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(May 26, 2006); Regulation (EU) 2015/2283, of the European Parliament and of the Council of 25
November 2015 on Novel Foods, Amending Regulation (EU) No 1169/2011 of the European
Parliament and of the Council and Repealing Regulation (EC) No 258/97 of the European Parliament
and of the Council and Commission Regulation (EC) No 1852/2001, art. 34, 2015 O.J. (L 327) 1, 21
[hereinafter Regulation 2015/2283].
2 Regulation 2015/2283, arts. 10, 14, 21.
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3 Committee on Sanitary and Phytosanitary Measures, Summary of The Meeting of 8-9 October 2008,
919, WTO Doc. G/SPS/R/53 (Dec. 22, 2008); Committee on Sanitary and Phytosanitary Measures,
Reply of the European Communities to the Communication from Peru Concerning Regulation 258/97
on Novel Foods, 9§ 2, WTO Doc. G/SPS/GEN/699 (June 8, 2006).

4 Committee on Sanitary and Phytosanitary Measures, Summary of the Meeting of 29-30 March 2006,
929, WTO Doc. G/SPS/R/40 (May 26, 2006); Regulation (EC) No 258/97, of the European and of the
Council of 27 January 1997 Concerning Novel Foods and Novel Food Ingredients, § 2, 1997 O.J. (L
43) 1, 1 [hereinafter Regulation 258/97].

5 EUROPEAN COMMISSION, NOVEL FOOD (2016),
https://www.evira.fi/globalassets/elintarvikkeet/valmistus-ja-myynti/uuselintarvikkeet/dgsante _novel-
food en v6.pdf.

6 See Novel Food: Legislation, EUROPEAN COMMISSION,
https://ec.europa.eu/food/safety/novel_food/legislation_en (last visited Nov. 21, 2018).

" Regulation 2015/2283, art. 34.
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8 1d. art. 3.2(c).

9 1d. art. 3.2(b).

10 EUROPEAN COMMISSION, supra note 6.

1

12 Regulation 258/97, arts. 4-7; Regulation 2015/2283, arts. 10, 14.
13 Regulation 258/97, art. 6.4; Regulation 2015/2283, art. 15.
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14 EUROPEAN COMMISSION, supra note 6; Commission Implementing Regulation (EU) 2017/2468, of
20 December 2017 Laying down Administrative and Scientific Requirements Concerning Traditional
Foods from Third Countries in Accordance with Regulation (EU) 2015/2283 of the European
Parliament and of the Council on Novel Foods, 2017 O.J. (L 351) 55, 63.

15 Committee on Sanitary and Phytosanitary Measures, Summary of the Meeting of 27-28 October
2016, 9 3.24, WTO Doc. G/SPS/R/84 (Dec. 22, 2016); Committee on Sanitary and Phytosanitary
Measures, Summary of The Meeting of 8-9 October 2008, 4 19, WTO Doc. G/SPS/R/53 (Dec. 22,
2008).

0 4 4% 5 1L A 5 (biodiversity-based products) — dp2bi' ~ LW 2 ¢ g E e e B F
I AR i TR T S R
%+ : United Nations Conference on Trade and Development, Trade and Biodiversity: the BioTrade
Experiences in Latin America, at 3-4, UNCTAD/DITC/TED/2010/3 (2012).

7 Id. at 4.
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8 Committee on Sanitary and Phytosanitary Measures, Summary of the Meeting of 29-30 March 2006,
922, WTO Doc. G/SPS/R/40 (May 26, 2006).
19 1d. 9 29.
2 Committee on Sanitary and Phytosanitary Measures, Summary of The Meeting of 27-28 JUNE 2006,
435, WTO Doc. G/SPS/R/42 (Sept. 25, 2006); Committee on Sanitary and Phytosanitary Measures,
Summary of the Meeting of 11-12 October 2006, 9 140, WTO Doc. G/SPS/R/43 (Jan. 3, 2007).
2 e €% (Kaniwa) > # A (huito) fo# § 4 (stevia) 22013 3 2015 & 7 % £ % < tf#
o Committee on Sanitary and Phytosanitary Measures, Comments on the Proposal for a Regulation
of the European Parliament and of the Council on Novel Foods (Document G/SPS/N/EU/64), 4 4,
WTO Doc. G/SPS/GEN/1383 (Mar. 3, 2015); Committee on Sanitary and Phytosanitary Measures,
Comments on the Proposal for a Regulation of the European Parliament and of the Council on Novel
Foods (Document G/SPS/N/EU/64), 9 5, WTO Doc. G/SPS/GEN/1422 (June 29, 2015); Committee on
Sanitary and Phytosanitary Measures, Regulation (EC) 258/97 and Regulation (EU) 2015/2283 of the
European Parliament and of the Council on Novel Foods, Y7, WTO Doc. G/SPS/GEN/1526 (Oct. 17,
2016).
2 g EER R T 0 2001 T 2015 E R @A BOb AR Y R - TARR L o R O EE
K Ap R %‘?,Tﬁli &P BERFZESEIHEBEPN 2 Iic E22F - o Committee on Sanitary
and Phytosanitary Measures, Comments on the Proposal for a Regulation of the European Parliament
and of the Council on Novel Foods (Document G/SPS/N/EU/64), 4 3, WTO Doc. G/SPS/GEN/1444
(Oct. 1, 2015).
23 Committee on Sanitary and Phytosanitary Measures, Regulation (EC) 258/97 and Regulation (EU)
2015/2283 of the European Parliament and of the Council on Novel Foods, Y 4-6, WTO Doc.
G/SPS/GEN/1526 (Oct. 17, 2016).
24 Committee on Sanitary and Phytosanitary Measures, Summary of The Meeting of 27-28 JUNE 2006,
935, WTO Doc. G/SPS/R/42 (Sept. 25, 2006)
% Committee on Sanitary and Phytosanitary Measures, Reply of the European Communities to the
Communication from Peru Concerning Regulation 258/97 on Novel Foods, {4, 14, WTO Doc.
G/SPS/GEN/699 (June 8, 2006).
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2 Committee on Sanitary and Phytosanitary Measures, Summary of the Meeting of 27-28 October
2016, 93.26, WTO Doc. G/SPS/R/84 (Dec. 22, 2016).
28 Regulation 258/97, art. 15; Regulation 2015/2283, art. 3.2(a).
2 Committee on Sanitary and Phytosanitary Measures, Summary of the Meeting of 2-3 April 2008, §
50, WTO Doc. G/SPS/R/49 (June 18, 2008); Committee on Sanitary and Phytosanitary Measures,
Comments on the Draft Amendment to EU Regulation No 258/97 On Novel Foods (Document
G/SPS/N/EU/64), 1 1.a, WTO Doc. G/SPS/GEN/1329 (Apr. 29, 2014).
30 Regulation 2015/2283, art. 3.2(b), (c).
31 Committee on Sanitary and Phytosanitary Measures, Regulation (EU) 2015/2283 of the European
Parliament and of the Council on Novel Foods, 9 3, WTO Doc. G/SPS/GEN/1477 (Mar. 8, 2016).
32 Committee on Sanitary and Phytosanitary Measures, Summary of the Meeting of 9-10 July 2014, §
4.40, WTO Doc. G/SPS/R/75 (Sept. 18, 2014).
3 Committee on Sanitary and Phytosanitary Measures, Summary of The Meeting of 16-17 March
2016, 9 3.29, WTO Doc. G/SPS/R/82 (June 7, 2016).
34 Committee on Sanitary and Phytosanitary Measures, Restrictions on Access to the European Market
through the Implementation of Regulation 258/97 Concerning Novel Foods, WTO Doc, { 4,
G/SPS/GEN/1137 (Mar. 2, 2012).
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3 Committee on Sanitary and Phytosanitary Measures, Summary of The Meeting of 8-9 October 2008,
919, WTO Doc. G/SPS/R/53 (Dec. 22, 2008).
3 Committee on Sanitary and Phytosanitary Measures, Summary of the Meeting of 11-12 October
2006, 9 143, WTO Doc. G/SPS/R/43 (Jan. 3, 2007).
37 Committee on Sanitary and Phytosanitary Measures, Comments on the Proposal for a Regulation of
the European Parliament and of the Council on Novel Foods (Document G/SPS/N/EU/64), 99 4, 5,
WTO Doc. G/SPS/GEN/1361 (Oct. 6, 2014).
% 1d.q6.
¥ Id.
0 1d.q7.
41 Committee on Sanitary and Phytosanitary Measures, Summary of the Meeting of 27-28 October
2016, 93.24, WTO Doc. G/SPS/R/84 (Dec. 22, 2016).
42 Committee on Sanitary and Phytosanitary Measures, Summary of The Meeting of 8-9 October 2008,
921, WTO Doc. G/SPS/R/53 (Dec. 22, 2008).
43 Committee on Sanitary and Phytosanitary Measures, Reply of the European Communities to the
Communication from Peru Concerning Regulation 258/97 on Novel Foods, 49, WTO Doc.
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G/SPS/GEN/699 (June 8, 2006).
4 I1d. 9 10.
4 Committee on Sanitary and Phytosanitary Measures, Summary of the Meeting of 9-10 July 2014, §
4.40, WTO Doc. G/SPS/R/75 (Sept. 18, 2014); Committee on Sanitary and Phytosanitary Measures,
Summary of the Meeting of 15 and 17 October 2014, 4 3.8, WTO Doc. G/SPS/R/76 (Dec. 2, 2014);
EUROPEAN FOOD SAFETY AUTHORITY, GUIDANCE ON THE PREPARATION AND PRESENTATION OF THE
NOTIFICATION AND APPLICATION FOR AUTHORISATION OF TRADITIONAL FOODS FROM THIRD
COUNTRIES IN THE CONTEXT OF REGULATION(EU) 2015/2283,
https://efsa.onlinelibrary.wiley.com/doi/epdf/10.2903/j.efsa.2016.4590.
4 Committee on Sanitary and Phytosanitary Measures, Summary of The Meeting of 16-17 March
2016, 9 3.29, WTO Doc. G/SPS/R/82 (June 7, 2016).
47 Committee on Sanitary and Phytosanitary Measures, Regulation 258/97 of the European Parliament
and of the Council Concerning Novel Foods, 5, WTO Doc. G/SPS/GEN/681 (Apr. 5, 2006).
48 Committee on Sanitary and Phytosanitary Measures, Summary of the Meeting of 29-30 March 2006,
924, WTO Doc. G/SPS/R/40 (May 26, 2006).
49 Committee on Sanitary and Phytosanitary Measures, Reply of the European Communities to the
Communication from Peru Concerning Regulation 258/97 on Novel Foods, 14, WTO Doc.
G/SPS/GEN/699 (June 8, 2006).
0 Committee on Sanitary and Phytosanitary Measures, Summary of the Meeting of 27-28 October
2016, 93.26, WTO Doc. G/SPS/R/84 (Dec. 22, 2016).
51 Regulation 2015/2283, arts. 14-20.
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52" Agreement on the Application of Sanitary and Phytosanitary Measures art. 1, Apr. 15, 1994,
Marrakesh Agreement Establishing the World Trade Organization, Annex 1A, 1867 U.N.T.S. 493
[hereinafter SPS Agreement], (providing that: “This Agreement applies to all sanitary and
phytosanitary measures which may, directly or indirectly, affect international trade. Such measures
shall be developed and applied in accordance with the provisions of this Agreement.”).
%3 Panel Report, European Communities—Measures Affecting the Approval and Marketing of Biotech
Products, 1Y 7.148-7.149, WTO Doc. WT/DS291/R, WT/DS292/R, WT/DS293/R (adopted Nov. 21,
2006) [hereinafter EC—Approval and Marketing of Biotech Products].
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54 Regulation 2015/2283, 9 1, art. 1.2
% SPS Agreement, Annex A, 9 1(b), (providing that: *...(b) to protect human or animal life or health
within the territory of the Member from risks arising from additives, contaminants, toxins or disease-
causing organisms in foods, beverages or feedstuffs; ...”).
% SPS Agreement, art. 5.1, (providing that: “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.”).
5" Panel Report, EC—Approval and Marketing of Biotech Products, Y 7.3019.
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"®H—HF % % (European Communities—Measures Concerning Meat and
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%8 SPS Agreement, Annex A, 9§ 4, (providing that: “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.”).
%9 Appellate Body Report, European Communities—Measures Concerning Meat and Meat Products
(Hormones), 4 184-186, WTO Doc. WT/DS26/R, WT/DS48/R (adopted Feb. 13, 1998) [hereinafter
EC—Hormones].
80 Commission Staff Working Document Does Not Necessarily Represent the Views of the Commission
Draft Report on Impact Assessment for a Regulation Replacing Regulation (EC) No 258/97 on Novel
Foods and Novel Food Ingredients, at 20, SEC (2008) 12 [hereinafter Impact Assessment].
61 Commission Recommendation of 29 July 1997, Concerning the Scientific Aspects and the
Presentation of Information Necessary to Support Applications for the Placing on the Market of Novel
Foods and Novel Food Ingredients and the Preparation of Initial Assessment Reports under Regulation
(EC) No 258/97 of the European Parliament and of the Council, art. 3.1, 1997 0.J. (L 253) 1, 5
[hereinafter Recommendation of 29 July 1997].
82 1d.
83 Recommendation of 29 July 1997, art. 3.10.
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8 Appellate Body Report, EC—Hormones, Y 199-200.
8 Recommendation of 29 July 1997, art. 3.1.
% EUROPEAN PARLIAMENTARY RESEARCH SERVICE, COMPLEMENTARY IMPACT ASSESSMENT
REVIEWING AND UPDATING THE EUROPEAN COMMISSION’S 2008 IMPACT ASSESSMENT FOR A
REGULATION ON NOVEL FOODS 18,
http://www.europarl.europa.cu/RegData/etudes/STUD/2014/528801/EPRS_STU(2014)528801 REV1
_EN.pdf?fbclid=IwAR2Q2DDUFFOKHIntujOPx4hY GY8HUNR6zwTRi1tKp8PAed11vPKrjQek-1Q.
57 Generation, CAMBRIDGE DICTIONARY, https://dictionary.cambridge.org/zht/#7 & /3 3% /generation,
(last visited Nov. 22, 2018).
88 Panel Report, Australia—Measures Affecting Importation of Salmon (Article 21.5 — Canada), §
7.111, WTO Doc. WT/DS18/RW (adopted Mar. 20, 2000).
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8 Panel Report, United States—Measures Affecting the Importation of Animals, Meat and Other
Animal Products from Argentina, Y 7.573, WTO Doc. WT/DS447/R (adopted Aug. 31, 2015).
0 Committee on Sanitary and Phytosanitary Measures, Summary of the Meeting of 29-30 March 2006,
924, WTO Doc. G/SPS/R/40 (May 26, 2006).
"1 Regulation 2015/2283, 9 3.
72 PROFESSOR PETER VAN DEN BOSSCHE & WERNER ZDOUC, THE LAW AND POLICY OF THE WORLD
TRADE ORGANIZATION: TEXT, CASES AND MATERIALS 951 (4th ed. 2017).

18

BUK P 2 e B PR A B A R TR T FE P



GREEEES 241 H# (2018.11.26)

MRS AT e R R FE S SPS T b’“rfr;.%zi#ﬁ oo BB H FRT
BT AN L2 PEFEROLGFE > NE HARITA T REEELL R

(=) s pv4eALs s SPSH%

AT ARRE RGO % 2015,72283 SR 2. - 0 5 FpL i iF k£ 3;3:&#"”@7
EAPAS SEUE i ,’F_'—*FL%:EI it & SPS 5 2Nt A % bR ATERZIERD m#*&q
EEA ) i o TR TR s R TR A
&% (EC — Approval and Marketing of Biotech Products ) | -] 4 5 » %i2 C 2
EREP T TE 4 s k% &7 425 (approval procedures ) | & 455~k ~ Pl 2
HFHEAAR > ThhE s THY AP mERE SPS % ) 2887 % 2015/
2283 BRI R 14 P KR E TR S RBRGE ) PRI PT AR Rk
PP Hp e TR R PRS2 B %?;TE]:*_?: Al
w2 R E O TEFAMARMP A2 EEI R S RBRS R AT B
%AW%%i&%’ﬁ%kﬂﬂﬁiﬁﬁA¥1ﬁ$235%i%irﬁ?ﬁ
By ™ewebod 520152283 LA % 142 20 v v Tk p 5= MBina
e BB T 2 PR AR ”'“r*&% A REfR G LS AR AP
AR AT 5B Tt AR B ERE R o S ri s kAT AR E
AR5 SPS#%%JO

WA
;\[j’:ﬁ.]l r

(2) A£pvaes LF AN PERAE b KE6

32007 E WP EGELY B BT 258 797 LA p|ApR i % > 1R
FAG AL ST G A RDBEE P REETLF L IR e F kit
ko HY K238 585 2015, 72283 BLARR D mATER A2 PV ARE AR 0 T
B3 pgz Thp $-2MBnas  BR§L24 2262 FZEAT - F
LV FSEEY 53 A AREE BAREAY AL wl F ERET RS
ZARROREF XL R RV ATARMEBES T 2EMRWE L RBI SR G
FR AT FBA Y Y L R BT 0 AR R A
£REHEL AN B RS (97 /618 /EC sk, ¥ R4 &M T hp %=

4 5 rgy T hhoom - A s b IT L B[R
PLEE R LA AR ARG B KX PV ARR 2 ki FIMLRE T o R4

BEG & TV A

=)

-

% Panel Report, EC—Approval and Marketing of Biotech Products, § 7.424.
Regulation 2015/2283, art. 14.

Impact Assessment, at 16.

5 Id. at 20.
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8 SPS Agreement, Annex C, 9 1(a), (providing that: “such procedures are undertaken and completed

without undue delay and in no less favourable manner for imported products than for like domestic

products...”).

8 Panel Report, EC—Approval and Marketing of Biotech Products, Y 7.1496-7.1497.

80 1d. 97.1498.

81 Regulation 2015/2283, arts. 14-17, 21.

82 Panel Report, EC—Approval and Marketing of Biotech Products, Y 7.1498.

8 SPS Agreement, Annex C, 9 1(c), (providing that: “information requirements are limited to what is

necessary for appropriate control, inspection and approval procedures, including for approval of the use
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of additives or for the establishment of tolerances for contaminants in food, beverages or
feedstuffs...”).
8 Panel Report, EC—Approval and Marketing of Biotech Products, Y 7.2482-7.2483.
8 Regulation 2015/2283, art. 14.
8 Regulation 258/97, arts. 4-7.
87 1d. art. 16.
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