termination or limits of quantification on basmati rice under the Agreement on Sanitary and
Phytosanitary Measures G/SPS/R/64, paras. 47-48.

8

89 SPS Agreement art. 5.4: “Members should, when determining the appropriate level of sani-
tary or phytosanitary protection, take into account the objective of minimizing negative
trade effects.”

2(1) Specific Trade Concern 328, supra note 87.

SPS Agreement art. 5.5: “With the objective of achieving consistency in the application of
the concept of appropriate level of sanitary or phytosanitary protection against risks to hu-
man life or health, or to animal and plant life or health, each Member shall avoid arbitrary
or unjustifiable distinctions in the levels it considers to be appropriate in different situations,
if such distinctions result in discrimination or a disguised restriction on international trade.
Members shall cooperate in the Committee, in accordance with paragraphs 1, 2 and 3 of Ar-
ticle 12, to develop guidelines to further the practical implementation of this provision. In
developing the guidelines, the Committee shall take into account all relevant factors, in-
cluding the exceptional character of human health risks to which people voluntarily expose
themselves.”
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92 SPS Agreement art. 2.2: “Members shall ensure that any sanitary or phytosanitary measure

is applied only to the extent necessary to protect human, animal or plant life or health, is
based on scientific principles and is not maintained without sufficient scientific evidence,
except as provided for in paragraph 7 of Article 5.”
% SPS Agreement art. 5.1: “Members shall ensure that their sanitary or phytosanitary meas-
ures are based on an assessment, as appropriate to the circumstances, of the risks to human,
animal or plant life or health, taking into account risk assessment techniques developed by
the relevant international organizations.”
o SPS Agreement art. 3: “1. To harmonize sanitary and phytosanitary measures on as wide a

basis as possible, Members shall base their sanitary or phytosanitary measures on interna-

tional standards, guidelines or recommendations, where they exist, except as otherwise pro-

vided for in this Agreement, and in particular in paragraph 3. 2. Sanitary or phytosanitary
measures which conform to international standards, guidelines or recommendations shall be
deemed to be necessary to protect human, animal or plant life or health, and presumed to be
consistent with the relevant provisions of this Agreement and of GATT 1994. 3. Members
may introduce or maintain sanitary or phytosanitary measures which result in a higher level
of sanitary or phytosanitary protection than would be achieved by measures based on the

relevant international standards, guidelines or recommendations, if there is a scientific justi-

fication, or as a consequence of the level of sanitary or phytosanitary protection a Member

determines to be appropriate in accordance with the relevant provisions of paragraphs 1

through 8 of Article 5 ...” (Z|42 K &AEHFim) -
% Specific Trade Concern 328, supra note 87.

% 1
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9 SPS Agreement art. 5.7: “In cases where relevant scientific evidence is insufficient, a Mem-
ber may provisionally adopt sanitary or phytosanitary measures on the basis of available
pertinent information, including that from the relevant international organizations as well as
from sanitary or phytosanitary measures applied by other Members. In such circumstances,
Members shall seek to obtain the additional information necessary for a more objective as-
sessment of risk and review the sanitary or phytosanitary measure accordingly within a rea-
sonable period of time.”

12? Specific Trade Concern 328, supra note 87.

SPS Agreement art. 12.6: “The Committee may, on the basis of an initiative from one of the
Members, through appropriate channels invite the relevant international organizations or
their subsidiary bodies to examine specific matters with respect to a particular standard,
guideline or recommendation, including the basis of explanations for non-use given accord-

ing to paragraph 4.”
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102 Specific Trade Concern 328, supra note 87.

New EU Norms Likely to Hit Rice Exports from India, THE TRIBUNE (July 14, 2017),
http://www.tribuneindia.com/news/business/new-eu-norms-likely-to-hit-rice-exports-from-
india/436151.html.
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