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issues/import-safety/bioterrorism

1 U.S. Customs and Border Protection. The Bioterrorism Act. https://www.cbp.gov/trade/priority-
issues/import-safety/bioterrorism

62 FSIS, Meat, Poultry and Egg Product Inspection Directory.
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% Egg Products Inspection Act §1034. Inspection of egg products.

65 21 U.S. Code § 374(a)(1)

“(1) For purposes of enforcement of this chapter, officers or employees duly designated by the
Secretary, upon presenting appropriate credentials and a written notice to the owner, operator, or agent
in charge, are authorized (A) to enter, at reasonable times, any factory, warchouse, or establishment in
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BIp b2 g s 4l s 2 RAF SR RPFEHEEw FDA Fcid [ Z25FF
4v5g FDA 2275 i 2218 8 i%2£ & ( Customs and Border Protection Agency » ™ & f§
ﬁCM)L@W’%dGW%QW?%F14ﬁPUﬁE%#ﬁ%? 52
ﬁ%x‘ HI:e- H2 BHEEHK iiW%Mhi%LK§°
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http://www.fda.gov/aboutfda/whatwedo/history/productregulation/sulfanilamidedisaster/default.htm
7 U.S. Customs and Border Protection. The Bioterrorism Act. https://www.cbp.gov/trade/priority-
issues/import-safety/bioterrorism

% NEAK D. FORTIN, FOOD REGULATION: LAW, SCIENCE, POLICY AND PRACTICE.498 (2009).

% NMPF v. Harris, 653 F2.d 339 (8th cir.1981).
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LEMERT2FHA LY o JEEHIRELNFDA LT AR 7 Pk
BAX2 3 A7 REFRE (IS ERFLFTEZFE > LR R 2 F
P 227 SRR 0 s ) o

ﬁ#??%ﬁ%@ﬁ?’ﬁﬁiﬁﬁﬁmi@ifﬁ%ﬁﬁﬁAiﬁﬁﬁ
R & USRS (interstate commerce ) 2. & & : 4o FDCA 4%+ 2 1+ 2_ {7
S R F;,_g,L £ ”F"* SR N IPA - S *a'f?;]?%t%”‘ CRARE: ¥ ¥
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2 fAfR HT 8 B 2 F1H ?L%% R 2 e RO e g
FRLAKE A FH LT ] Bl JECE T2 o Tt o 2 et e B AP
ﬁi“ﬁ‘%’%@mwéiﬁk“P’?Qﬁﬁ%i?éﬁ%@ﬁi#i”
ﬁ%ﬁJaﬁv%%wﬁg%gr”,ﬁinmﬁﬁw@—ﬁ’éﬁﬁnm?
HASEVEH G2 F @ FDCA % 379a 5! » W § % 3¢ 2 (presumption of
interstate commerce) 2 PLA o 4T X FDA #1282 %f,%“ B~ 8 B
Ei g BRI ET AR T

PRERLEWAT 0 PP FDA S SF 2E RV S WL E 2Pk
(General Accounting Office > f§ £ = GAO) 83+ 1975 # 223k FDA 7 g #-% 4

021 U.S.C. §331

“§331. Prohibited acts

The following acts and the causing thereof are prohibited:

(a) The introduction or delivery for introduction into interstate commerce of any food, drug, device,
tobacco product, or cosmetic that is adulterated or misbranded.

(b) The adulteration or misbranding of any food, drug, device, tobacco product, or cosmetic in
interstate commerce.

(¢) The receipt in interstate commerce of any food, drug, device, tobacco product, or cosmetic that is
adulterated or misbranded, and the delivery or proffered delivery thereof for pay or otherwise.

(d) The introduction or delivery for introduction into interstate commerce of any article in violation of
section 344, 350d, 355, or 360bbb-3 of this title.”

"1 United States v. 184 Barrels Dried Whole Eggs. 53 F. Supp. 652 (1943)

2 United States v. Sanders. 196 £.2d 895

73 “In any action to enforce the requirements of this chapter respecting a device, tobacco product, food,
drug, or cosmetic the connection with interstate commerce required for jurisdiction in such action shall
be presumed to exist.”
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(Regional Field Office ) » Sv;k*"f ;L: & ‘_—‘-} B # g7 < (Regional Food and

Drug Directors ° 'XTFE?%“-RFDDS) AP SRBEELF AT R EETRE - B
m#&ﬁva\%-&i‘?# FR S FDA% $5 5k RO AL

¥ H R R+ w kot RFDDs % 3 ¢ #1¢ (Office of Regulatory Affairs » /2™ i
H ORA) d Hw ACRA (A55001ate Commissioner for Regulatory Affalrs) AR 8
s }_?# m‘%;\% ) & 24 ACRA 326 fe B 88 1 R £ 20 5 - » ORA

jZ-P*g# Jﬁf*iff -5 VEN Jﬁ%ﬁd L or b2 % F % % (Regional
Laboratorles) AP AN A (Wmchester Engmeerlng and Analytical Center ) £ it
P (Forensw Chemistry Center ) f&#> 34 {7 7 o

74 NEAK D. FORTIN, FOOD REGULATION: LAW, SCIENCE, POLICY AND PRACTICE 503 (2009).
5 FDA. Regulatory Procedures Manual.
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B 16 FDA 2 ‘=33 EHO

THRKR D AT FDARSE -

f Tt L RN E 0 FDA A ETE I B R A 5 SRR 2 8

Bz g P i drd B 28t ¥ 4 ¢ w (The Center for Food Safety and

Applied Nutrition’ i #i 5 CFSAN) /T FHEBREFRRR TR AT A

EAF e e FUE SRR FRELES LR R o R

REERP P RFAPMIRGE - FI LS R RRPEFR T T dos s 3O
eEfEEe ARk tE o

"P“‘

(D1V1510n of Enforcement ) » R

(I 2RFCREAER S W 1L FDA & 2 4 R S iEs S B LR
&E?ﬂ#%°&f*“%%ﬁ&\%?HEA%Eﬁgrﬁéwiﬁgﬁﬁﬁ
FDA&E?E: N LT LAk SITM A T %r%“""'ﬁ&%f’%’: 85 (5 30

76 FDA. FDA Organization Overview.
http://www.fda.gov/AboutFDA/CentersOffices/OrganizationCharts/ucm393155.htm

77 FDA. About the Center for Food Safety and Applied Nutrition.
http://www.fda.gov/AboutFDA/CentersOffices/OfficeofFoods/CFSAN/

8 FDA. Regulatory Procedures Manual — February 2014. Chapter 1 Regulatory Organization. P.21
“There are two teams and one branch within the Division of Enforcement:

i. Recall and Product Reconditioning Team

ii. Labeling and Dietary Supplement Compliance Team

iii. Food Adulteration Assessment Branch”
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(administrative warrant) 2. g4 .

T R R 7% 2 FE AR D P FCIRFpE R E F 5 & (Alcohol and Tobacco Tax and Trade
Bureau (TTB) ¢ 32 -

8 NEAK D. FORTIN, FOOD REGULATION: LAW, SCIENCE, POLICY AND PRACTICE 29 (2009).

81 "The right of the people to be secure in their persons, houses, papers, and effects, against
unreasonable searches and seizures, shall not be violated, and no Warrants shall issue, but upon
probable cause, supported by Oath or affirmation, and particularly describing the place to be searched,
and the persons or things to be seized."

82 FDA. Regulatory Procedures Manual. Chapter 6-3 - INSPECTION WARRANTS.

8 CHAPTER II--Drug Enforcement Administration

“In all cases where an inspection is contemplated, an administrative inspection warrant is required
pursuant to section 510 of the Act (21 U.S.C. § 880), except that such warrant shall not be required for
establishments applying for initial registration under the Act, for the inspection of books and records
pursuant to an administrative subpoena issued in accordance with section 506 of the Act (21 U.S.C.
876) nor for entries in administrative inspections (including seizures of property):

(a) With the consent of the owner, operator, or agent in charge of the controlled premises as set forth in
1316.08;

(b) In situations presenting imminent danger to health or safety;

(¢) In situations involving inspection of conveyances where there is reasonable cause to obtain a
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warrant;

(d) In any other exceptional or emergency circumstance or time or opportunity to apply for a warrant is
lacking; or

(e) In any other situations where a warrant is not constitutionally required.”

8 Camara v. Municipal Court, 387 U.S. 523 (1967)

> “if reasonable legislative or administrative standards for conducting an area inspection are satisfied”
— the government does not necessarily need “specific knowledge of the condition of the particular
dwelling” to be inspected.”

8 Regulatory Procedures Manual 6-3-2 - Inspection Warrants
“The Food and Drug Administration (FDA) does not routinely request inspection warrants in order to
conduct investigations or inspections of regulated industry. However, warrants have been used
effectively to gather information that has been refused improperly. Inspection warrants should be
recommended as soon as possible after a refusal is encountered. A past refusal is not a prerequisite to
seeking an inspection warrant. (NOTE: "Inspection warrant" and "administrative inspection warrant”
have the same meaning.)”
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2. & #4 (Consent to Inspect)

“,fi W FLAKEAE T RFRER L THE O FEEIERFLRL
LA AR miFier % &4 °% - United States v. Thriftimart, Inc.®¥e % ¢
Thriftimart = 7 2. 8 S A Z B0 7 A% A A EARY A2 25 igf’*;-l%/‘?ll“& Fa
TAHARLEF A E T MFDAZ AL BT E T FrdEk £ v ’#”"”—’FFDA
2 h%ELBEE BB F IRV AREAAR T AL PR S o

87 21 U.S.C. §374(a)(1). “(1) For purposes of enforcement of this chapter, officers or employees duly
designated by the Secretary, upon presenting appropriate credentials and a written notice to the owner,
operator, or agent in charge, are authorized (A) to enter, at reasonable times, any factory, warehouse, or
establishment in which food, drugs, devices, tobacco products, or cosmetics are manufactured,
processed, packed, or held, for introduction into interstate commerce or after such introduction, or to
enter any vehicle being used to transport or hold such food, drugs, devices, tobacco products, or
cosmetics in interstate commerce”

88 21 U.S.C. §374(a)(1)(B). “(B) to inspect, at reasonable times and within reasonable limits and in a
reasonable manner, such factory, warehouse, establishment, or vehicle and all pertinent equipment,
finished and unfinished materials, containers, and labeling therein. In the case of any person (excluding
farms and restaurants) who manufactures, processes, packs, transports, distributes, holds, or imports
foods, the inspection shall extend to all records and other information described in section 350c of this
title, when the standard for records inspection under paragraph (1) or (2) of section 350c(a) of this title
applies, subject to the limitations established in section 350c¢(d) of this title.

8 NEAK D. FORTIN, FOOD REGULATION: LAW, SCIENCE, POLICY AND PRACTICE 541 (2009).

% U.S. Customs and Border Protection. The Bioterrorism Act. https://www.cbp.gov/trade/priority-
issues/import-safety/bioterrorism

1 21 U.S.C. §306. Maintenance And Inspection Of Records For Foods. “(a) Records Inspection.--If
the Secretary has a reasonable belief that an article of food is adulterated and presents a threat of
serious adverse health consequences or death to humans or animals, each person (excluding farms and
restaurants) who manufactures, processes, packs, distributes, receives, holds, or imports such article
shall, at the request of an officer or employee duly designated by the Secretary, permit such officer or
employee, upon presentation of appropriate credentials and a written notice to such person, at
reasonable times and within reasonable limits and in a reasonable manner, to have access to and copy
all records relating to such article that are needed to assist the Secretary in determining whether the
food is adulterated and presents a threat of serious adverse health consequences or death to humans or
animals."

%2 Elizabeth C. Richardson. Administrative Law and Procedure. 198

9 UNITED STATES v. THRIFTIMART, INC. 429 F.2d 1006 (9th Cir. 1970) 10F1
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(=) FDA & S %52 {7

&y
%

FL¥
# 4 = (warning letter ) 5 7 L & 2 (prlornotlce)a— % & ik 4 % (advisory
action) » X ?EFJ}'I)" % § FDASHEAEGHFRT EF R Fd FAp @

dREBFFESFAATY o NELR oA (1) #E2 T8 AT BHRHET

% “Here, the managers were asked for permission to inspect; the request implied an option to refuse
and presented an opportunity to object to the inspection in an atmosphere uncharged with coercive
elements. The fact that the inspector did not warn the managers of their right to insist upon a warrant
and the possibility that the managers were not aware of the precise nature of their rights under the
Fourth Amendment did not render their consent unknowing or involuntary.”

% FDA. Investigation Operations Manual. p223. “ [when the premises to be inspected are also used for
living quarters] ,inspectors must first obtain a warrant for the inspection unless: 1. The owner or
operator is fully agreeable and offers no resistance or objection whatsoever, or 2. The living quarters
are physically separated from the actual business operation being inspected by means of doors or other
building construction which provides a distinct division of the premises into two physical areas, one for
living quarters and the other for business operations, and the inspector does not enter the living area.”
% FDA. Warning Letters: Roadmap to Corrective Action: Facilities should understand the importance
of this "early-warning" message from FDA. FDA # | F 3t 1“7 warning letter 2 e SN I S &2
M F R o MG TRiFsTiT 52 2 # 2§ o “The Warning Letter states that the failure to
take appropriate and prompt action to correct and prevent any future repeat of the violations noted in
the Warning Letter may result in an administrative or regulatory action. Although serious
noncompliance is a catalyst for a Warning Letter, a Warning Letter is informal and advisory.” Retrieved
from http://www.fda.gov/Radiation-

EmittingProducts/MammographyQualityStandards ActandProgram/ConsumerInformation/ucm114025.
htm
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97 FDA, Regulatory Procedures Manual July 2012, Chapter 4 Advisory Actions, p.5

% 18 U.S.C. §1001

% FDA. http://www.fda.gov/Regulatorylnformation/FOI/

100 FDA. http://www.fda.gov/ICECI/EnforcementActions/WarningLetters/

101 21 U.S.C. §335. "Before any violation of this Act is reported by the Secretary to any United States
attorney for institution of a criminal proceeding, the person against whom such proceeding is
contemplated shall be given appropriate notice and an opportunity to present his views, either orally or
in writing, with regard to such contemplated proceeding."

102 21 U.S.C. §355a.

183 FDA. Investigations Operations Manual. Chapter 7 - Recall Activities
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¥R P AF w2 784k FDA 2% % & 21 CFR7.3(g)% % & ''*> iz FDCA
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104 21 U.S.C. §7.3(j), “Market withdrawal means a firm’s removal or correction of a distributed
product which involves a minor violation that would not be subject to legal action by the Food and
Drug Administration or which involves no violation, e.g., normal stock rotation practices, routine
equipment adjustments and repairs, etc.”

105 “Pproduct Recalls, Including Removals and Corrections -Industry Guidance”

106 Regulatory Procedures Manual - October 2013 Chapter 7 Recall Procedures

10721 CFR part 7. “(a) Recall is an effective method of removing or correcting consumer products that
are in violation of laws administered by the Food and Drug Administration. Recall is a voluntary action
that takes place because manufacturers and distributors carry out their responsibility to protect the
public health and well-being from products that present a risk of injury or gross deception or are
otherwise defective.”

108 JTOM 7.1.1 Recall classification criteria

109 21 CFR part 7.41 “(a) An evaluation of the health hazard presented by a product being recalled or
considered for recall will be conducted by an ad hoc committee of Food and Drug Administration
scientists and will take into account, but need not be limited to, the following factors: [...] (5)
Assessment of the likelihood of occurrence of the hazard.”

110 21 C.F.R. 7.3(g), “Recall means a firm’s removal or correction of a marketed product that the Food
and Drug Administration considers to be in violation of the laws it administers and against which the
agency would initiate legal action, e.g., seizure. Recall does not include a market withdrawal or stock
recovery.”

equipment adjustments and repairs, etc.”
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U http://www.fda.gov/Safety/Recalls/

112 21 U.S.C. §335(a)

13 21 U.S.C. §335(a)(3)(A)

“(3) Persons subject to permissive debarment; food importation: A person is subject to debarment under

paragraph (1)(C) if—

(A) the person has been convicted of a felony for conduct relating to the importation into the United
States of any food[.]”

114 21 U.S.C. §335(a) (2)(B)(ii)

“(I) a felony which is not described in subsection (a)(2) or clause (i) of this subparagraph and which

involves bribery, payment of illegal gratuities, fraud, perjury, false statement, racketeering, blackmail,

extortion, falsification or destruction of records, or interference with, obstruction of an investigation

into, or prosecution of, any criminal offense, or

(IT) a conspiracy to commit, or aiding or abetting, such felony[.]”

115 21 U.S.C. §335(a)(3)(B)

“(3) Persons subject to permissive debarment; food importation: A person is subject to debarment under

paragraph (1)(C) if—

(B) the person has engaged in a pattern of importing or offering for import adulterated food that

presents a threat of serious adverse health consequences or death to humans or animals.”

116 FDA. FDA Debarment List (Food Importation).

http://www.fda.gov/ICECI/EnforcementActions/FDADebarmentList/ucm194263.htm

7 NEAK D. FORTIN, FOOD REGULATION: LAW, SCIENCE, POLICY AND PRACTICE 511 (2009).

118 Bioterrorism Act provision (FD&C sec. 306)

119 21 U.S.C. §335(a)(3)

12021 U.S.C. §335(2)(A) “(i) The period of debarment of a person (other than an individual) under

subsection (a)(1) of this section shall not be less than 1 year or more than 10 years, but if an act leading

to a subsequent debarment under subsection (a) of this section occurs within 10 years after such person

has been debarred under subsection (a)(1) of this section, the period of debarment shall be permanent.”
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(3) #rcdc§ (administrative detentions )

Frded 5 Fr L F M F RR L2 13%’%ﬁ%ﬁik@4
(detention order > T FormFDA2289) F 4c¥ % & & » P 3 4 = Tikfp A Rz
8 &% > ° 2002 & 2. The Public Health Security and Bioterrorism Preparedness and

Response Act  FIRT I L &2 o f > B+ FDAJr§ & 52 4 > T*’”KZ’"{T&%}

FdeF an - {ica g e 2 foF T2 (75 7|3 5 2011 £ 2 Food

Safety Modernization Act 3§ i — {7 Ma‘r’? £ 2 £ FDA 7 2d spf- 4
&R BRI (adulterated) L7 7 % (misbranded) > ¥ - F %A & o

Frcie§ F w22 22 2 ¢ (District Director of the District ) %+ 122, 14
F pFid 5 FDA 5 % FDA iR % 8 547 it 5 section 402(a)(4)* 13T & 2.7 %4 (v
P EAAKRNFHHACCP 2 3 F B b ' g 328 ) 38 F (Frcde ¥

) 123,

w2 Wi {7495 375 (preliminary assessment > f§ #L % PA

FDAC 304(h)P 7 fFpcdr§ 2 RiF 3 1N 12 Frede g2 9 Up @2 pF
BEpo 2 QB - P FEAEREREIZ P A P BPMIEFEE F
FT e i 1256 (7 cde v T 72518 % b (termination of a detention

121 FSMA§207.

“(a) In General.--Section 304(h)(1)(A) (21 U.S.C. 334(h)(1)(A)) is amended by--

(1) striking "credible evidence or information indicating" and inserting "reason to believe"; and

(2) striking "presents a threat of serious adverse health consequences or death to humans or animals"
and inserting "is adulterated or misbranded".”

122 21 C.FR. §1.391.

“§ 1.391 Who approves a detention order?

An authorized FDA representative, i.e., the FDA District Director in whose district the article of food
involved is located or an FDA official senior to such director, must approve a detention order. If prior
written approval is not feasible, prior oral approval must be obtained and confirmed in writing as soon
as possible.”

13 FDA, Regulatory Procedures Manual — August 2015 Chapter 5 Administrative Actions p. 5-24.
“However, in situations where FDA has reason to believe the food is adulterated within the meaning of
section 402(a)(4) of the FD&C Act (e.g., failure to have and implement a seafood or juice HACCP plan
when required, or other critical violations of risk-based preventive control standards), the District
should immediately initiate a preliminary assessment (PA) call to consult with and obtain the
concurrence of the appropriate Center compliance office, OCC, and OEIO prior to issuing an
administrative detention order. In most situations of misbranding, the District should immediately
initiate a PA call, as well.”

124 FDA, Regulatory Procedures Manual — August 2015 Chapter 5 Administrative Actions p. 5-25.
“The regulatory authority for administrative detention of foods appears in section 304(h) of the FD&C
Act and in 21 CFR 1.377-1.406, and associated regulatory authority and operations appear in 201(x) of
the FD&C Act, 21 CFR Part 16, 21 CFR 10.19, and 21 CFR 10.45. IOM Subchapter 2.7 Detention
Activities also contains instructions for implementing the administrative detention authority.”

125 21 U.S.C. §334(h)
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126 FDA (2015), Regulatory Procedures Manual- August 2015: Chapter 5 Administrative Actions, 49.

12721 CFR 800.55(g)(1): “(g) Appeal of a detention order. (1) A person who would be entitled to claim

the devices, if seized, may appeal a detention order. Any appeal shall be submitted in writing to the

FDA District Director in whose district the devices are located within 5 working days of receipt of a

detention order. If the appeal includes a request for an informal hearing, as defined in section 201(x) of

the act, the appellant shall request either that a hearing be held within 5 working days after the appeal is

filed or that the hearing be held at a later date, which shall not be later than 20 calendar days after

receipt of a detention order.”

128 21 U.S. Code § 350(d)(a)

“(a) Registration

(1) In general

The Secretary shall by regulation require that any facility engaged in manufacturing, processing,

packing, or holding food for consumption in the United States be registered with the Secretary. To be

registered—

(A) for a domestic facility, the owner, operator, or agent in charge of the facility shall submit a

registration to the Secretary; and

(B) for a foreign facility, the owner, operator, or agent in charge of the facility shall submit a

registration to the Secretary and shall include with the registration the name of the United States agent

for the facility.”

129 FDA. Registration of Food Facilities.

http://www.fda.gov/Food/GuidanceRegulation/FoodFacilityRegistration/ucm2006831.htm

130 FSMA section 102

“[1]f FDA determines that food manufactured, processed, packed, received, or held by a registered food

facility has a reasonable probability of causing serious adverse health consequences or death to humans

or animals, FDA may by order suspend the registration of a facility that:

(1) Created, caused, or was otherwise responsible for such reasonable probability; or

(2) Knew of, or had reason to know of, such reasonable probability; and packed, received, or held
such food.”

13121 U.S. Code § 350(d)(4)(b)
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(5) & 5} (civil penalties ) ¥ 3% 3% /4 (consent decree )
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! ?5 K B+ (medical devise ) ~ k™ % 47 px & (prescription drug marketing ) ~
7 *usta A & (radiation-emitting products) ~ 4 $ & 5. (biological products ) ~ ¥
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3. A F A
(1) de# (seizure)
dodn 4Lk pesn® - A SR 0 FDA e A S RO E | 4 2 E

“(4 )Effect of suspension

If the registration of a facility is suspended under this subsection, no person shall import or export food
into the United States from such facility, offer to import or export food into the United States from such
facility, or otherwise introduce food from such facility into interstate or intrastate commerce in the
United States.”

132 21 U.S.C. §335b

133 “Abbott Agrees To Huge Fda Settlement” November 03, 1999
http://articles.chicagotribune.com/1999-11-03/news/9911030409 1 fda-warning-letter-fda-
investigations-alex-zisson

134 21 U.S.C. §334. “(1) Any article of food, drug, or cosmetic that is adulterated or misbranded when
introduced into or while in interstate commerce or while held for sale (whether or not the first sale)
after shipment in interstate commerce, or which may not, under the provisions of section 331(11), 344,
or 355 of this title, be introduced into interstate commerce, shall be liable to be proceeded against while
in interstate commerce, or at any time thereafter, on libel of information and condemned in any district
court of the United States or United States court of a Territory within the jurisdiction of which the
article is found.”
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135 Regulatory Procedures Manual — 2015, Chapter 6 Judicial Actions p.6
136 21 U.S.C. §342(a)(4)

“There must be compelling evidence of significant insanitary conditions (e.g. current live rodent,
insect, bird or other vermin activity in the location where the food is to be seized). Physical evidence of
filth on each lot of food to be seized is not necessary.

The evidence should demonstrate that the infestation has resulted in widespread 342(a)(4) adulteration
or that the live infestation is sufficiently dense and can reasonably be expected to spread to the food to
be mass seized. ”
13721 U.S.C. §332
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138 Michael T. Roberts. Food Law in the United States. P.166

139 28 U.S.C. § 636(¢)(2) “A magistrate judge shall have the power to punish summarily by fine or
imprisonment, or both, such contempt of the authority of such magistrate judge constituting
misbehavior of any person in the magistrate judge’s presence so as to obstruct the administration of
justice. The order of contempt shall be issued under the Federal Rules of Criminal Procedure.”

140 18 U.S.C § 401 “A court of the United States shall have power to punish by fine or imprisonment,
or both, at its discretion, such contempt of its authority, and none other, as - (1) Misbehavior of any
person in its presence or so near thereto as to obstruct the administration of justice;

(2) Misbehavior of any of its officers in their official transactions;

(3) Disobedience or resistance to its lawful writ, process, order, rule, decree, or command.”
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(3) # # 2% i % (Criminal Code Charges )

“,/]E 7 i F FDAC #7172 81 (7 5 ¢k 5 @2 FKF'“ ( Department of Justice ) ¥ & FDA
# 2 gy FBI ﬁnf;zgm D EFER BB R FET P o de- 2 A
WA 5&’7?“?'—[ ’?mﬁu— # i B ZREEEERE B T&'«“f 7 FDAC £ 3% 1z 1;1% 5
FAR B R RO o s R i aR @ % (obstruction of justice ) 5 dr— 2 & 43T
PP ARG &L AT % FDARR 2 F FRoo 7 F FDAC ¥ ¢
T TRHE L H R I R T F R 2 T R 0.

141 United States v. Park, 421 US 658 (1975),

42 21 U.S.C. §333

43 21 U.8.C. §331

“(e) The refusal to permit access to or copying of any record as required by section 350a, 350c, 3501(j),
350e, 354, 360bbb—3, 373, 374(a), 379aa, or 379aa—1 of this title; or the failure to establish or maintain
any record, or make any report, required under section 350a, 350c(b), 350f, 350e, 354, 355(i) or (k),
360b(a)(4)(C), 360b(j), (1) or (m), 360cce—1(i), 360e(f), 3601, 360bbb-3, 379aa, 379aa—1, 3871, or 387t
of this title or the refusal to permit access to or verification or copying of any such required record; or
the violation of any recordkeeping requirement under section 2223 1 of this title (except when such
violation is committed by a farm).

(f) The refusal to permit entry or inspection as authorized by section 374 of this title.”

144 21 U.S.C. §333

“(a) Violation of section 331 of this title; second violation; intent to defraud or mislead

(1) Any person who violates a provision of section 331 of this title 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,1 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.”

145 NEAK D. FORTIN, FOOD REGULATION: LAW, SCIENCE, POLICY AND PRACTICE 534 (2009).

146 18 U.S.C. § 1001

“(a)Except as otherwise provided in this section, whoever, in any matter within the jurisdiction of the
executive, legislative, or judicial branch of the Government of the United States, knowingly and
willfully—

(1) falsifies, conceals, or covers up by any trick, scheme, or device a material fact;
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(2) makes any materially false, fictitious, or fraudulent statement or representation; or

(3) makes or uses any false writing or document knowing the same to contain any materially false,
fictitious, or fraudulent statement or entry;

shall be fined under this title, imprisoned not more than 5 years or, if the offense involves international
or domestic terrorism (as defined in section 2331), imprisoned not more than § years, or both. If the
matter relates to an offense under chapter 109A, 109B, 110, or 117, or section 1591, then the term of
imprisonment imposed under this section shall be not more than 8 years.”

14721 U.S.C §331. Prohibited acts
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5. W s Hw
(1) ’\F#a:\/z?i d  (Publicity ) :

LSRRG R 8 SRR T A4 A AR FDAC ¥ 705 i5pA 4 FDA
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14821 USC375 Publicity

“(a) Reports

The Secretary shall cause to be published from time to time reports summarizing all judgments,
decrees, and court orders which have been rendered under this chapter, including the nature of the
charge and the disposition thereof.”
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(2) # 2"z 8 (Referral to State Agencies )
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(3) Rws 18 ik Hi_( Post-enforcement compliance monitoring )
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(z) FSIS 4 %A+ &

1. FSIS & % 7% 4 i+ i (2 4
% R B #3% (U.S. Department of Agriculture » f§ % USDA) T X 2 & &%
> &1 4% 4 PR3 e (Food Safety and Inspection Service » f§ £ % FSIS) 2. & & ¢ #1
AAp AP 2 B A SFELE K doli N p 542 % % % (Federal Meat Inspection
Act> % FMIA) ~ § 55 &2 545 4% % (Poultry Products Inspection Act » i £
% PPIA) ~ 3% & 4% % 2 % (EggProducts Inspection Act > #§ # 5 EPIA) o FSIS
%45 FMIA % PPIA> (8 8 4245 & 5 EJE 1247 3 b %o b it i3 % 2 4p B it 4o T

(1) B2np S hit % (FMIA) 4530 1906 & > d Bl g =206 > B 3 5@ LB
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149 NEAK D. FORTIN, FOOD REGULATION: LAW, SCIENCE, POLICY AND PRACTICE 533 (2009).
150 NEAK D. FORTIN, FOOD REGULATION: LAW, SCIENCE, POLICY AND PRACTICE 535 (2009).
151 FSIS, Meat, Poultry and Egg Product Inspection Directory.
http://www.fsis.usda.gov/wps/portal/fsis/topics/inspection/mpi-directory
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(2) §%7 A 42 % (PPIA) 2& f USDA £ FSIS Bff & #7F S A F ~4r 1
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FSISz #& A =Rz #1F "HFE v 2 §54 & o

() B A#F (BPIA) £8 3405 3U AT #5524 17 USDA #
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2. #EHERE S 2
FAEFRARET NV EMH LA N e 2 p R0 KEFSIS ek AR
r g %‘\-ﬂfﬁﬁﬁf’ﬁ?%%ﬂ%&9CFR % 300 % 592 0% o3 g4l B4 AR S22
AWHE BHTA 2 FSIS R 1 ¢ (District Manager > §f #£ % DM) ¥ 3>
¥ #& 2 “Application for Federal Meat, Poultry, Egg or Import Inspection” » *
FSIS Form 5200-2 - &A% AE(77 > 2 & ﬁ&ﬁ)@?ﬁ & ™ 5]i5 ¢ (Conditions
for Receiving Inspection ) 458 {7 1341 (1) s % & /2 T2 2 A ¥ 42 ( Sanitation
Standard Operating Procedures > f§ # 5 Sanitation SOPs )~ (2) T % #-f /i 2 k *&
A 47 22 B 42k ik 2L ( Hazard Analysis and Critical Control Point System > ™ < 4
% HACCP) £ (3) RaFE 3 o 23 % 2 w34 (written recall procedures ) °

2 W FSIS & %84 & 18 F s i 3+ 9 Code of Federal Regulations %
500 i » FSIS 7 5] 7 5| % d PRI E 13 % 1550 %2 ®ensd AR il

152 Poultry Products Inspection Act Title 21 - Food And Drugs Chapter 10 - Poultry And Poultry
Products Inspection

133 Egg Products Inspection Act §1034. Inspection of egg products.

154 Form 5200-2 - Application for Federal Inspection (Meat, Poultry, Egg Products and Import
Inspection) (Fillable PDF) http://www.fsis.usda.gov/wps/wem/connect/c7512904-07cf-46e2-bdfd-
2a48e61b588b/Form_5200-2.pdf?MOD=AJPERES

1559 C.F.R. §500. “(a) FSIS may take a regulatory control action because of’

(1) Insanitary conditions or practices;

(2) Product adulteration or misbranding;
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'L4] - HACCP % $uz_ &k 5 1983 & ~ FSIS #-4 National Academy of Sciences
(NAS): H a5 ft B ﬁ:' BEFZERRLTE RS kA RBLET L GE
0 RE AR P ikt R L o A% R 2 National Advisory Committee on
Microbiological Criteria for Foods NACMCF) " & + v & FSIS &4 2~ HACCP 2
¥Rl pRh o o B HBiERY 22X RESRENLE i R # 7% (Pathogen
Reduction ) 1980 # % 2_ & % £ 4 455 § “command and control” 2 157, FSIS
BAARLABARFE T FSISP#2F R IFEF £ 22088 jpf2 7™ >
HACCP & £ & B> BRk#Ep FRFEEH AR FE FSIS3 A4 A2 &1F
Find Fr 2@ RFRBREFRL > Tl BE L REIERER S

3. 7
(1) Rgettg Hl3w 158 ('Regulatory control actions ) :

i A Rt F & f"ﬁ prgd Y Ealiges e 2 A &40 § (retention
of product ) ~ # % ® 4422 g2 5 (rejection of equipment or fac111tles) A St
# 13 5 (slowing or stopping of lines ) ~ # 1+ 3 7_# %-2_ 4 # (refusal to allow the
processing of specifically-identified product ) °

Pz BT oA A R EF R 2 E 5 2 i & £(non-compliance record
{45 NR)> + FIHACCP i % #if &30 % 52  BONR % 1 5 5 £ T ik 4 ¥
d by B g e TR, R l;i}};{ oNR ~ 2z Beg ifefsd ol x=
oAl FIA R EERARE  BRG TR 2 TR AR RS
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=

i

(3) Conditions that preclude FSIS from determining that product is not adulterated or misbranded; or
(4) Inhumane handling or slaughtering of livestock.”

156 National Academy of Sciences.“Meat and Poultry Inspection: The Scientific Basis of the Nation's
Program.”

157 Dennis R. Johnson & Jolyda O. Swaim, The Food Safety and Inspection Service's Lack of Statutory
Authority to Suspend Inspection for Failure to Comply With HACCP Regulations, Fall J. OF FOOD LAW
& PoL’y. 121, 125 (2005).

138 9 C.F.R. §500.2

159 Rules and Regulations. Federal Register. 66541. Vol. 64, No. 228. Monday, November 29, 1999.
http://www.fsis.usda.gov/wps/wcem/connect/0df6£506-b001-43¢5-998b-bed5277e3729/95-

025F 244.pdf2MOD=AJPERES
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( “This document serves as written notification that your failure to comply with
regulatory requirements could result in additional regulatory or administrative
action.”); @ gt Tdp 2o L i€ - H2 Mg T2 T 2 42 sk 4 A (Suspension)
2 sl #£ 4 (Withdrawal of inspection )

(2) B2k + 7 % % & (Withholding action )
Bt E s CLESREBEAKRE S 2T (marks of federal

inspection > 4= F B ) IR A A & (i ,‘E‘}iﬁ"ﬁ % FDA 2. s fE 4 (s T2
$4cFSIS 4 MR HET ) 0 %0 BE A NMAR BHA L 3 A S

P
2R RAEE s ipt PR W F R EFORIL B A ST R P ALE o

Inspection mark on carcass
beef, pork, lamlb, and goat

Inspection mark on
processed beef, pork,
lamb and goat

PH:!-FEFC'I"[D
AND PASSED BY
DEPARTMENT OF
AGRICULTURE

EST.38

o kiR AR AR FSIS ik o

(3) %% (Suspension)
%5 i 1612 ESIS J5.8 #Fj a4

22 Fd o mIBRERTHERIL G
FSIS £ & {7 A fh A/ siiing X 6 (7 ¢
27 Suspension 1§ & FSIS ¥|%m:z 2 £ d £

Az

ES
=L
Witz 4 &g

= 7

Inspection mark on
raw and processed
poultry

AGRICULTURE
P42

FWHEFARMEL > d T A%RSA
FE o FlRicg
{74 & 4 iF '92-Withholding action

2T (2 T2 2 E B ) A

& & {7 £ v (prior notification ) m &7 &7 5 & éf’ér;i,?%(% » FSIS #-% & Notice
of Intended Enforcement Action (NOIE)id #v » %}3‘1‘# #pF{r % FSISz: v #

PO MR- A 2 (7 R

160 9 C.ER. §500.3
161 9 C.F.R §500.4
162 p513

o
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(4) #iest & %424 (Withdrawal of inspection )
¥ At P R £ ﬁrﬁ’ﬁﬁé}fﬁﬁ %V%%“Iﬁ"“ ShARBREL R
B2 BEP o m R EL%E?EL P 2 487 18 8 0 FIFSIS A% A5 AT
FRELAECHL mEASLR i’3§li;'7t’%‘r'%—“‘7»}’? Fee B3t iesl B %
%EL%T’FF;?FQ%#&K"\%T@’ 1“ 164’ e dpie A T AT E & T FE e
FEAP IR ABHALZLTR - Tl amfhz ek o > iR
J

‘.

53

%}Mﬁ % =% z’ﬂWlthholdmg action ¥7 Suspension {4 73/ ~ M FiE2 o€+ 7r}t
L7 # i ¢ 18 (“unfitto engage inbusiness” » e f 1305 A ¢ B
%ﬁ A B 165 ) > FSIS 4 ¢ i i administrative hearing i $* Tt f£ 4 -

(1) %86 5% 2 FHIS © 5 SRARHR
FDA 325 F % B #3M ok f 0% 6 5% 22§ 1 FDA 2 3¢ &
IR AR E B B2 TR FDARI AR L AP L 8 FRE
MFEEA SRR A2 & Do \.ﬁ%ﬁié\ﬁﬁ‘ﬁlf@ﬁ
%‘5 £ FDA 72 2 % > r}ﬁ“i% o B2 PAHKHENT FHRETIFLAES AP
' HEBRPIRL S &% REWBHE
(cert1ﬁcat1on body) R PREFLF 2 ?ﬁf?‘?——)? Uﬂ"ﬁ"’% % 7RG
%z USDA Organic » ;,1’;;%“‘_3 BN 2_ Kosher ~ #7835} % 7 &
2. 2§ % B Fair Trade USA) » 5 ﬁ%ﬁ%%—*‘ (audltor) FRGa i 4 g
TR EEEREL > FERES TERE

=
L

>
et
i
==
m
o

A 22 (private certification » & % f 5 A EE%F (private ins ection) &
p F A= p p
7 ¥£5% (commercial certification)) '7 % 2Ep % 2 s B E P - - Wi

WA e RIE £ R S F1E T i i FDA £ & i‘c?‘a‘iﬁv%%‘b ﬁ”u 2 %ﬁeﬁﬁ—';i’

1639 C.F.R. §500.6

164 9 C.F.R. §500.1(c). p514

165 White Paper: Food Safety Enforcement and Inspection Actions and Terminology

166 FDA. Voluntary Third-Party Certification Programs for Foods and Feeds, Guidance for Industry.
167 Timothy D. Lytton, Competitive Third-Party Regulation: How Private Certification Can Overcome
Constraints That Frustrate Government Regulation, 15 Theoretical Inquiries L. 539, 539 (2014).
Saadoun, Sarah., Private And Voluntary: Are Social Certification Standards a Form of Backdoor Self-
Regulation?, 45 Colum. Hum. Rts. L. Rev. 281, 281 (2013)
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&= H T AT HF A HE %P*HM§%~mﬁwﬂlat
Ao TR L SR R R G P AR ST

FABkEe 2P R e 4 CREH Bk
*E)BE %Fiﬁi(ﬁﬁé‘%»’ﬁﬁ@)’?%;), 0 (g fJ_ﬁ,ﬁ{},»_I_jﬂ_ LR ﬁ.ﬁ‘é**ﬁ;%\
Wiz AF =22 A S H R ERFIRE > &I ’ISJJ:}"TA Yy TN
(voluntary certification programs )> F|H# # 5 430 it & K-2. % 2> ¥ 5 F3%
FCRFF T 2 &g g e 170

=1
| =
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kY
Qfx
—
ar
T—i‘l

AP AREFPET R E o W ER AR - S HE
(voluntariness )» Ba B (F p (TEH LT 525 - F B2 RE PpEs 1
W R R & R (77 TFDA 2 8% ) { & i&ly o S 4438 2. o 7
B EGHAL RS R STRES P ERFLF AL AR T F
xf TFDA 2. ?.Eé;—xsﬂarlﬁuu SEE RN FARRELY EANE LA
FRAE AR SREBEETY P ELF R ET L d R AH R
ugg_ﬁémyn% O FAREFERPFE AT LR ERFLEY E
Mmobe i H R o

L AR FRAFSMA Y > TEHET SR X 2P 22
—ﬂ%’ﬁ HARARESSALE AR FZ D A ENKRENAR D SEFEr 85
éﬁ*iﬂWWﬂm‘HW‘?%1$\é%ﬁk7aw*iﬁﬁ’HMF
& :T‘»"i 7@ 18 45 (certifying entities > & 45 FDA I 45~ 4} v R 4
AR RETRAIZFZ AP RNEERBELA R AN L mw 17

FSMA 7 & § FDA 2 * 323733 #4  (accreditation bodies) 2 4] » £ d /¢

168 Timothy D. Lytton, Competitive Third-Party Regulation: How Private Certification

Can Overcome Constraints That Frustrate Government Regulation, 15 Theoretical Inquiries L. 539,
539 (2014).

19 Department of Commerce. “2001 Directory of U.S. Private Sector Product Certification”
Programs

170 FDA. Voluntary Third-Party Certification Programs for Foods and Feeds, Guidance for Industry.
http://www.fda.gov/Regulatorylnformation/Guidances/ucm125431.htm.

17! Sarah Saadoun, Private And Voluntary: Are Social Certification Standards a Form of Backdoor
Self-Regulation?, 45 Colum. Hum. Rts. L. Rev. 281, 286 (2013)

172 FSMA §303.

173 “¢Accreditation body’ means an authority that performs accreditation of third-party auditors
/certification bodies.” [hereinafter Audit and Certification Proposed Rules], 78 Fed. Reg. 45790
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REBERELRERE VS EAP RN r ISR EEFRE LT HE

FRe &L RS TP RKBEET o

L. o (accreditation) 3 — I sVEP * NEY - REPHE G UL & F
e um‘mﬁ.ﬁﬁﬁi%ﬁ”%

2. = (third party) &4p243% &2 Wi ¥ (firstparty) 23 § %
(second party) 2. % = 4 » 1§ 4 ,AFDA\ EFDA & 4 ~ & 1%
B> 02 S EIR 3 R A R RO 0 2 R A O

3. %7 (certification) 5 TP - FHE L s B g sapdle 4
Ao~ Avl ~ HidiEES S T

(proposed Jul. 29, 2013) (to be codified at 21 C.F.R. pt. 1 and 16).

174« Accreditation’ means a determination by a recognized accreditation body, or by FDA in the case
of direct accreditation, that a third-party audit or /certification body is competent to perform the
activities required of an accredited auditor / certification body for the purposes of this rule. ‘Accredited
auditor / certification body’ means a third-party auditor / certification body that a recognized
accreditation body (or, in the case of direct accreditation, FDA) has determined meets the applicable
requirements of this subpart and is authorized to conduct food safety audits and to issue food or facility
certifications to eligible entities.” 1d.

175 FDA. (2016). Third-Party Certification Body Accreditation for Food Safety Audits: Model
Accreditation Standards: Guidance for Industry and FDA Staff: “Accreditation means a determination
by a recognized accreditation body (or, in the case of direct accreditation, by FDA) that a third-party
certification body meets the applicable requirements of 21 CFR part 1, subpart M [Subpart M--
Accreditation of Third-Party Certification Bodies To Conduct Food Safety Audits and To Issue
Certifications].”

176 FDA. (2016). Third-Party Certification Body Accreditation for Food Safety Audits: Model
Accreditation Standards: Guidance for Industry and FDA Staff:

“Third-party certification body has the same meaning as third-party auditor as that term is defined

in section 808(a)(3) of the FD&C Act and means a foreign government, agency of a foreign
government, foreign cooperative, or any other third party that is eligible to be considered for
accreditation to conduct food safety audits and to certify that eligible entities meet the applicable
requirements of the FD&C Act and FDA regulations. A third-party certification body may be a

single individual or an organization. Once accredited, a third-party certification body may use

audit agents to conduct food safety audits.”

177 FDA. (2016). Third-Party Certification Body Accreditation for Food Safety Audits: Model
Accreditation Standards: Guidance for Industry and FDA Staff:

Facility certification means an attestation, issued for purposes of section 801(q) or 806 of the

FD&C Act, by an accredited third-party certification body, after conducting a regulatory audit

and any other activities necessary to establish whether a facility complies with the applicable

food safety requirements of the FD&C Act and FDA regulations.”
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178 FDA. Voluntary Third-Party Certification Programs for Foods and Feeds, Guidance for Industry.

http://www.fda.gov/Regulatorylnformation/Guidances/ucm125431.htm
C. Elements of an Effective Audit Program
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SR PSR LY U LEBERE S S RRPEY RS
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Il

d WA EF R 8 SRRHRES AR ERF LY FREEL 2ER -
o BB R ERMS R ERG R RE rt?ﬁ:p“gé FDA £# a8 5% 2 h
s F 8RR TR FIEREL §ERP L ASE RS T ANRER AT
# 2 TR E >t FDA 1 ﬁimjﬁﬁﬁ$§rngf’ﬂww%quﬁj S
e XL EREEL £ R mwﬁ%? d{i$4ww'”%ﬁﬁVMi 7 B The Food

Safety Service Providers # #** i - 7 B R 738 (A2 E - - F X2 1% (audit)~ f5 4 &2
5% 75 g FiLfe 4 8 &g ﬂﬁfAﬁwﬁ% FIrE 0 ° QB L BT 2
~=fu'f‘f' °

179 Lesley McAllister, Regulation By Third-Party Verification, 53 B.C. L. Rev. 1-63, 9 (2012).

180 Lytton, Timothy D. & McAllister, Lesley K, Oversight in Private Food Safety Auditing: Addressing Auditor
Conflict of Interest, Wisconsin Law Review, 290 (2014).

“Based on these figures, the scale of private food safety auditing activity appears to be at least ten times larger
than that of federal government inspection, and it may exceed that of all federal and state efforts combined.”
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%ﬁﬁé“*iro‘%¥ﬁﬁi?4% ’%i’awﬁﬂﬁﬁﬁPﬂ% 3748
8 VRE LA B L (negligence) RIS VRS EA LT
&5 BILE A #\ AR Tm B ERFE AR 2184 (professional negligence ) 5 & it {7 i
41\»"1’5444;‘-’#‘ ﬁfﬁ%ﬁ AL ABRLBAT  FE-aRA IR LT A
B F R (tort) 3R - Fiek 2R T8 G rartan @36 A REFT

H it gi‘ gz F i (tort liability ) '8 o ¥ »> =42 3722 842 (tort litigation) ¢ - Bf
% 4 33 % (discovery I £ 1% J'l:}-’%g«. FwE R RGBT R TR
bR EL IR L o B R RES T B RSREY 2L et .

* B3 Ww4é*%f’%%ﬁ?ﬁzzkﬁé%%mzafawﬁiﬁs,

FDA xﬁ“iﬁ#jﬂ@»{ﬁ-ﬁ.x B SRR TR D IE‘F\*;/\;.}:: I ST

—Rf o AR A2 ¥ £ 8 BB P 4o o Kosher » Fair Trade USA ~ USDA

Onganic - £ % 5 1 £5HiE ™ 52 % 2 * s 3232 7 FDA 5 PR LR

wiE ?‘mﬁﬂu*tn4rc’gF%mgmn®A@g$+@&@¢¢r%%

%@%#“:v.aﬂ;mﬁ Bt (9ieit @ Big T A 0 FSMA R 4P 2 iR%EAL
B tier 65185 F AW FMAL Pid 850

1. Kosher
B 19 % 22 Kosher &% 8¢

181 See Scott Rafferty, FDA Moving Too Slowly to Promote Private Inspections, Food Safety News (Sept. 6,
2013), http://www.foodsafetynews.com/2013/09/the-fda-is-moving-too-slowly-to-promote-private-
inspections/#.Us2HcImA 114

182 See Black's Law Dictionary. “negligence n. failure to exercise the care toward others which a reasonable or
prudent person would do in the circumstances, or taking action which such a reasonable person would not.”

183 Lytton, Timothy D. & McAllister, Lesley K, Oversight in Private Food Safety Auditing: Addressing Auditor
Conflict of Interest, 2014 Wis. L. Rev. 289, 310 (2014).

184 Fed. R. Civ. P. 26. “Federal Rules of Civil Procedure Rule 26. Duty to Disclose; General Provisions
Governing Discovery”

185 Lytton, Timothy D. & McAllister, Lesley K, Oversight in Private Food Safety Auditing: Addressing Auditor
Conflict of Interest, Wisconsin Law Review, 291-324 (2014).

186 [ 2 & p http://henrymakow.com/2015/07/are-kosher-symbols-extortion.html
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Kosher 5 4%t & 5 ~ % & 52 2% Kosher — 3 p % Gk~ 2T &34 |
5 ripii’%’y B = %= & (kashrus) P4 S RE M g P U T S B
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FreR A B RZELE - Y AT RFSY R *’k’ﬁﬁ?irr%j;r"ﬁﬁﬂjéhrﬁ
jiEix (Torah) it g & * % **ammfv FEPRXAAMhER -8
N

L ETHLP (HTPEIFAPHE) B A VR o RAEZHRIET SRS
B % % (shohet) # #ig * 2 K ~pip2 7 &> »¥rago g g2 77 wja . Kk
FH @%ﬁ%ﬁﬁmm FAEA LA

hg

187 5¢ 2 2 % [E]f= Halal/Kosher i4:E# «& - http://www.halalkosher.org/
188 Gerald F. Masoudi, Kosher Food Regulation and the Religion Clauses of The First Amendment, 60 U. Chi.

L. Rev. 667, 669 (1993).
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B8 Kosher %zd N £ 3% &4 2 ol ~ G4 2 W 173 N300 & * #4020 22k 2
&0 005 R S FRER Y R F 0T Kosher 8 RS T 05 8 %
% 2R FFR L FL L MR o Kosher & 527 H /e < > JpiistF & § ARE -
Fo1tiRiE~ > FREARE-F 72 Kosher 8 542 A Rp FEASRELL=ZFTF
BoRE-F-FEFERY Y i(ﬁ“’IYSA)aJﬁ“‘)Wfi%‘%r‘%%’i‘é’x%%

& R FEH MY Kosher 9 & 189 o

Br ¥ L2 Kosher & & ¢ #4]ikd »» % B4+ H ?ﬁ;ﬁw%}?\ P RFHFT A
BhRo RFERE AT S P o T B W oo 2 hpd PR KA
FPTRT R AARTERB OGS LB TR
< BpdEHSFET RS KEE (synagogue) > w & S ALT P #T Kosher & &
\?ﬁlﬂ\#\ffu— A'FL?’ °

et L4 et Kosher po&- i i R i > ¥ 3 %‘u;“j’ EERUES S v
Kosheri# i - f{iti“ T2 BF g 3 r]f(?!;/ﬁ FH LG R R
i?}lis Kosher 3 #H % & {7 - g 3|2 icd o F ek .lé‘:nn’ 42&*’
13‘&)% HIRFEPRFE > T *I’;\ﬁs ERE T AR s R AR A S RS
Orthodox Union (OU) > 1950 # % F]4>+* (Rabbi > $+ 7 2. & f ) Alexander S. Rosenberg
EFamA A RN H AR ET LA KRR s XERE ZREWHE - OU
FTeAY g :&f? FHER ~ - &K ARFFTAELHRER FE s Rk
R+ RBEESEEEDH - & 55 ¥ L2 Kosher %zt P o 2 WG A2 =
7 #Kosher 2 #1 » OU 5 B¥vEg o QB = A 2 - 2 Kosher & 530505 H 5%
HoOUZ M ERYRA2Z%FT T BHFE» W3 FEL TR X /ﬁ%"—'ﬁ % ¥
Fo %w?lieii* B RREH A r‘?rilgﬂﬁ"i—';f’ij?“ﬂiﬁ"' R (dr— T

Fi R
Rl #J‘ﬁi éi)%Kosher%;Fi’TLt»@—,y? £ 5 # 4 B2 Kosher Siz) 9 e

189 Timothy D. Lytton, Competitive Third-Party Regulation: How Private Certification Can Overcome
Constraints That Frustrate Government Regulation, 15 Theoretical Inquiries L. 553 (2014).

190 K poordcat 2 Kosher & 5-3nz % B f ¢ k>t Timothy D. Lytton, Kosher: Private Regulation in the Age
of Industrial Food 1-35 (2013).

Ol K poordeat 22 OU % & B2 k>t Timothy D. Lytton, Competitive Third-Party Regulation: How Private
Certification Can Overcome Constraints That Frustrate Government Regulation, 15 Theoretical Inquiries L. 539
(2014).
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_rﬂ Kosher  2tycfipse 414 % 2 718 L%?ﬁ # » # 4%t Kosher %ﬁ‘%-r&ﬁé'—
7o REHE BB RRLEEERFEF MBI ALI AT (- ) %
ﬁiéﬁ"\igitﬁ#‘l’f“%ﬂwﬁ*?? WeEET e EFREZLERTL A
AR EREEEL A S MIRERET DFRE AL Lo A HEF RER
Ta R r\ﬁﬁ‘ PR R BREREE TGS AR 2 R 2 RERT 0 B
BRI R ﬁ&ﬁé FEAF PR ()% K LFEs: (prlvatelaw)

e g ﬁ ﬁL 1% T 45 32 (misrepresentation of a material fact ) 2.2 % % 3‘. ) |5'
HHEPRBERT L REPRRARRL > TR B2 T\'? %"‘/ﬁ PR
SRR EREL S a MEIE AT p O HEILE S R &5 (breach of

contract) ~ it % % 7% (breach of duty) 2z ¥ 1%°; % FERER Y R & *ﬁﬂr F LB A AT
o H T AR R PR 6 * e 02 (trademark law ) #-F R & 2 (willful infringement )

2 7 513 B (counterfeit of marks ) g Az3A o (2 ) F = K S # R 0 o § % i
2 (consumer protection laws ) 2« Kosher 3% #c/# 4L (Kosher Fraud Statutes ) 2_if * - -

A2 iy ﬂ FEZEE AP ¥ &% Kosher 2 e » REFREFER L3 F (false
advertising ) & 7453 A B W~ e Fd W E VR w3T 2 4 —Kosher 3T R
— A4 40 B kosher g2 & R AL o

THERZ B - Ao PFRp LA N R A - B S RKE
Congregation Shearith Israel 5 Fe b — & % jf;:%g %—_? % w4 px & Kosher p &-m 253~
i etk 175 2 S F Kosher 7 {57747 @~ i« ﬁ%% ArHAhBE a1l Ep FAR
Lo RA® L RFEFTRBDE > = B BoATR 2 *F‘uqsﬂ’ﬁ EEge FES HEL
Ja X)W 2. Kosher 78072 4% Kosher 22 T &35 @ & 1 %) * Rk 7 ?’r#&g‘% ( orthodox
Hebrew religious requirements ) '*° » # 1k 2t Kosher 2. @ 5| % & & F Kosher & 5p~ §
F M 7 ETS 0 ¢ P3P &4 4R on 22 Kosher & 55 i K & 6 fRf) £ 2 7 B AL
2 197,

fa Y L 37> Kosher

I -\1\

£l

#% > Commack Self-Serv. Kosher Meats, Inc. v. Welss198 A RIS = L PR R
2 Kosheri## 2 Flig F F WA ZEF - BT & Erce g T 40 44 o P 9r 4 end

3

192

193 Shayna M. Sigman, Kosher without Law: The Role of Nonlegal Sanctions in Overcoming Fraud within the
Kosher Food Industry, 31 Fla. St. U. L. Rev. 509, 548 (2004).

19415 U.S.C. § 1117(a)-(b) (2015).

195 Shayna M. Sigman, Kosher without Law: The Role of Nonlegal Sanctions in Overcoming Fraud within the
Kosher Food Industry, 31 Fla. St. U. L. Rev. 509, 552 (2004).

19 N.Y. AGRIC. & MKTS. LAW § 201-a (Gould 2003).

197 1d at 119.

198 See Commack Self-Serv. Kosher Meats, Inc. v. Weiss, 294 F.3d 415, 432 (2d Cir. 2002)
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FEHE R ST (R S RES D wrf;:y;) BRI RAPERE L 5 - F
TETREAFH TG M TAFTE DR E L - BRRSE TR CHETH
pd AT AR AT g2 é»jﬁ:fq—iﬁ Fo il F g g 1 e
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T o 2§ 20 Ran-Dav's County Kosher, Inc. v. State i TR R
eh Barghout v. Bureau of Kosher Meat & Food Control % {5 20! > tp#F:g £ %72 % -

%5 }fg»“f Kosher 358072 S o #£3 2. » 230 2. Kosher 37802 23 (7 X "3 583
ﬁﬁﬁ%iyﬁ’b BB R EEALE S 0 RS 2L Kosher %A $ £ 1 E &7
ERapEe g MR~ 0 @ Eprd PR A Kosher (802 2 272 p o 202,
i % I 744 Kosher 8 3t &2 i%/2 4 & Wi R RERNHBEAAF L FTAAL
B AR

?

3o

199 US. Const. amend. I.

“Congress shall make no law respecting an establishment of religion, or prohibiting the free exercise thereof; or
abridging the freedom of speech, or of the press; or the right of the people peaceably to assemble, and to petition
the government for a redress of grievances.”

200 Ran-Dav's County Kosher, Inc. v. State, 608 A.2d 1353, 1366 (N.J. 1992)

201 Barghout v. Bureau of Kosher Meat & Food Control, 66 F.3d 1337, 1346 (4th Cir. 1995)

202 Shayna M. Sigman, Kosher without Law: The Role of Nonlegal Sanctions in Overcoming Fraud within the
Kosher Food Industry, 31 Fla. St. U. L. Rev. 509, 601 552 (2004).
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1i. USDA Organic
Bl 20 USDA Organic z &3 2

’f"‘ DY B ﬁﬂ'z&"%fﬁ"’%&‘%ﬁé °

P>t Kosher 1 & 1 R P2 [ R385 E = 4 0 Fofipz 24 T ez &4
FRFE] P8 S22 %RBE I RPFARIEE2L 47 cZRPE T 1990 £ EF
%+ 7% (Organic Foods Production Act » 12 F f§ f£ 2 OFPA) - #:1¢ USDA ¥ 125
:%1@%\5%%%7,ﬁéiiéﬂwﬁé*ﬁ?&ijﬁﬁ%ﬁﬁ\ﬁ%ﬁ

G ARPLETZ RS e e g VEFE C PG P e SR
22 F T HEE B ST 2R T H ( National List of Allowed and Prohibited
Substances ) *** e USDA #-7 1 & &2 ¥ I £ it H 4™ 2 B 4 8 Rk
(Agricultural Marketing Service » ™ & @ £ 5 AMS) » i mif = & p 95 USDA ¥
2002 #:= = W75 3% (National Organic Program » ™ f§ % NOP) » H 2 iR
7|5 TCFR. Part205 - # 4 & 552 425504 56 B2 s B - R 56 54
ﬁzg%%l’f’#ﬁé CERG e 2 e ""Jiﬁ\zosf”“M*%;}?’T R HEHI B S
22F Rp EHA > 22008 FF e SAEFE 2R Sohe F 211 mE ~ 2%

OFPA &4+ #52 o & R flidife s @ o« H05 #4d (organically produced )

203 m@] & & A USDA. https://www.ams.usda.gov/rules-regulations/organic/organic-seal

204 7U.S.C. § 6501: ” ““(1) to establish national standards for organically produced products; (2) to assure
consumers that organically produced products meet a consistent national standard; and (3) to facilitate interstate
commerce of organically produced products.”

205 See USDA National Organic Program. https://www.ams.usda.gov/about-ams/programs-offices/national-
organic-program

206 Catherine Greene et al., U.S. Dep't of Agric. Econ. Research Serv., Economic Information Bulletin No. 55,
Emerging Issues in the U.S. Organic Industry 3 (2009), http://www.ers.usda.gov/publications/eib55/eib55.pdf.
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NOP 2 #.§ ~ & 7 C.F.R. Part 205 Subpart C #7572 } ##l:¢ & &2 & & (Organic
Production and Handling Requirements ) #7712 $-2 ¢ ¥ B 2 b £ 38 - 44445 % 8 54
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IR S VY RN
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7 & | F ¥ (organic) > M EEE ¥ - A S A Kb e i * USDAOrganic 2 3

W2 Logo s (Z) 7B hri*E5E£E28 3 E 70%1 95%"ﬁ| #ax s e
7 ﬁ&gﬂle (made with organic )> & &-*F & a7 * ”ﬁﬁ‘&ﬁé» Logo> # ¥ & * USDA
Organic 2. %

=
k!

# 7 7 C.FR.Part 205 Subpart C #7712 5 # @i &7 e & R &8
§205.200 i d g witk T R ASE T100%F 0T 48 T G g
g P AP EFAT2 J’ﬁ-L W2 padanesd A5k 2 p RF R
FEY T NSNS
§205.101(a) @ & AIL K FacthT 2 R A S G T100%F 8 T 48,0 d F 4
Wi p P B 88 g2t F (organic production orhandhng systemplan)’
Tod Gl RERERFL YR AL A E2HE T 7
(D33 % T Em2 fd > LRPP B* S
Qﬁﬂlﬁﬁ@@fi%? PR e FEAR S KRR R
R
O E4rist 2> TREPP EHLHES
(4)4%§ 205.103 £ = & & 7 4 3%,
(5)}!;.L;—k¢&4 ’bﬁﬁwzwi‘e‘.&’gi‘”#*&*’b’aml‘gf&” —\,; ’lé‘g‘é, S *’ﬁﬁ\g‘

207 7 U.S.C. §6502(14): “an agricultural product that is produced and handled in accordance with this
chapter..”

208 7U.S.C. § 6506(a)(A)(1).

“(a) In general

A program established under this chapter shall-

(1) provide that an agricultural product to be sold or labeled as organically produced must-

(A) be produced only on certified organic farms and handled only through certified organic handling operations
in accordance with this chapter; and

(B) be produced and handled in accordance with such program;”
209 7 C.F.R. §205.301(a).
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TR HREREE L VL L E AN AR P g 20 g
%%?%ﬂ%»%#?ﬁ%#-%§44?Wﬁiiriﬁﬁh EA S AL T
Fud bz s ma FEMHAR N RS A A{lE#®R 7 CFR §
2%&m@anﬂm@ﬁﬁiéﬁﬂ%HZ@%ﬁéﬂ—ﬁW¢ EHE AR B P
HEEALY BRFOARKEMT R AR RBM AL AR R R
%@ﬁﬁﬁﬁﬁm%i@%‘?x$%§@%¢i%y§$%\ﬁ%4ﬁ@i%ﬁ&

S F BRIMBHRL PFHRBEHEFTEE Y 2 R AR 2201 2007 # 105 USDA
W HREE C HEALE 27,000 7 R F o £ ¢ 11,000 Fs W2 R oo il
B WRELF IR 2

% 8 7C.FR.§205.501(a) (11) # & {15 R 2 2L

7 CFR § 205.2

# =i 4% (responsibly connected ) 2 ;% fi % 3Bk FE 2 ;ﬁ——‘ﬂk éi&%—'ﬁ ) e BF L
RREREWH LGP L CEF A CEEA A B S RE 10%REZ
3 F,214°

§ﬂ5wmmm)pﬁ%ﬂ;ﬁi’mﬁ@ﬁawm%ﬁz

(1) %2 AEFEgEzpHAL N BRI YPFE- 4 F

2107 C.F.R. § 205.500(a): “The Administrator shall accredit a qualified domestic or foreign applicant in the
areas of crops, livestock, wild crops, or handling or any combination thereof to certify a domestic or foreign
production or handling operation as a certified operation.”

21 See National Organic Program, 7 C.F.R. §205.501(a).

212 7 C.F.R. § 205.500(a) (11) : “Prevent conflicts of interest by:

(i) Not certifying a production or handling operation if the certifying agent or a responsibly connected party of
such certifying agent has or has held a commercial interest in the production or handling operation, including an
immediate family interest or the provision of consulting services, within the 12-month period prior to the
application for certification;

(i1) Excluding any person, including contractors, with conflicts of interest from work, discussions, and decisions
in all stages of the certification process and the monitoring of certified production or handling operations for all
entities in which such person has or has held a commercial interest, including an immediate family interest or
the provision of consulting services, within the 12-month period prior to the application for certification;

(iii) Not permitting any employee, inspector, contractor, or other personnel to accept payment, gifts, or favors of
any kind, other than prescribed fees, from any business inspected: Except, That, a certifying agent that is a not-
for-profit organization with an Internal Revenue Code tax exemption or, in the case of a foreign certifying agent,
a comparable recognition of not-for-profit status from its government, may accept voluntary labor from certified
operations;

(iv) Not giving advice or providing consultancy services, to certification applicants or certified operations, for
overcoming identified barriers to certification;

(v) Requiring all persons who review applications for certification, perform on-site inspections, review
certification documents, evaluate qualifications for certification, make recommendations concerning
certification, or make certification decisions and all parties responsibly connected to the certifying agent to
complete an annual conflict of interest disclosure report; and

(vi) Ensuring that the decision to certify an operation is made by a person different from those who conducted
the review of documents and on-site inspection.”

213 Chenglin Liu, Is “Usda Organic™ a Seal Of Deceit?: The Pitfalls Of Usda Certified Organics Produced in
the United States, China and Beyond, 47 Stan. J. Int'l L. 333, 335 (2011).

214 10 7 CFR § 205.2: “Responsibly connected. Any person who is a partner, officer, director, holder, manager,
or owner of percent or more of the voting stock of an applicant or a recipient of certification or accreditation.”
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TR Wa g Ve R AP R 2 R B IS
Florida Lime & Avocado Growers, Inc. v. Paul ¢ %k 4571 & M rFcfipd- 4 8 S9rk 2 g o

LHEREE & > ARfla i M OFPAL #hF LV EE R F S SF I ¥
BB ErE 2 Rge 100 e Rl N 1973 E LG e Ak 2T 2 g
Wa B ERBREE SRR N ps s dode WA 1973 E 24 Bk N2 E R0
& H iR g >2 (Health and Safety Code ) 28 -

p NOP *+ 2002 # £]* {5 » USDA 2. 4 % # %4 F (Inspector General ) — % & {7
MY H T 2 N FRe et 0 3 2010 £ 2 R HEAR A Y 0 fFR NOP 2 I E < kim0 -
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215 Florida Lime & Avocado Growers, Inc. v. Paul, 373 U.S. 132, 144 (1963).

216 7U.S.C. § 6506 ““(d) State program

A State organic certification program approved under this chapter may contain additional guidelines governing
the production or handling of products sold or labeled as organically produced in such State as required in
section 6507 of this title.”

27 See OR.REV.STAT. § 616.406 (1991).

218 CAL.HEALTH & SAFETY CODE § 26569.13 (1979) (repealed 1990).

219 Office of Inspector Gen., U.S. Dep't of Agric., Audit Report 01601-03-Hy, supra note 51, at 2-4.
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IFEE TR EAPM 2 R 4o NO ;.1;?55%%%{%}&1‘#1 Ao kEREI BB EPELER
¢ (peer review panel) #2235 220, A NOP & A+ > %% +: % A ¢ > L 7 NOP
Ziuiod Rz i s B AGH BB MR ﬂﬂamaxsubﬁ@,;;aNOP&”%
s f"ﬂ‘%?’ﬁﬁﬁﬁéi TH 73T NOP 3 57+ ®f (siteevaluation) 15'*%‘»’?;‘1;73 21, s

LEFIR A O R ﬂx.%”ﬁﬁﬁﬁé 'NOP 113580 Sd m ARBFLAAIREFFH 28

M%e’;\;&;’é* RAEF F TR L BRERE

e

1ii. Fair Trade USA
Bl 21 Fair Trade USA 2z &3 %22

PSR SR E =

A% % (Fair trade) 2 P4 A G 22k C T 5 22 AR RERF 1 - RF

2207 C.F.R. § 205.509 (2016): “The Administrator shall establish a peer review panel pursuant to the Federal
Advisory Committee Act (FACA) (5 U.S.C. App. 2 et seq.). The peer review panel shall be composed of not less
than 3 members who shall annually evaluate the National Organic Program's adherence to the accreditation
procedures in this subpart F and ISO/IEC Guide 61, General requirements for assessment and accreditation of
certification/registration bodies, and the National Organic Program's accreditation decisions. This shall be
accomplished through the review of accreditation procedures, document review and site evaluation reports, and
accreditation decision documents or documentation. The peer review panel shall report its finding, in writing, to
the National Organic Program's Program Manager.”

21 7 C.FR. § 205.506(a)(3): “Accreditation will be granted when: (3) The Administrator determines that the
applicant for accreditation meets the requirements for accreditation as stated in § 205.501, as determined by a
review of the information submitted in accordance with §§ 205.503 through 205.505 and, if necessary, a review
of the information obtained from a site evaluation as provided for in § 205.508.”

222 @ % %k p Fair Trade USA z_ F & % b  http://fairtradeusa.org/resources/logos-labels
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i%ﬁ?liigﬁiéﬂﬁcﬁ iu;%ﬁ»ﬁ#”mﬁiﬁgpﬁﬁﬁﬁu4
ok %#@ iﬂ~ﬁ%ﬁ¥§*—ﬁw?wwﬁwvﬁd $142 SHLA
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S ZERE o A d AR ERRRRERREFPARKRE  RFL TR B
B3 L oa * &%Eﬂ,ﬁ_%‘« (H £#4 % FINE) — Fairtrade Labelling Organizations

International ( {4 x4 % Fairtrade International (FLO)) -~ World Fair Trade Organization
(WFTO) ~ Network of European World shops and European Fair Trade Association (EFTA)

223 Brink Lindsey, Grounds for Complaint?: ‘Fair trade’ and the Coffee Crisis, Adam Smith Institute (Nov. 22,
2004, 10:07 PM), http:// www.adamsmith.org/publications/economy/grounds-for-complaint

%3F/).

224 Tad Mutersbaugh, Ethical Trade and Certified Organic Coffee: Implications of Rules-Based Agricultural
Product Certification for Mexican Producer Households and Villages, 12 Transnat'l L. & Contemp. Probs. 89, 91
(2002)

225 Shima Baradaran, Stephanie Barclay, Fair Trade and Child Labor, 43 Colum. Hum. Rts. L. Rev. 1, 58 (2011).
226 See Patrick De Pelsmacker et al., Do Consumers Care About Ethics? Willingness to Pay for Fair Trade
Coffee, 39 J. Consumer Aff. 363, 364 (2005).
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% P v % Fair Trade USA 2. 7 5 5 1
PAS  EIRTELRET L l‘-qsa HERRFI T
HaEAFH S E LTS P 2L B4 2 Rz (Internal Revenue Code ) 501(c)(3)

4 > Fa 1rTradeUSAb'§'» % FLO 2z - R >3t 2011 & 10 #» i34 228,

ERE "ﬁ 2 IR A Ao vivker i b 225 FLO W3 B 2 p #% (farmer-owned
cooperatives ) I f ;> (self-governance ) T 74 A& 2 vhrt s SERTE 2 B K-1F Pl B ML
P 2 fRFR s Falr Trade USA R # ¥ # 3 % %2 § 2 R 84 20 Bagmwd ik
B % (waged farm workers ) f&{8 2. vhwrzts JLBAARL L ¥0E < et A 27 R B
FapaT 7L R é_ﬁi'ri % 4 (marketpower )z 1 & p {&- H s & ¥ Fair
Trade USA z_ o> & ? 5 ‘Ef)%‘«:}“%B’» TR AR 0 PR T F‘ L oehvvE g < 7 }’;\r‘;a Green
Mountain Coffee Roasters %t &t Fair Trade USA 2z 2% 232> ¥ ¥ (7 4] = 424+ RH2 &
# 2 #%% Small Producers Symbol (SPP) -

ok (S

? Rt L2 A K 4T 2 A Fair Trade USA 3P~ % p 2 B e ) 2 2 5 33
4 (Fair Trade Towns ) 2. % ¥ » 22 £33 482 % 3 sefp s (T3 0 A i % 2 5o 40 2008
# Northampton # i i  fp+ £2 2T 3 % % 7] | (Buy Local/Buy Fair ordinance ) *** » &
ARG F Ak A2 A o 0T T BB e HE AL AR BIR RGBT

PR R G HS O AREA AL RFET L S AT ARG L8

227 Mission/Values, FAIRTRADEUSA (2014) http:// fairtradeusa.org/about-fair-trade-usa/mission: “Fair Trade
USA enables sustainable development and community empowerment by cultivating a more equitable global
trade model that benefits farmers, workers, consumers, industry and the earth. We achieve our mission by
certifying and promoting Fair Trade products.”

228 Amy J. Cohen, The Law and Political Economy of Contemporary Food: Some Reflections on the Local and
the Small, 78 Law & Contemp. Probs. 101, 139 (2015)

229 4.

230 Paul Rice, Fair Trade USA: Why We Parted Ways with Fair Trade International, TRIPLEPUNDIT (Oct. 26,
2016), http://www.triplepundit.com/2012/01/fair-trade-all-fair-trade-usa-plans-double-impact-2015/

231 See Daniel Jaffee & Philip H. Howard, Corporate Cooptation of Organic and Fair Trade Standards, 27
AGRIC. HUM. VALUES 387 (2010).

232 See, e.g., An Open Letter to Green Mountain Coffee Roasters from Equal Exchange: Please Leave Fair
Trade USA (Oct 26, 2016), available at http://equalexchange.coop/open-letter-green-mountain-coffee-roasters-
equal-exchange

233 City of Northampton, Buy Local/Buy Fair Resolution, (Oct 26, 2016), available at
http://www.northamptonma.gov/DocumentCenter/View/872

128



=

I

,\
4
\
Sy
B o8
®

2o ot AR (2) T S 5252 nHE

)

FHMEERP 8 RARR%KETIR 2R FSMA #4ier A RARY FE -
FREUGEZFZCNRERS BT SR FRS SR E P ARR > 2011 EiET
SR AL G &2 15%% 2760 mE A Aa 0 FIFEAMNHELEr B2 §
LA SN A LIEF R Ry RIS S N kY S R e R L
RFw o P FPRER S S %é%a‘%r‘%‘%%T%i’\i%%ﬂé‘i#magi—%&g‘%’
ﬁ@?@gﬁﬁé%ﬁéﬁ?ﬁ BT AMPBRAAS T BEREET S 5% 3

';i'
(w
R
JEN

e}
(98]
W

o
B

!

BOHEE R 8RB UL ARG AE A 0 Bl AR
?. (port- of—entrymspectlon) TeaF SRR B0 g ME s mE L LB T R
R A S i“//)azl"}ﬁ‘/ﬁ"!‘i HWRMPFRE - SHR%BMFDAIES » B 2 42 5 F8 5 M AW 2
g‘;’,%ﬁ:&!ﬁ»# g fiﬁ*i‘" SRR FTIRE ST UL O NP2

F F] *}‘?‘pir? B HRERE G ECRARF AT EER &X
i‘ BT %ﬁ%}"ﬁi«&f T L A &% (brand) A F Al T ‘f*%"F"’i’fﬁE@Eﬁ#&
4 p 2 SR L A 1 JJ:}TTFS*L F LT LS SRS RS
o B BT NN 2 AL R 28 .

&r

5
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234 Tacy Katherine Hass, New Governance Can User-Promulgated Certification Schemes Provide Safer Higher
Quality Food, 68 Food & Drug L.J. 77 (2013)

235 Ching-Fu Lin, Public-Private Interactions In Global Food Safety Governance, 69 Food & Drug L.J., 143,
152 (2014).

236 Eric M. Goldstein, Inspecting the Hands That Feed US Requiring US Quality for All Imported Foods, 7
Wash. U. Global Stud. L. Rev. 137, 150 (2008).

27 Jennifer Clapp & Doric Fuchs eds., Corporate Power in Global Agrifood Governance (2009).

238 Ching-Fu Lin, Public-Private Interactions In Global Food Safety Governance, 69 Food & Drug L.J., 143,
153 (2014).

2% FDA. FDA Food Safety Modernization Act (FSMA). http://www.fda.gov/Food/GuidanceRegulation/FSMA/
240 FSMA TITLE I--IMPROVING CAPACITY TO PREVENT FOOD SAFETY PROBLEMS.

241 FSMA TITLE II--IMPROVING CAPACITY TO DETECT AND RESPOND TO FOOD SAFETY
PROBLEMS

22 FSMA TITLE III--IMPROVING THE SAFETY OF IMPORTED FOOD
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243 Food Safety Modernization Act, SEC. 202. “(6) Model laboratory standards.--The Secretary shall develop
model standards that a laboratory shall meet to be accredited by a recognized accreditation body for a specified
sampling or analytical testing methodology and included in the registry provided for under paragraph (1). In
developing the model standards, the Secretary shall consult existing standards for guidance. The model
standards shall include--

"(A) methods to ensure that--

"(i) appropriate sampling, analytical procedures (including rapid analytical procedures), and commercially
available techniques are followed and reports of analyses are certified as true and accurate;

"(ii) internal quality systems are established and maintained;

"(iii) procedures exist to evaluate and respond promptly to complaints regarding analyses and other activities for
which the laboratory is accredited; and"(iv) individuals who conduct the sampling and analyses are qualified by
training and experience to do so; and

"(B) any other criteria determined appropriate by the Secretary.”

MOAZHHET SRBLFZORELRTT ¢ I RUL L PSS CUSDA FiF2 P & 43 ¢4
##8 - FDA.KEY REQUIREMENTS: Final Rule on Accredlted Third-Party Certification.
http://www.fda.gov/downloads/Food/GuidanceRegulation/FSMA/UCM472891.pdf

245 See FSMA SEC. 307 (b)(1)(C)

246 FSMA SEC. 307 (f)(1)

247 FDA. KEY REQUIREMENTS: Final Rule on Accredited Third-Party Certification.
http://www.fda.gov/downloads/Food/GuidanceRegulation/FSMA/UCM472891.pdf

248 FSMA SEC. 307(b)(2). “(2) Model accreditation standards. <<NOTE: Deadline.>> --Not later than 18
months after the date of enactment of the FDA Food Safety Modernization Act, the Secretary shall develop
model standards, including requirements for regulatory audit reports, and each recognized accreditation body
shall ensure that third-party auditors and audit agents of such auditors meet such standards in order to qualify
such third-party auditors as accredited third-party auditors under this section. In developing the model standards,
the Secretary shall look to standards in place on the date of the enactment of this section for guidance, to avoid
unnecessary duplication of efforts and costs.”
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249 See FSMA SEC. 307 (c)(1)(A).

230 FSMA section 307(b)(2) "(2) Model accreditation standards. --Not later than 18 months after the date of
enactment of the FDA Food Safety Modernization Act, the Secretary shall develop model standards, including
requirements for regulatory audit reports, and each recognized accreditation body shall ensure that third-party
auditors and audit agents of such auditors meet such standards in order to qualify such third-party auditors as
accredited third-party auditors under this section. In developing the model standards, the Secretary shall look to
standards in place on the date of the enactment of this section for guidance, to avoid unnecessary duplication of
efforts and costs.

231 See FSMA SEC. 307 (c)(1)(B)

222 FDA. KEY REQUIREMENTS: Final Rule on Accredited Third-Party Certification.
http://www.fda.gov/downloads/Food/GuidanceRegulation/FSMA/UCM472891.pdf

233 See FSMA SEC. 307 (c)(6)

23 FSMA SEC. 307 (c)(6)(A)(1)

255 FSMA SEC. 307 (c)(6)(A)(ii)

236 FSMA SEC. 307 (c)(6)(A)(iii)

257 FSMA SEC. 307 (c)(6)(B)

238 FSMA SEC. 307 (H)(2)

259 FSMA SEC. 307(a)(1). “ Audit agent.--The term audit agent' means an individual who is an employee or
agent of an accredited third-party auditor and, although not individually accredited, is qualified to conduct food
safety audits on behalf of an accredited third-party auditor.”

2600 See FSMA SEC. 307 (c)(4)(A)
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261 Food Safety Modernization Act, §307.

262 See FSMA SEC. 307 (¢)(3)(A)

263 FSMA SEC. 307(a)(3). “(3) Third-party auditor.--The term third-party auditor' means a foreign government,
agency of a foreign government, [[Page 124 STAT. 3960]] foreign cooperative, or any other third party, as the
Secretary determines appropriate in accordance with the model standards described in subsection (b)(2), that is
eligible to be considered for accreditation to conduct food safety audits to certify that eligible entities meet the
applicable requirements of this section. A third-party auditor may be a single individual. A third-party auditor
may employ or use audit agents to help conduct consultative and regulatory audits”

264 FSMA SEC. 307(a)(5). "(5) Consultative audit.--The term “consultative audit' means an audit of an eligible
entity--

"(A) to determine whether such entity is in compliance with the provisions of this Act and with applicable
industry standards and practices; and

"(B) the results of which are for internal purposes only.”

265 FSMA SEC. 307(a)(7). “(7) Regulatory audit.--The term “regulatory audit' means an audit of an eligible
entity--

"(A) to determine whether such entity is in compliance with the provisions of this Act; and

"(B) the results of which determine--

"(i) whether an article of food manufactured, processed, packed, or held by such entity is eligible to receive a
food certification under section 801(q); or

"(i1) whether a facility is eligible to receive a facility certification under section 806(a) for purposes of
participating in the program under section 806.”

266 FDA. Voluntary Third-Party Certification Programs for Foods and Feeds, Guidance for Industry.

“III. DEFINITIONS F. Certification means the procedure by which a certification body provides assurance that
the establishment conforms to certification criteria.”

267 See FSMA SEC. 307 (¢)(2)(A) and (B)

268 21 U.S. Code § 381(q)(1). “(q) Certifications concerning imported foods (1) In general

The Secretary may require, as a condition of granting admission to an article of food imported or offered for
import into the United States, that an entity described in paragraph (3) provide a certification, or such other
assurances as the Secretary determines appropriate, that the article of food complies with applicable
requirements of this chapter. Such certification or assurances may be provided in the form of shipment-specific
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certificates, a listing of certified facilities that manufacture, process, pack, or hold such food, or in such other
form as the Secretary may specify.”

269 21 U.S. Code § 381(q)(2). “(2) Factors to be considered in requiring certification

The Secretary shall base the determination that an article of food is required to have a certification described in
paragraph (1) on the risk of the food, including—

(A) known safety risks associated with the food;

(B) known food safety risks associated with the country, territory, or region of origin of the food;

(C) a finding by the Secretary, supported by scientific, risk-based evidence, that—

(i) the food safety programs, systems, and standards in the country, territory, or region of origin of the food are
inadequate to ensure that the article of food is as safe as a similar article of food that is manufactured, processed,
packed, or held in the United States in accordance with the requirements of this chapter; and

(i1) the certification would assist the Secretary in determining whether to refuse or admit the article of food
under subsection (a); and

(D) information submitted to the Secretary in accordance with the process established in paragraph (7).”

270 21 U.S. Code § 384b. “(a)(1)(A) to provide for the expedited review and importation of food offered for
importation by importers who have voluntarily agreed to participate in such program.”

21 Tacy Katherine Hass, New Governance Can User-Promulgated Certification Schemes Provide Safer Higher
Quality Food, 68 Food & Drug L.J. 77, 85 (2013). “Furthermore, the FDA

only inspects about one percent of the imported shipments in its jurisdiction; and the USDA inspects just five to
ten percent.”

272 Lytton, Timothy D. & McAllister, Lesley K, Oversight in Private Food Safety Auditing: Addressing Auditor
Conlflict of Interest, Wisconsin Law Review, 327 (2014). “Rafferty predicts that, “[g]iven fiscal constraints, the
FDA is unlikely significantly

to increase its own presence at ports of entry. So importers know that the overwhelming majority of shipments
will not be refused, held, or even inspected at the port,” thereby undermining the incentive of expedited review”
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