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Abstract

The genome edit technology has been flourishing in recent years, leading to a rapid
increase in the production of genome-edited foods. However, due to the risks they pose
to human health, animals, plants, and the environment, the regulation of these foods is
necessary. Currently, different countries have different approaches to the management
of genome-edited foods, which can be mainly categorized into four types: treating them
as genetically modified foods, categorical case-by-case, early consultation procedures,
and non-regulation of genome-edited foods. Among these approaches, the ones that
mainly cause trade barriers for genome-edited foods are “treating them as genetically
modified foods” and “non-regulation of genome-edited foods”. The analysis and

discussion in this article focus on these two main management approaches.

Firstly, this article discusses the applicability of the trade regulations of the
multilateral trading framework, particularly the World Trade Organization, to the
management measures of genome-edited foods. It lists the relevant provisions that may
apply and examine the current status of international standards for genome-edited foods.
The article then explores the legality between the two above-mentioned management
approach that cause trade barriers for genome-edited foods and the trade regulations of
the World Trade Organization. It finds that the World Trade Organization has difficulty
determining a violation of its provisions regarding genome-edited foods due to the lack
of internationally recognized standards and the insufficiency of scientific evidence. The
article proposes three possible approaches for the World Trade Organization to address
trade barriers for genome-edited foods: establishing international standards as soon as
possible, discussing the issue through the SPS Committee, and handling the issue

through the interpretation of existing dispute resolution mechanisms.
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Next, the article examines the regulations and impact of regional trade agreements
on the trade of genome-edited foods, taking the “United States-Mexico-Canada
Agreement” as an example. It discusses the influence of Chapter 3 and Chapter 9 of
this agreement on the management approaches for the major trade barriers related to
genome-edited foods. It finds that the agreement can partially resolve trade barriers but
also has limitations. Finally, the article compares the advantages and limitations of the
multilateral trading framework and regional trade agreements in addressing
international trade barriers related to genome-edited foods management. It concludes
that regional trade agreements have a better mechanism for exchanging information and

opinions, while the multilateral trading framework has greater influence.

Keywords: Genome edit, management of genome-edited foods, international trade

barriers of genome-edited foods
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cultivation of genetically modified organisms (GMOs) in their territory Text with EEA relevance, 2015
0.J. (L 68), 1-8 (EU).

42 Commission Regulation 1829/2003, of the European Parliament and of the Council of 22 September
2003 on genetically modified food and feed.

43 Commission Regulation 1946/2003, of the European Parliament and of the Council on
transboundary movements of genetically modified organisms, 2003 O.J. (L 287), 1-10.

4 Commission Regulation 1830/2003, of the European Parliament and of the Council of 22 September
2003 concerning the traceability and labelling of genetically modified organisms and the traceability of
food and feed products produced from genetically modified organisms and amending Directive
2001/18/EC, 2003 O.J. (L 268), 24-28.

4 Directive 2009/41/EC, of the European Parliament and of the Council of 6 May 2009 on the
contained use of genetically modified micro-organisms (Recast) (Text with EEA relevance), 2009 O.J.
(L 125), 75-97.

46 Council Directive 2002/53/EC, of 13 June 2002 on the common catalogue of varieties of
agricultural plant species, 2002 O.J. (L 193), 1-11.

47 Directive 2001/18/EC, supra note 40.

48 See Pei-Kan Yang, supra note 37, at 81.
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ZAMBRAEEIFRF S 2RE > UREBE L "BARHEZBFEE M
Fzmr LR Y AR R E AN WAL > ™ FF R
Fe GMO Z & & ° AR45454 2001/18/EC % 22 1% RE Bt AMEAE "THRTA
B BEMERAIFEARRBERE R EAZ T ALE LM 0 HFIAF
BE—WMoy P E 2B AA AR MBFE S 07 BB €%

RAKR B AT IK R 4% F 1A 6Bl "HY A AERFEZT] R

Bb A& A AR 72 RS o

ECJ &R T BB Y% Hlr M43 2 4 38 )& 745 4 2001/18/EC % 2.2 1%
& P2 GMO » ECJ 324 » BRE A Ml GMO X7k —4w 2 354 2001/18/EC 24
B 1829/2003 SRk 5] —2 Ff LAAF 3 o B B 2L & ) REHEFR Y GMO & 52 4h 0 14
RECEREZ  TRARMZZS&E KMmBABIOFEEN (AR%E) W

B AT e B A AR e A A B R S F R RS % R
A Z SR ERE  HAREE 27 GMO 2 £ « ¥ARIE ECJ b3k - AR &%

HAEHHEAELE A GMO  BXMEEEEHFES GMO ZAARE -

% &

N

il

a2 4R

REZBBEZHRBRAKRARFZEZ S BRAUHAFLR BE LN - LT o

49 Case C-528/16, Confédération paysanne and Others v Premier ministre, Ministre de 1’ Agriculture,
de I’ Agroalimentaire et de la Forét, 2018 E.C.R. 1-2.

SO IR RS L (—) BB Y T A BAIER A E A 2001/18/EC % 3 5 AR+ IB
Sho B HRBHERZIELE 2B TAFEZLGMO? (=) BBFH Y MT 6 S AT MRS
2002/53 % 4 fRPTE XA B B g > MARRLRNZIELREZEHE? (=) B85

2001/18/EC & F #h 4 @At ot > bk B B $E BF % MiF 2 A MR ods 2 T RTH R
o RHEAREBAATAAOREMETRAANZEGAMBORE? (W) FEIAR TR
BB BBAR TG HEYBME - RAB A AHEE - AR B AR RS
b X REEME > 354 2001/18/EC ¥ BN AR LR AN > EABMATTRLBIESR? 1
para. 25.

3! Pei-Kan Yang, supra note 37, at 81.

32 See Case C-528/16, Confdddration paysanne and Others v. Premier miistre and Ministre de
l'agriculture, de 1'Agroalimentaire et de la Forit, Judgment of the Court (Grand Chamber)(July 25,

2018), http://curia.europa.eu/juris/liste.jsf?language=en&td=ALL&num=C-528/16#.
3 I
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BINEBER ~ T RABJRN o

PREBBRERE > FRERAFEEZFIEREERRGE A MR 0 ME
W =B R R A B 4 A 2 FH 0 9% A ¢ £ B R ¥ 26 (United States
Department of Agriculture, USDA ) - R oh %4 % 3 B (Food and Drug
Administration, FDA) 2 & £ B B £ % 3z t%3#% £ (United States Environmental

Protection Agency, EPA ) %l E R4 ~ 1idh ~ EHUAR B &4 o

1986 4 > &% ZFH KM/~ E (Office of Science and Technology Policy,
OSTP) #% A M # L & ¥ #3224 (Coordinated Framework for Regulation of
Biotechnology ) » 3% Z &4 Al A X AR SLH N A FHEUE b AT B B 45 BUR

Z RGP M FRAARGBETCHANLNENEROSRBETH A &

MAMHBZEEHARE ) R& TEM A DA BRRICZATEA S -

MAMPREEHAREEIIN 2017 F LG MBS F — 4 LAT
# > %K USDA ~ FDA M & EPA Z MM UL E MG T AR EETREEZAY
FHEATE R PR Y ~ SR AN D B AR RS MR F TAR TR
e T KRG % M 2019 FHAKRFFTE AL 0 oHE BT AR A B

=

o

AEETZHML mBEEZZELE > ALEMHBR AL R GEES

34 See OFFICE. OF SCI. & TECH. PoL'Y [0.S.T.P.], Coordinated Framework for the Regulation of
Biotechnology (1986).

55 About the Coordinated Framework, THE UNIFIED WEBSITE FOR BIOTECHNOLOGY REGULATION,
https://usbiotechnologyregulation.mrp.usda.gov/biotechnologygov/about (last visited June 29, 2023).
36 Jd.

ST History of the Coordinated Framework, THE UNIFIED WEBSITE FOR BIOTECHNOLOGY REGUL.,
https://usbiotechnologyregulation.mrp.usda.gov/biotechnologygov/about/about (last visited Feb. 25).
3% 0.S.T.P., Modernizing the Regulatory System for Biotechnology Products: Final Version of the 2017
Update to the Coordinated Framework for the Regulation of Biotechnology (Jan. 4, 2017), at 55,
https://www.fda.gov/media/102658/download.

3 Exec. Order No 13,874, 84 F.R. 115, Modernizing the Regulatory Framework for Agricultural
Biotechnology Products (June 11, 2019), https://www.govinfo.gov/content/pkg/FR-2019-06-
14/pdf/2019-12802.pdf.
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Mtk » USDA T840 4 45 % (Animal and Plant Health Inspection
Service ) #* 2020 F3 A ¥ o9 A A AR (Movement of Certain Genetically
Engineered Organisms > 7% ¥ SECURE Biotechnology Regulations > A T ff§ #%
SECURE #LA] ) » H FoFp 3 4b3% 38 5K B 4 8 H0i7 & R 2 AR 4 F AT IR °T A& Ak 4y
YE A GMO 2 & > KA AHAR BB R LA AL A4 FDA LA

EPA % k%8 HE GMO HAI A F @ AN K E £ db -

MmERZAR %A Y G wE KR SLRE A (Canadian Food Inspection
Agency, CFIA ) AR hu @ KAg A 31 % 22 > A8 Bl 7k 4 L35 408k (Feeds Act) ~ &
su R #4175 (Food and Drugs Act) AR A& F75 (SeedsAct) O o fu @ RIKA A&
RAHEZRBTHEEBAEARNGBES HAESZHRKR 2 BEH4E L2 K
E-RLB &R @B AIERE S BHMELSEE? B REED
Rt REAMZHEBEERETATHE  RRALIWRAKRGHE X REH
PR G LA Ak E - R B &R M FE F AR E S egka R - ™ CFIA
MZEFEZH KT ESAT RN E b 2 F R E BB BIRIER

MBI T T LT3 o

= ~

B

ANz AR spE 2 B SN 2000 F5H 2 KR A% (Gene

Technology Act)MA & 2001 478 77 2 & B #+ 4% #. 5. Gene Technology Regulations )

60 APHIS, Final Rule, Movement of Certain Genetically Engineered Organisms, 7 C.F.R. Parts 330,
340, and 372 (U.S.D.A. Aug. 17, 2020).

61 Feeds Act, R.S.C. 1985, c. F-9; Food and Drugs Act, R.S.C. 1985, c. F-27; Seeds Act, R.S.C. 1985,
c. S-8.

92" Novelty and Plants with Novel Traits, GOV’T OF CANADA (Aug. 16, 2017),
https://inspection.canada.ca/plant-varieties/plants-with-novel-traits/general-
public/novelty/eng/1338181110010/1338181243773.

63 Kenneth W. Ellens et al., Canadian Regulatory Aspects of Gene Editing Technologies, 28
TRANSGENIC RES. 165 (2019).
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6402019 F » MM BURE T A B FHBUAL S0 DARE BR oM R AT BA A AR T AR H R
RAFEIEENEES - B MO EL I RKRANGY - B RABREE T 5]

ANF ARG AR I NB 4> EBP AR 4% H 4T+ > SDN-1 3 K % B %600

B 4l R 5b 2 B ] 0 1991 4 > RN 92 4 08 B 22 SR LA R X B A

#, T 4 75 B B SuAZ £ B (Food Standards Australia New Zealand, FSANZ ) »

A CGRM — 42 % B & 50 4% 2 F B ( Australia New Zealand Food Standards Code ))
7o MMAR 4T ZRBEART > BRAFEZTANRSBNEETE - M
ZFAZ 152144 TRBAR U 2 Ao ) TR BT AT A BRAR BAR
# 22019 4 FSANZ A4 H 8 CGRM — 42 % i & AR F A1) o8 A 7NE A
¥ 7 #+4i7 (New Breeding Techniques, NBTs ) 4 Z Z R bty E LR TR E
ZHRER —CEMFATHEARE 2 @BERA I EMFE =~ FEAB
RAERFIFCEBRAHEY TR UEMRNBT RGEAEE AR EZFTAEES
= FEGRILPR A A AR B AZ A B SR R AR S 30 AR B RORE R R 2 L

A NBT Z & 3# -

$ =18 FHFHNAR

AR BEIM AN > B ELEEREET EHAF S RELHE &
BENFETAFTIMBMAARELSER  UREHEN A SERDZTRAMN
BEEEREE R ETRARGEZ LSBT AT NEER AR

64 Gene Technology Act 2000, No. 169, 2000 (Austl.),
https://www.legislation.gov.au/Details/C2016C00792; Gene Technology Regulations 2001 (Austl.),
https://www.legislation.gov.au/Details/F2016C00615.

65 See OGTR, Technical Review of the Gene Technology Regulations 2001,
https://www.legislation.gov.au/Details/F2019L00573.

6 See Smriti Mallapaty, Australiangene-editingrules adopt ‘middleground’, NATURE NEWS (Apr. 23,
2019), https://www.nature.com/articles/d41586-019-01282-8.

67 Pei-Kan Yang, supra note 37, at 86.

%8 FSANZ, Final Report, Review of Food Derived Using New Breeding Techniques 5 (2019),
https://www.foodstandards.gov.au/consumer/gmfood/Documents/NBT%20Fina%20report.pdf.

9 Seeid. at 7.

70 Pei-Kan Yang, supra note 37, at 87.
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£ B FDA &3 " M4 A #3393t £ (Plant Biotechnology Consultation
Program ) j A R F#1 & ¥ % 237 4% 31 & (Early Food Safety Evaluation Program ) |
AV BRE R SH ETATZ BRI - HAM BRI ZHEAR
HAE 0 BESRR S LT AT AR B AR At o S SR E R
REH LB A R FDA AR @ > Ustmh# R EAMZEE - R
REAME LA FDA e REAMEZEREET L FTELTEZINR - EHEM
AREEREE - LRI E T FDA & > B B4 R 43530 & > FDA K45 F
BEHRBZE MG ERETHFAEMHRBRZ AR REEMAA AEMA

BER1% > FDA B4 R 3BixE @4 TR -

=~ [TARZE

FTARIE 2011 47 763/11 k3% 3T EFTHRIEZ GMO AR FZHA > M
2015 F3TREZ 1732015 3RAH  #le R X LB BRARAE WA R FT LM
X AR T BN T63/11 SRR B G B N Ay e AR R T o AR B A E B
BAB AR~ T FAZAEH 0 REMDEREGEEEY - IR
REFBMAR KL E ST HAAZERPICERE L BFKAER ELEMFRER
3#) % B & (National Advisory Committee on Agricultural Biotechnology, CONABIA )

EARAREERRT AN ER@RME T ME 60 RN FHAMUKIEE-F

7V Consultation Programs on Food from New Plant Varieties, FDA, https://www.fda.gov/food/food-
new-plant-varieties/consultation-programs-food-new-plant-varieties (last visited Feb. 26).

2 Id.

B .

.

75 Ministerio de Agricultura, Ganaderia y Pesca [Ministry of Agriculture, Livestock and Fisheries],
Resolucién 173/2015 [Resolution 173/2015], Bs. As., 12/5/2015,
https://www.argentina.gob.ar/normativa/nacional/resoluci%C3%B3n-173-2015-246978/texto.

76 Pei-Kan Yang, supra note 37, at 88.

18



MBI EIZME AP 63 CONABIA £ F RG34 GMO 2 E3H7-
EFVEMI BB A A EMAANTNTAL BRI R RS S XA mER M

AREBCRM BT FA0 353 0 BRI E shA T AR 763/11 JAREE -

FU9IR R IR SRR S N B IR

HB R ITERARBEEMZEERA » ARAmop s ki K R 48 A 54
ANEHE FURBR R LS RPN T ERGEEMREELZETEAR > HNLEEH

BAEAE - ATEHBERRKBAZ AR B R L IHEI -

REBRAMET > AP F _BUARFZEARAREAH AR GEENZIEZE S
UERFHZMRBZRE A A RTEEHERGHHERBZ BT R 22020
#3722 SECURE #M A% % BBk A H i ki A GMO M BIAR] > &
AR GEAENT R RBHERRE - AMERL AHH AR GHRADZ LT
A B B T A Rt AR TR 2 AR G R B ET R
B AR hEILIENZRLERGFAEL—RARBEHTELRETERT -

REBAFZ AR BGEDZ M AEE  RARBREZ RS ARD
BEZB T ARBRERDLE R G TMEBHXIFELECREEARBERMZ
RERR > BT ETAT " ERER > @B% I T mARKE S @
RE G AH S H AR BBENRRDHZHMRE R ER LA ERET
AR o fE AR E HERITZ R G sRED » TRAEAAWFEALCLIEETZ ETar

LA THRYFAHAEARERLIIFEAB/RARRAZEMERAZR

77 Resolution 173/2015, art. 4.

78 Resolution 173/2015, art. 7.

7 United States: Crops / Food, GLOBAL GENE EDITING REGULATION TRACKER, https://crispr-gene-
editing-regs-tracker.geneticliteracyproject.org/united-states-crops-food/ (last visited Apr. 22, 2023).

0 RAEREEATEEE 24 (T RS AR B R LRAIEE T R E BB R R
BELE B ERBDELITT XM RFEERSLEHM - ) HARANRLENEIEEE

¥6 > https://www.fda.gov.tw/tc/siteContent.aspx?sid=3961 (#={Z2# % 8 12023 F£6 A 23 8 )~
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- mtwREARGER L EERN 0 1FEU GMOs HZ ~ BES
B FHERRE RS AREDGEREMATE > MEAHARGERS
EHAR—E TRERBRKE HEst - AV ERBROLEE §H EsX W+
A A T GMOs 2 | SR T REARGBRLANTIE o UTFAIAS
¥R R R ZRE  BIRA AT A GMOs 2 AR T H A AR HEA
SMMNEE 2 EEFRXERBRABEOBRGE 5Bt B3E— 5 MARHS
AR TR G st e M T RESE, UA T 8RR

HFRERBEREZE G ARG R ELR > HAXY R4 -

%A HHESRUARR Ik HAEIA

B ok — B AR R 1200 5 — B3 RS 0 A B T IR
#%4# (asymmetric authorization ) | 82 - JEH R E M BEAT o AF S Ly —#
PPAESLAEY B AR R ETATRBATIRME » £ 7 — B REANEETS - MAR
GBRBEH T REELETHOEIL EELE BRI AT H S AAR
ol kAT AR B 6 B A A 2 JF AR A

1. Eumi o BEAFRM > fARN o BEAFIRAE
2. Eduit il 0 BT > MR 0 BT IRAE

3. AL BuBR AR ER > Mtk o BE G

82 Tomasz Zimny & Stawomir Sowa, Potential Effects of Asymmetric Legal Classification of Gene
Edited Plant Products in International Trade, from the Perspective of the EU, 1 EFB BIOECONOMY J.
1,1(2021).

8 Id

8 Id.
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5. Ao B U RESRM > MmO ERLEH

6. Ao H O R REFIRME > MNETR R EH o

AR G F BB A AR OB S A T H AR GERLGENT &
Fl—AR%GEESZHZEELESHES - ARGHEE LN LR KRR ZTRERR
15 RBBREMIA - A ZHRBLERM  ERAREFRMERE > B
R RBAFIRAM - M EENHFRTHAEERET - MARGKEE LBIFIRME N
T B n R AT BAF AR g £ S22 AT 1 A GMO BT o
HENEN  AHARRHARGEE LA BRI GMO 2R HEARERLE
AMAB % E SH GMO » MK » BRI FAR%REZ HRF GMO » f#lde b

—ERRZERBMLE -

FZENBIBEAALRGERLNE T —BREE M5 — EART

-

BRI RERAERLET RZEEZENTRENHENTEZZEHELFIERER
S AELEY —BRXELFIE NS —RaREIEET IR ik
DRERITEARGERALZAAMBET > Bk ETH o

B

W}y

H & Sh PR B Z 5l ho T w e RIRA UG R A B 2 RIS 3H1E B ARG
AR GBI ER S MHAEDBZHERA ZHESREZHRE - E I ZE]
H@BAMMRMEY > AZAMAASES  HARI RN AN MAERR L
FRF LAY ik B e 2 34 T R MARNE M 0 BB B AR T AR A AT 0 SRR A B
AEREEY AEARHKARNGERSAANFERE - S EESTRERAHL
PR G SRR Z & B R 25%~30% > FEER PN ERER T AREE AR

8 Id.

86 Id.

87 See Fred Gould et al., Toward Product-Based Regulation of Crops, 377(6610) SCIENCE 1051, 1051
(2022).
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THRAE RN BETTREAE #5 L X B TRBIE B T Re ko fT I 32 » R T B3k
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F =38 TLAGMOs #z | #R2Y 5

R A B AR HERLALE GMO B8 - ECI 7 2018 K& » &
WG RMTMAFZ A BB 54 2001/18/EC % 22 148 £+ 2 GMO » $h /B8
FGMO Z BT - H3A > ERFGEARLHBERTELEZ M RELFRE

HERF GMO &2/ BESKRRZER T HSHRBERBAZ SR -
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HEGETHEBERFTHEER ARFEZHEUHNEM R AT ER ZEAR
¥ BT - ST AR E S Z GMO RS ayH AL AN AN Z AR
BB BT S XA b B E BRI F AR B G B AR5
MBFE GMO M~ B R ETZABRMRT > Al TR RAREZRLE T

5 5k

%= "THAKARGEHAELMANTE ) XY §HFE4

RRGHERLRAXET TAREMERREDHNARGHE RSO E G
R A A RE LT LA A o M B R AR R B4k A 2 IR R 4 4 Ui B AR 2 R
TRHEATAR H & AT T oy L0 RIT e i — 25 S 2 LB g i o Bd 3 Rah ok
AR Bt AL e TR SR T st o2 ol &EETLL
HpE RO AETNETRET A R ARGERLANETE  HELT S

MEate) £ B o

FvgIg &

B AT A B 43R a2 B 6 7 Ath b & B B /TEE ST A8 B JF AR A M i
REGES MATERRRYE HEGRIRBEE S XA UL GMOs 2 | IR
"HABARGERSMANETE | AXBTRUL—RBEESFTX > S ELE B
AT D — AT R AEUE A T R 5 a8 ( World Trade Organization, WTO )
AMZE HRR D = BB R TE BT H#hH - AR AT B AR 2 7 X &
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&AM

B HEBGRARLBENREZE HEME BRRRIE S & B 2 43K

HETHEBRRZARGEALLE S BFAaRTRERS RS BMABLEEL
Wk aIE A RAER R R ¥ 48k (Food and Agriculture Organization of the United
Nations, FAO ) BA Bt 54 4 42 8% ( World Health Organization, WHO ) % > K %37
RRBEDAAMZEEARE - @ WIO TARSZEWE ST ah REZAE -

WTO #.86 ¥ ¢4 " Htr it 8 5 R4t i & ( Agreement on Technical Barriers to Trade,
TBT) %, SR " & SHRZ2ARER L) W 5 B AR & 45 761 € ( Agreement on the
Application of Sanitary and Phytosanitary Measures, SPS # € ) % | —alH# & B2
L AR RBETHEERARE > KRB RERFLEZE HEa % e
mH kAN B F G AT 4R

kR AT W RZIIBEEM

PR

HARREGEM TR ZRBFTFE  AFEE ) WTO ¥ Tre 2 K H 4
ALY HAAMIALE—SPS W EZHMANE B EARAERLEKR

B2 IR RN -

88 Agreement on Technical Barriers to Trade, Apr. 15, 1994, Marrakesh Agreement Establishing the
World Trade Organization, Annex1A, 1868 U.N.T.S. 120 [hereinafter TBT Agreement].

89 Agreement on the Application of Sanitary and Phytosanitary Measures, Apr. 15, 1994, Marrakesh
Agreement Establishing the World Trade Organization, Annex1A, 1867 U.N.T.S. 493 [hereinafter SPS
Agreement].

% TBT Agreement, preamble.

o1 SPS Agreement, preamble.
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REBAKRE %E A LT HEH R 2 SPS #8600 6035 - SPS 8 A 4 E ~ #+
LI R A~ BRIAE - AEARBRRA 2 B HRA - AR K URBET

B E o) 2 A8 B P R LR o
— ~ SPS 1 & i A $t B

WMIFESPSWHES 111k RBRKEA MATRARABERMBELERKRE 5

EIARER LI R E | 2 M A PR TARBRE I EAREIEE | THMAS

(1) B EdH Bk~ RREEFIARENE  RREESHY - I UREA

T Il N

(2) Ead s Ak~ B P ity - TRMBRFEEEEHRAERIE

P Z A B TR

AR HER ST HIEEZ B OHRE ZREIENE REG AN AL ik
RéiE bR HARATIME BREAMZIAEGFRSE  UAHMHERAR %

ARG SAFEFMAAFRRESEREERBEEREZAR AR KHERLE

H 56 7T AE % A SPS # k2 S0 F -
=~ #EEER A

SPS W & % 22 5 E > & BRI SPS # 36 B2 A 1R A RS2 &

92 SPS Agreement, art. 1.1 (“This Agreement applies to all sanitary and phytosanitary measures which
may, directly or indirectly, affect international trade.”).

9 SPS Agreement, Annex A.1 (“...to protect animal or plant life or health within the territory of the
Member from risks arising from the entry, establishment or spread of pests, diseases, disease-carrying
organisms or disease-causing organisms...additives, contaminants, toxins or disease-causing organisms
in foods, beverages or feedstuffs...”).
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Zw RAR R REANALRA REHE TR, ZAHEEEY - AR
RRAEF > SPS W& 5.7 M2 > & BT HEWIRA 248 M B MTE SPS #iE &
R AS% ARt a Beg SPS #ik > EALFEAT > CERBFEHEIRES
B AR A MR R 3R o B SPS & LAFH P8 IE 2 A7 4 ¥1 5 H] B SPS

BAABITEE PRAER  SARLBZF G HERS

AR HER X EEM R AT AN TR A LB B AR
$5[ 0 35 @ A3 RARIE AL R AR R K B S B k0 AR R
HXRRZEBZHE - M BE ERARGEAR P ALBIEBATH AL R
HTRBERA Z B AR T AR 4R 5 B A6 12 00 SR 45 0 F- 45048 B A4 2

R TR R A -

= AR

SPS #h & % 5.1 4k R 5.2 4R R - & B3R Z SPS #6 F AN & @ LT ¥
NI~ B 2 A A R R R PR R 3T AL M AT RURSHE A E 2 R %
484K 2 AR T BB 3R A BT A R BLA ALY o s R E X R RIS 0 AR

BFiE R SPS W & % 2.2 1498 -

% 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.”).

9 SPS Agreement, art. 5.7 (“In cases where relevant scientific evidence is insufficient, a Member 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 assessment of risk and review the sanitary or
phytosanitary measure accordingly within a reasonable period of time.”).

0 ZRAGRAR > MR R 2R SPS W A AIRR BT RIG X RARF] - HBEET
%o 114 180 B 29-74 (2014 %) »

97 SPS Agreement, arts. 5.1, 5.2 (““1. Members shall ensure that their sanitary or phytosanitary
measures 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. 2. In the assessment of risks, Members shall take into account available
scientific evidence....”).

% Appellate Body Report, Australia - Measures Affecting Importation of Salmon, para. 138, WTO
Doc. WT/DS18/AB/R (adopted Nov. 6, 1998) [hereinafter Australia - Salmon].

27



mE}
g
ke

TRZ IR HIE AL SPS #iE A F AN 8 g ey /R 34E B B A sbic
BEN Z BT ARNSEARAL AR EHELIERIANSEZHER BHE

5 40 8% 2 A8 B R 345 T R A 38548 £ 8 0 QI A EROLERFFZ R -

W~ Rk AR A

SPS 1€ % 2.3 45 E > & B AT T N4 B B 2 & B R i R R
Z SPS ## » AR EH B G 5 & i S IR AP o sk X § AL & B ARk
B RAEEAE A3 UATE iRt i5 ) Asb B b R R B Rie g BT
ERIBFZ — B WTEmHEMRRZ G B —RIARETE sz

T FRAIME -

ma>

2

A ARGBBERLEHLTHRERET ZA8FE XM E LERRE

[

HE RERN P REESHEE L ZFEIRF > BpAASLIEZ S E o Z ATk
BABE  AIZGERARRILGEFZE -

A~ e RHRR

SPS & % 2.2 14 AT F 3 E & B HRIRZ SPS ¥ 76 B 1€ A 1R AR R
WL EZ LB EI0 . M SPS WA E 5.6 EMRE & BH i@ E SPS #HikrFa
R R G G PR I R ARSI R E IR K R R AR TR

SRR BEA R EFRMRGETITHAANE FI0 .
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9 SPS Agreement, art. 2.3 (“Members shall ensure that their sanitary and phytosanitary measures do
not arbitrarily or unjustifiably discriminate between Members where identical or similar conditions
prevail, including between their own territory and that of other Members. Sanitary and phytosanitary
measures shall not be applied in a manner which would constitute a disguised restriction on
international trade.”).

100 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....”).

101 SPS Agreement, art. 5.6 (“Members shall ensure that such measures are not more trade-restrictive
than required to achieve their appropriate level of sanitary or phytosanitary protection, taking into
account technical and economic feasibility.”).
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102 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 international standards,
guidelines or recommendations, where they exist... ”)

105 % R3R4F B~ FHH9 > 3 WTO (SPS 1) # Codex A E&REZEEM - HHEE
i 1248 141 R 1-55 (2015 %) -

104 SPS Agreement, art. 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.”).

105 SPS Agreement, art. 3.3 (“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 justification, 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.”).

106 AZEEAR (3£96) 0 B 49 -

107 SPS Agreement, art. 4.1 (“Members shall accept the sanitary or phytosanitary measures of other
Members as equivalent, even if these measures differ from their own or from those used by other
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Members trading in the same product, if the exporting Member objectively demonstrates to the
importing Member that its measures achieve the importing Member’s appropriate level of sanitary or
phytosanitary protection.”).

108 T,UKASZ GRUSZCZYNSKI, REGULATING HEALTH AND ENVIRONMENTAL RISKS UNDER WTO LAW: A
CRITICAL ANALYSIS OF THE SPS AGREEMENT 262-263 (1st ed. 2010).
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199 United Nation, Convention on Biological Diversity, art. 19.3 (“The Parties shall consider the need
for and modalities of a protocol setting out appropriate procedures, including, in particular, advance
informed agreement, in the field of the safe transfer, handling and use of any living modified organism
resulting from biotechnology that may have adverse effect on the conservation and sustainable use of
biological diversity.”).

110 Apout the Protocol, CONVENTION ON BIOLOGICAL DIVERSITY,
https://bch.cbd.int/protocol/background/ (last visited Mar. 29, 2023).

" yq
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BT g E A M (Living modified organism ) | R45 5 3 15 % g 2k
thte AR AT BA BERRAMFREF O EEM R a0 AmE 17,
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1. RELEBBEBIT > 045 EMA S0 E A ELE (DNA) Foilf

112 FRANK BIERMANN & PHILIPP H. PATTBERG, GLOBAL ENVIRONMENT GOVERNANCE RECONSIDERED
77 (2012).

13 4

14 4

s 4

116 Cartagena Protocol on Biosafety to the convention on Biological Diversity, art.4 (“This Protocol
shall apply to the transboundary movement, transit, handling and use of all living modified organisms
that may have adverse effects on the conservation and sustainable use of biological diversity, taking
also into account risks to human health.”).

17 Cartagena Protocol on Biosafety to the convention on Biological Diversity, art.3 (g) (““Living
modified organism” means any living organism that possesses a novel combination of genetic material
obtained through the use of modern biotechnology.”).

118 Cartagena Protocol on Biosafety to the convention on Biological Diversity, art.3 (i) (““Modern
biotechnology” means the application of: a. In vitro nucleic acid techniques, including recombinant
deoxyribonucleic acid (DNA) and direct injection of nucleic acid into cells or organelles, or b. Fusion
of cells beyond the taxonomic family, that overcome natural physiological reproductive or
recombination barriers and that are not techniques used in traditional breeding and selection.”).
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119 Cartagena Protocol on Biosafety to the convention on Biological Diversity, Annex I.

120 Cartagena Protocol on Biosafety to the convention on Biological Diversity, art.10.2 (“Within two
hundred and seventy days of the date of receipt of notification, the Party of import shall communicate,
in writing, to the notifier and to the Biosafety Clearing-House the decision referred to in paragraph 2
(a) above: (a) Approving the import, with or without conditions, including how the decision will apply
to subsequent imports of the same living modified organism; (b) Prohibiting the import; (c) Requesting
additional relevant information in accordance with its domestic regulatory framework or Annex I; in
calculating the time within which the Party of import is to respond, the number of days it has to wait
for additional relevant information shall not be taken into account; or (d) Informing the notifier that the
period specified in this paragraph is extended by a defined period of time.”).

121" Cartagena Protocol on Biosafety to the convention on Biological Diversity, art.10.6 (“Lack of
scientific certainty due to insufficient relevant scientific information and knowledge regarding the

33



BT (TR EMAYNREREE) AEFRERRBERZE S
Mot TERHOREOGH T L PFEIRBHUR DB ZER LR RKED

R TR Z T X AR AR R -

() Rkt

(FHEENAEMREFBIEL) § 15 EURMEZRA » BR3FFZE
1A R A A B E A BT RE M A S AR R R R S R A Y
RABE > RN EARS ABRESERGER > BAERZARA "#HE
BTIAPIM BT £ B ZotE A 122 0 BLAR TR 0 SRR3R A JE DAL 22
L3R 2 O XIRB AW T HAF = B F KA TS AR AR

H712 -

i i A5 = 3B R s A6 X AR B R » E— AR R AT &8 * ST A8 Bl e B PR
M BT ERREATI R A 12 Bo) #18 Jo il S b2 450
e K BT AR R R R A2 1 R L LMO BRI Y R AT EZ A Y
BRI MINF F 5120 0 M B3 RRRIFAEZ B AT T H B2 F B 6,4 1 47

extent of the potential adverse effects of a living modified organism on the conservation and
sustainable use of biological diversity in the Party of import, taking also into account risks to human
health, shall not prevent that Party from taking a decision, as appropriate, with regard to the import of
the living modified organism in question as referred to in paragraph 3 above, in order to avoid or
minimize such potential adverse effects.”).

122 Cartagena Protocol on Biosafety to the convention on Biological Diversity, art.15, Annex III.1, II1.2
(“The objective of risk assessment, under this Protocol, is to identify and evaluate the potential adverse
effects of living modified organisms on the conservation and sustainable use of biological diversity in
the likely potential receiving environment, taking also into account risks to human health.”) (“Risk
assessment is, inter alia, used by competent authorities to make informed decisions regarding living
modified organisms.”).

123 Cartagena Protocol on Biosafety to the convention on Biological Diversity, Annex IIL.3 (“Risk
assessments undertaken pursuant to this Protocol shall be carried out in a scientifically sound manner,
in accordance with Annex III and taking into account recognized risk assessment techniques.”).

124 Id. at TI1.3 (“Risk assessment should be carried out in a scientifically sound and transparent manner,
and can take into account expert advice of, and guidelines developed by, relevant international
organizations.”).

125 Id. at 1114 (“Lack of scientific knowledge or scientific consensus should not necessarily be
interpreted as indicating a particular level of risk, an absence of risk, or an acceptable risk.”).

126 Id. at II1.5 (“Risks associated with living modified organisms or products thereof, namely,
processed materials that are of living modified organism origin, containing detectable novel
combinations of replicable genetic material obtained through the use of modern biotechnology, should
be considered in the context of the risks posed by the non-modified recipients or parental organisms in
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( Principles for the Risk Analysis of Foods Derived from Modern Biotechnology ) |
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the likely potential receiving environment.”).

127 Id. at TIL.8.

128 See Cartagena Protocol on Biosafety to the convention on Biological Diversity, art. 14.1 (“Parties
may enter into bilateral, regional and multilateral agreements and arrangements regarding intentional
transboundary movements of living modified organisms, consistent with the objective of this Protocol
and provided that such agreements and arrangements do not result in a lower level of protection than
that provided for by the Protocol.”).

129 Timeline, CODEX ALIMENTARIUS, https://www.fao.org/fao-who-codexalimentarius/about-
codex/history/en/ (last visited Apr. 3, 2023).

130 Principles for the Risk Analysis of Foods Derived from Modern Biotechnology, sec. 2 (“The
purpose of these Principles is to provide a framework for undertaking risk analysis on the safety and
nutritional aspects of foods derived from modern biotechnology.”).
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Codex T H a4 ki " ZBRARAEMFARITEZ R SRR TH R A

ZHE 4T T4 DNA B AR B2 R SR 2 34E %A (Guideline for the Conduct

Bl Id. sec. 3.

132 Id. sec. 3, para. 12 (“A pre-market safety assessment should be undertaken following a structured
and integrated approach and be performed on a case-by-case basis. The data and information, based on
sound science, obtained using appropriate methods and analysed using appropriate statistical
techniques, should be of a quality and, as appropriate, of quantity that would withstand scientific peer
review.”

133 Id. paras. 16, 17 (“Risk management measures for foods derived from modern biotechnology
should be proportional to the risk....”) (“It should be recognised that different risk management
measures may be capable of achieving the same level of protection with regard to the management of
risks associated with safety and nutritional impacts on human health, and therefore would be
equivalent.”).

134 Id. para. 18 (“Risk managers should take into account the uncertainties identified in the risk
assessment and implement appropriate measures to manage these uncertainties.”).

135 Id. para. 20 (“Post-market monitoring may be an appropriate risk management measure in specific
circumstances. Its need and utility should be considered, on a case-by-case basis, during risk
assessment and its practicability should be considered during risk management.”).

136 Jd. para. 22 (“Effective risk communication is essential at all phases of risk assessment and risk
management. It is an interactive process involving all interested parties, including government,
industry, academia, media and consumers.”).

137 Id. para. 23 (“Risk communication should include transparent safety assessment and risk
management decision-making processes. These processes should be fully documented at all stages and
open to public scrutiny, whilst respecting legitimate concerns to safeguard the confidentiality of
commercial and industrial information.”).
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138 Guideline for the Conduct of Food Safety Assessment of Foods Derived from Recombinant-DNA
Plants, CAC/GL 68-2008, https://www.who.int/docs/default-source/food-safety/food-genetically-
modified/cxg-068e.pdf?sfvrsn=c9de948e 2.

139" Guideline for the Conduct of Food Safety Assessment of Foods Produced Using Recombinant-
DNA Microorganisms, CAC/GL 46-2003, https://www.who.int/docs/default-source/food-safety/food-
genetically-modified/cxg-046e.pdf?sfvrsn=b4792881 2.

140 Gene Editing and Agrifood Systems, FOOD AND AGRI. ORG. OF THE U.N. (Jan. 26, 2023),
https://www.fao.org/documents/card/en/c/cc3579en.

141 Id
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142 Kevin V. Pixley et al., supra note 15, at 364.

143 Joachim Schiemann et al., Editorial: Plant Genome Editing — Policies and Governance, FRONTIER
PLANT ScI. 1, 3 (2020).

144 Cartagena Protocol on Biosafety to the convention on Biological Diversity, art.3 (g) (““Living
modified organism” means any living organism that possesses a novel combination of genetic material
obtained through the use of modern biotechnology.”).

145 Schiemann, supra note 143, at 29.

146 14

38



AR 4 B R AR R 2 R

(m)(FRENAEMEELREE)

2018 FNIERB M2 G A R R TR A HIA LKL F 44 32 W

o

1.  BARATEEM34E (horizonscanning ) Z A3 1 S mAME T2
MAENMBERELSERGHEZ LRERY S

2. BIRERFRAE G DR B IR S ¥ LMO & s A R A
AMABR I ERIBAE G BB 588K R KB BT

2 LMO -

HATH AR PR Z BT 500 ZABR TR L LA R HE X 3R 7T A4
RALMO REmMmAEMEE KB ARRIEIEAA KREHE T 4ot o

(FEEMNAEMREBEE)ZHHAFTERU BT TR RN %HIE2
WA AMEANIREGL T TR ok o B R AR

(=) CODEX

CODEX ##:% (FREZMAMELHBLE) PH» THREWH I
ZRE  BMAELRIN(FRENEMEDHRLTE) FPHNHLMO 2 A

Mg mAEER TEBEAR TABMAEE XY R AEY | B o

WoBAT (AW SN FERAEME (synthetic biology) & &% T AR AMF ey E—
TR RAMGEE » CEETHE BT QRES R HEEHE - AR EMZ S
W ERAR ~ &~ AR~ B/ RE B o | Synthetic Biology and Nature Conservation, TUCN,
https://www.iucn.org/our-work/informing-policy/setting-conservation-priorities/synthetic-biology-and-
nature-conservation (“The Convention on Biological Diversity defines synthetic biology as “a further
development and new dimension of modern biotechnology that combines science, technology and
engineering to facilitate and accelerate the understanding, design, redesign, manufacture and/or
modification of genetic materials, living organisms and biological systems”.”).

148 FOOD AND AGRI. ORG. OF THE U.N., supra note 140, at 34.
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149 Id. at 34, 35.

150 Guideline for the Conduct of Food Safety Assessment of Foods Derived from Recombinant-DNA
Plants, CAC/GL 68-2008, https://www.who.int/docs/default-source/food-safety/food-genetically-
modified/cxg-068e.pdf?sfvrsn=c9de948e 2.

151

Guideline for the Conduct of Food Safety Assessment of Foods Produced Using Recombinant-

DNA Microorganisms, CAC/GL 46-2003, https://www.who.int/docs/default-source/food-safety/food-
genetically-modified/cxg-046e.pdf?sfvrsn=b4792881 2.

152 Compilation of Codex Texts Relevant to Labelling of Foods Derived from Modern Biotechnology,
art. 1 (“The purpose of this document is only to recall and assemble in a single document some
important elements of guidance from Codex texts, which are relevant to labelling of foods derived from
modern biotechnology.”).
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153 Case C-528/16, supra note 38 (““...only organisms obtained by means of techniques/methods of
mutagenesis which have conventionally been used in a number of applications and have a long safety
record are excluded from the scope of that directive.”).
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154 Panel Report, European Communities — Measures Affecting the Approval and Marketing of
Biotech Products, para. 7.1424, WTO Doc. WT/DS291/R, WT/DS292/R, WT/DS293/R (adopted Nov.
21, 2006) [hereinafter EC-biotech].

155 Panel Report, Japan — Measures Affecting the Importation of Apples, para. 8.92, WTO Doc.
WT/DS245/R (adopted Dec. 10, 2003) [hereinafter Japan-Apples] (“...we must give full meaning to
the term "scientific" and conclude that, in the context of Article 2.2, the evidence to be considered
should be evidence gathered through scientific methods™).

156 Panel Report, Japan-Apples, para. 8.93 (“Negotiators could have used the term "information", as in
Article 5.7, if they considered that any material could be used.”).

157 Id. para. 8.93 (“By using the term "scientific evidence", Article 2.2 excludes in essence not only
insufficiently substantiated information, but also such things as a non-demonstrated hypothesis.”).

158 Appellate Body Report, Japan — Measures Affecting Agricultural Products, para. 73, WTO Doc.
WT/DS76/AB/R (adopted Mar. 19, 1999) (“The ordinary meaning of "sufficient" is "of a quantity,
extent, or scope adequate to a certain purpose or object". From this, we can conclude that "sufficiency"
is a relational concept. "Sufficiency" requires the existence of a sufficient or adequate relationship
between two elements, in casu, between the SPS measure and the scientific evidence.”).
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159 SPS Agreement, Annex A(4) (“Risk assessment — The evaluation of the likelihood of entry,
establishment or spread of a pest or disease within the territory of an importing Member according to
the sanitary or phytosanitary measures which might be applied, and of the associated potential
biological and economic consequences; or the evaluation of the potential for adverse effects on human
or animal health arising from the presence of additives, contaminants, toxins or disease-causing
organisms in food, beverages or feedstuffs.”).

160 Panel Report, European Communities — Measures Concerning Meat and Meat Products
(Hormones), para. 8.98, WTO Doc. WT/DS26/R/USA (adopted Feb. 13,1998) [hereinafter EC-
Hormones (US)].
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161 Panel Report, Japan-Apples, para. 8.93.
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162 Panel Report, EC- Hormones (US), para. 8.98.
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163 Panel Report, Australia — Measures Affecting Importation of Salmon (article 21.5 - Canada), para.
7.111, WTO Doc. WT/DS18/RW (adopted Mar. 20, 2000).
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165 Id. at 90.

166 Id. at 91.

167 Pei-Kan Yang, supra note 37, at 92.
168 Jd.
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169 Case C-528/16, supra note 38 (““...only organisms obtained by means of techniques/methods of
mutagenesis which have conventionally been used in a number of applications and have a long safety
record are excluded from the scope of that directive.”).
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%448 8 257 323 (2007 ) -
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171 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, arts. 5.1, 5.2 (“1. Members shall ensure that their
sanitary or phytosanitary measures 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. 2. In the assessment of risks, Members shall take
into account available scientific evidence....”); SPS Agreement, art. 5.7 (“In cases where relevant
scientific evidence is insufficient, a Member 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.”).
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172 SPS Agreement, art. 2.3.
173 GRUSZCZYNSKI, supra note 108, at 247.
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174 SPS Agreement, arts. 2.2, 5.6 (“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....”) (“Members
shall ensure that such measures are not more trade-restrictive than required to achieve their appropriate
level of sanitary or phytosanitary protection, taking into account technical and economic feasibility.”).
175 SPS Agreement, art. 5.6, footnote 3 (““...[A] measure is not more trade-restrictive than required
unless there is another measure, reasonably available taking into account technical and economic
feasibility, that achieves the appropriate level of sanitary or phytosanitary protection and is
significantly less restrictive to trade.”).

176 Appellate Body Report, Australia — Measures Affecting Importation of Salmon, para. 194, WTO
Doc. WT/DS18/AB/R (adopted Nov. 6, 1998).
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177 Members Discuss Precision Biotechnology As a Tool for Agricultural Innovation, WTO (Nov. 2,
2018), https://www.wto.org/english/news_e/news18 e/sps_01nov18 e.htm; Committee on Sanitary
and Phytosanitary Measures, International Statement on Agricultural Applications of Precision
Biotechnology, WTO Doc. G/SPS/GEN/1658/Rev.3 (Nov. 1, 2018),
https://docs.wto.org/dol2fe/Pages/SS/directdoc.aspx?filename=q:/G/SPS/GEN1658R3.pdf&Open=Tru
e.
178 'WTO, supra note 177.
179 Id
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USMCA $#=%REE¥MFT L+ A & & —#&H E(general provisions )
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B

(agricultural biotechnology )’ &.3% € & & 4 #+ 348 B 33 & ~ ¥ 425 ( contact point )~

BEAMHFLAERYE H ~ IKE %Y F14 (Low Level Presence (LLP) Occurrence ) *

180 Protocol Replacing the North America Free Trade Agreement with the Agreement Between the
United States of America, the United Mexican States, and Canada, Nov. 30, 2018,
https://ustr.gov/trade-agreements/free-trade-agreements/united-states-mexico-canada-
agreement/agreement-between [hereinafter USMCAY]; United States-Mexico-Canada Agreement, OFF.
OF THE U.S. TRADE REP. [USTR], https://ustr.gov/trade-agreements/free-trade-agreements/united-states-
mexico-canada-agreement (last visited May 1, 2023).

181 Understanding the Agricultural Biotechnology Provisions in the U.S.-Mexico-Canada Agreement,
INSTITUTION FOR AGRI. & TRADE POLICY (Mar. 2, 2022),
https://www.iatp.org/documents/understanding-agricultural-biotechnology-provisions-us-mexico-
canada-agreement.

182 USMCA art. 9.3.

183 USMCA arts 3.1-3.10.
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2. RERGEMS
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184 Id. arts. 3.12-3.16.

185 Id. art. 3.12 (““...agricultural biotechnology means technologies, including modern biotechnology,
used for the deliberate manipulation of an organism to introduce, remove, or modify one or more
heritable characteristics of a product for agriculture and aquaculture use and that are not technologies
used in traditional breeding and selection;”).

186 Id. (“Low Level Presence (LLP) Occurrence means low levels of recombinant deoxyribonucleic
acid (DNA) plant materials that have passed a food safety assessment according to the Codex
Guideline for the Conduct of a Food Safety Assessment of Foods Derived from Recombinant-DNA
Plants (CAC/GL 45-2003) in one or more countries, which may on occasion be inadvertently present in
food or feed in importing countries in which the food safety of the relevant recombinant DNA plant has
not been determined;”).
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187 Id. (“modern biotechnology means the application of: (a) in vitro nucleic acid techniques, including
recombinant DNA and direct injection of nucleic acid into cells or organelles; or (b) fusion of cells
beyond the taxonomic family, that overcome natural physiological reproductive or recombination
barriers and that are not techniques used in traditional breeding and selection;”).

188 Jd. (“product of agricultural biotechnology means an agricultural good, or a fish or fish product
covered by Chapter 3 of the Harmonized System, developed using agricultural biotechnology, but does
not include a medicine or a medical product; and product of modern biotechnology means an
agricultural good, or a fish or fish product covered by Chapter 3 of the Harmonized System, developed
using modern biotechnology, but does not include a medicine or a medical product.”).

189 Id. art. 3.14.1 (“The Parties confirm the importance of encouraging agricultural innovation and
facilitating trade in products of agricultural biotechnology, while fulfilling legitimate objectives,
including by promoting transparency and cooperation, and exchanging information related to the trade
in products of agricultural biotechnology.”).

190 Id. (““Article 3.14: Trade in Products of Agricultural Biotechnology 1. The Parties confirm the
importance of encouraging agricultural innovation and facilitating trade in products of agricultural
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biotechnology, while fulfilling legitimate objectives, including by promoting transparency and
cooperation, and exchanging information related to the trade in products of agricultural biotechnology.
2. This Section does not require a Party to mandate an authorization for a product of agricultural
biotechnology to be on the market. 3. Each Party shall make available to the public and, to the extent
possible, online: (a) the information and documentation requirements for an authorization, if required,
of a product of agricultural biotechnology; (b) any summary of any risk or safety assessment that has
led to the authorization, if required, of a product of agricultural biotechnology; and (c) any list of the
products of agricultural biotechnology that have been authorized in its territory. 4. To reduce the
likelihood of disruptions to trade in products of agricultural biotechnology: (a) each Party shall
continue to encourage applicants to submit timely and concurrent applications to the Parties for
authorization, if required, of products of agricultural biotechnology; (b) a Party requiring any
authorization for a product of agricultural biotechnology shall: (i) accept and review applications for
the authorization, if required, of products of agricultural biotechnology on an ongoing basis year-round,
(i1) adopt or maintain measures that allow the initiation of the domestic regulatory authorization
process of a product not yet authorized in another country, (iii) if an authorization is subject to
expiration, take steps to help ensure that the review of the product is completed and a decision is made
in a timely manner, and if possible, prior to expiration, and (iv) communicate with the other Parties
regarding any new and existing authorizations of products of agricultural biotechnology so as to
improve information exchange.”)

1 Understanding the Agricultural Biotechnology Provisions in the U.S.-Mexico-Canada Agreement,
supra note 181.

192 USMCA art. 3.15.1 (“Each Party shall adopt or maintain policies or approaches designed to
facilitate the management of any LLP Occurrence.”).

193 Id. art. 3.15.2 (“To address an LLP Occurrence, and with a view to preventing future LLP
Occurrences, on request of an importing Party, an exporting Party shall: (a) provide any summary of
the specific risk or safety assessments that the exporting Party conducted in connection with any
authorization of the product of modern biotechnology that is the subject of the LLP Occurrence; (b)
provide, on receiving permission of the entity, if required, a contact point for any entity within its
territory that received authorization for the product of modern biotechnology that is the subject of the
LLP Occurrence and that is on the basis of this authorization, likely to possess....”).

194 Id. art. 3.15.3 (“In the event of an LLP Occurrence, the importing Party shall...(c) ensure that the
LLP Occurrence is managed without unnecessary delay and that any measure applied to manage the
LLP Occurrence is appropriate to achieve compliance with the importing Party’s laws and regulations
and takes into account any risk posed by the LLP Occurrence; and (d) take into account, as appropriate,
any relevant risk or safety assessment provided, and authorization granted, by another Party or non-
Party when deciding how to manage the LLP Occurrence.”).
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195 Id. art. 3.16 (“The Parties hereby establish a Working Group for Cooperation on Agricultural
Biotechnology (Working Group) for information exchange and cooperation on policy and traderelated
matters associated with products of agricultural biotechnology...The Working Group shall meet
annually, unless otherwise decided by the Parties, and may meet in person, or by any other means as
determined by the Parties.”).

196 Id. art. 31.2 (“...[T]he dispute settlement provisions of this Chapter apply...when a Party considers
that a benefit it could reasonably have expected to accrue to it under...Chapter 3 (Agriculture)...is
being nullified or impaired as a result of the application of a measure of another Party that is not
inconsistent with this Agreement.”).

197 USMCA art. 31.2 (“Unless otherwise provided for in this Agreement, the dispute settlement
provisions of this Chapter apply: (a) with respect to the avoidance or settlement of disputes between the
Parties regarding the interpretation or application of this Agreement; (b) when a Party considers that an
actual or proposed measure of another Party is or would be inconsistent with an obligation of this
Agreement or that another Party has otherwise failed to carry out an obligation of this Agreement; or
(c) when a Party considers that a benefit it could reasonably have expected to accrue to it
under...Chapter 3 (Agriculture)...is being nullified or impaired as a result of the application of a
measure of another Party that is not inconsistent with this Agreement.”).
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198 Id. art. 3.14.3.
199 Id. art. 3.14.4.
200 Jd. art. 3.14.2.
201 Understanding the Agricultural Biotechnology Provisions in the U.S.-Mexico-Canada Agreement,

supra note 181.
202 Id
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203 SPS Agreement art. 2.2.
204 USMCA arts. 9.3 (c), (e).
205 SPS Agreement, art. 7.
206 USMCA art. 9.13.

207 USMCA art. 9.15.

208 USMCA art. 9.16.
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209 Topp KUIKEN & JENNIFER KUZMA, GENOME EDITING IN LATIN AMERICA: REGIONAL REGULATORY
OVERVIEW (2021) (“With the purpose of contributing to food security and sovereignty and as a special
measure of protection to native corn, the milpa, the biocultural wealth, the peasant communities, the
gastronomic heritage and the health of Mexican women and men, the biosafety authorities, within the
scope of their competence, in accordance with the applicable regulations, will revoke and refrain from
granting permits for the release into the environment of genetically modified corn seeds. Likewise, the
biosafety authorities, within the scope of their competence, in accordance with the applicable
regulations and based on criteria of sufficiency in the supply of corn grain without glyphosate, will
revoke and refrain from granting authorizations for the use of genetically modified corn grain in the
diet of Mexican women and men, until it is fully replaced on a date that may not be later than January
31, 2024, in accordance with the country’s food self-sufficiency policies and with the established
transition period in the first article of this Decree.”).

210 Timothy Eggert, Mexico Issues Revised Decree on GMO Corn, FARMWEEK NOW.COM (Mar. 6,
2023), https://www.farmweeknow.com/policy/national/mexico-issues-revised-decree-on-gmo-
corn/article _a867392a-ac96-11ed-aa36-dbc4847695¢e3.html.

211 Congress of the United States, Washington, DC 20515 (Dec. 9, 2022),
https://adriansmith.house.gov/sites/evo-subsites/adriansmith.house.gov/files/evo-media-
document/2022-12-09-mexico-biotech-corn-letter-to-ustr-signed.pdf.

69



2 B2 0

M 2023 &3 A 6 B £BW % 5K %%FE (United States Trade Representative,
USTR) # 5 RABRHA KRG 2 EFLHI K - RIE USMCA % 9.19.2 iz i #i&

REBE S a @y F 2 MAETHH - FARBZEFRA =

(=) ERZMAEFE DTS

B 2021 FAe > BEFELELLEBAR T (genetically engineering, GE )
A EZER HERCMICRRLHBATF - £2BFEE GE £ Ky Hl &
T &k o R4 E AR LMY A DE R ETEELIT A MmEARRA

ATEAHE ML AT USMCA £ AFEF B BT ZHHEAA ¢

1. {3 SPS e A48 B Bl IEAR 8 ~ BRI E R > REANHEHAL - B
RAL & A RAE R 0438 F R R IRAE210

2. FEALRHE SPS # e fE A PRk ALE ~ Eyih S L AR AT L F g S E
MR A2 ;

3. #EPRE SPS #abk At A B At E RIE - B A R AR B EE

4. ERAEAFHEERIE > HRR A 4SS SPS #5620

212 Jg.
213 USMCA art. 9.19.2 (“A Party (requesting Party) may initiate technical consultations with another
Party (responding Party) to discuss any matter arising under this Chapter that may adversely affect its
trade by delivering a written request to the Contact Point of the responding Party. The request shall
identify the reason for the request, including a description of the requesting Party’s concerns about the
matter.”); The United States Trade Representative [USTR], Executive Office of the President,
Washington, Mar. 6, 2023, https://ustr.gov/sites/default/files/2023-
03/US%20Tech%20Consult%20Request%20March%202023.pdf.

214 USTR, supra note 213.

215 14,

216 USMCA art. 9.6.3 (“Each Party shall base its sanitary and phytosanitary measures on relevant
international standards, guidelines, or recommendations provided that doing so meets the Party’s
appropriate level of sanitary or phytosanitary protection (appropriate level of protection).”).

217 Id. art. 9.6.6(a) (“Each Party shall ensure that its sanitary and phytosanitary measures: (a) are
applied only to the extent necessary to protect human, animal, or plant life or health;”).

218 Id. art. 9.6.6(b) (“Each Party shall ensure that its sanitary and phytosanitary measures:...(b) are
based on relevant scientific principles, taking into account relevant factors, including, if appropriate,
different geographic conditions;”).

219 Id. art. 9.6.6(c) (“Each Party shall ensure that its sanitary and phytosanitary measures: (c) are not
maintained if there is no longer a scientific basis;”).
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220 Id. art. 9.6.6(e) (“Each Party shall ensure that its sanitary and phytosanitary measures: (e) are not
applied in a manner that constitutes a disguised restriction on trade between the Parties.”).

221 Id. art. 9.6.8 (“In conducting its risk assessment and risk management, each Party shall: (a) ensure
that each risk assessment it conducts is appropriate to the circumstances of the risk to human, animal,
or plant life or health, and takes into account the available relevant scientific evidence, including
qualitative and quantitative data and information; and (b) take into account relevant guidance of the
WTO SPS Committee and the relevant international standards, guidelines, and recommendations of the
relevant international organization.”).

222 Id. art. 9.6.10 (“...each Party shall select a sanitary or phytosanitary measure that is not more trade
restrictive than required to achieve the level of protection that the Party has determined to be
appropriate.”).

223 USTR, supra note 213, at 2.

224 USMCA art. 9.6.7 (“Each Party shall conduct its risk assessment and risk management with respect
to a sanitary or phytosanitary regulation within the scope of Annex B of the SPS Agreement in a
manner that is documented and provides the other Parties and persons of the Parties an opportunity to
comment, in a manner to be determined by that Party.”); USTR, supra note 213, at 3.
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