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Abstract

With the rapid development of technology and increasing international trade,
foods that are produced by advance technology or those do not provide significant
history of consumption have existed in markets globally. Governments usually enact
food safety legislation on these so-called “novel foods” based on the patterns of diet
of citizen as well as different appropriate levels of protection. Therefore, the
regulations vary from country to country and may lead to trade barriers. The
possibility of establishing trade restrictions triggers the discussion of legality on novel
food regulations under WTO / SPS agreement. Considering the matter in this aspect,
this essay first delineates the essential concept of novel food, and further examines the
difference among novel food regulations together with potential trade disputes
through three types of regulatory measures, including definition, risk assessment and

pre-market authorisation.

When it comes to the food without labeling the “history of safe use”, countries
generally design inspectional measures based on individual “SPS appropriate level of
protection”. By reviewing WTO / SPS agreement and specific trade concerns
submitted by WTO members, this kind of measures may result in the violation of
scientific justification and non-discrimination rules. Furthermore, due to the great
variety of categories novel food includes, applying “one size fits all” option may
create unnecessary trade barriers to low-risk food. With respect to procedural law,
governments should reduce the cost that exporters should spend by listing the process
thoroughly and decreasing the frequency of “undue delay”. Based on the trade rules
and past jurisprudence under WTO, this article aims to analyze the legality of novel
food regulations under WTO/SPS agreement based on existing novel food regulations

and practices by selected states.

Keywords: Novel food, Novel food regulation, Traditional food, SPS Agreement,

Food safety assessment
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% Panel Report, European Communities—Measures Affecting the Approval and Marketing of Biotech
Products, 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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(=) FEfZ4 M A % (non-traditional foods) 7 @ W BB X > R k/EiZ
BABEOABERARY  BERGAN L REEHEFTZ RS - Hlio FiE
FRAHERBEY fE— KRR GAETFEY  HH0A4MELR DNARE

AR > 2B B AH AR SRR AR & o BN R SR SRR

(Z) #AKER D (novel foods) * : LR > KA L) F BT Z
REBAEERDRABRL SAL@RRY BRAFRHZINE  BLEYADY
B BG U BRI AT A RAIBEARETRELRR LW R DMK - #
BEHRLAA AT RAZEEABRLZIRR R BPEBRE ey Rk g
R R EREERM RAE T S H AR Z RS PR ERABHRDE

BT RRBHFAT L EZR D AT o Bl R pIZ

itk & 8.4k (World Health Organization, WHO ) ; 4t ¥R Jo A% R o0 BUR 346 2 8 &4k %5 ° THE
FOOD AND AGRICULTURE ORGANIZATION OF THE UNITED NATIONS [FAO] AND THE WORLD HEALTH
ORGANIZATION [ WHO], PRINCIPLES AND METHODS FOR THE RISK ASSESSMENT OF CHEMICALS IN FOOD
49-40 (2009), https://apps.who.int/iris/bitstream/handle/10665/44065/WHO_EHC 240 eng.pdf.

1d.
RAMCRRERBEMC WHEAMES AT PREEREMRBEIR 202052 A4 198 >
494k * https://www.cmuh.cmu.edu.tw/NewsInfo/NewsArticle?no=4761 ( &4 #IE 8 : 2020 &+ 11 A
98)-
® FAO AND WHO, supra note 3, at 9-39, 9-40.
7 Id. at 9-40.
Y@k RRRHEAFE BEARAEEST 4980 B 26027 (2017 %)
® FAO AND WHO, supra note 3, at 9-40.
D ERHATRERAEL  ZARERME LB BB 25 FUEEMTZ - REERATH;
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. 3.2(b), 2015 O.J. (L 327) 1, 8 [hereinafter Regulation
2015/2283].
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"' Id. art. 14

12 FAO AND WHO, supra note 3, at 9-39.

'3 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, { 4-6, WTO Doc.
G/SPS/GEN/1526 (Oct. 17, 2016).

YRRk RARAESAR S AR 418 810 A 420 43 (2007 ) -

PR ke

' B AT e A 2 & B 4% 54T &4 TALENs (transcription activator- like effector nucleases ) ~ ZFN
(zinc finger nuclease )» ODM( oligonucleotide-directed mutagenesis )& CRISPR( clustered regularly

interspaced short palindromic repeats ) % > 2 CRISPR % B AT 4R &k Ak > BE A LA H F @&
ZHPAMT o HA T FEMA AR GERBZARRERRES > RBERE 32980 B 116 117
(2019 ) -
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" E kx> B 119-120

' FAO AND WHO, supra note 3, at 9-40.

2 1d.

N OBBRERRL  ARBHRAERAERZRL Gl RREEARS FRALARLE -
ZOBAEMARS T AAHKRAERENESL—RRANERD o ARIFEH R R DRI R F
& (Functional Food Science in Europe) # H B & £ A @ #F4 B FRE FHRE] — T8 A %
T HRRFAEBRCAENERBLERORS HF > QRGN ENRARY  WwkE 2%
M (R AREHKEmAZR RGBT - 25 I WG~ 2R BEAMBS AN
RSB AEFIR2011 45 A 26 B > 494k | https:/paper.udn.com/udnpaper/POE0020/195190/web/
(Z#BBED 20204511 A98)-

PV EAMARS AL AT REAHG B AL ERERRYIERLARRALEBE SRR
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BEBAMEIEREREHEAR S

HRERS RAERERDBTE AL L RERS GAHRE T HAERRZ R
BT RSB E RGN BT BEABERLBREAEABNZIRL - LF  RLEYHE
BE HBA TRERS, ?RESBEMEEFTRERE HABAI 201457 248
494k https://www.mohw.gov.tw/cp-3203-21850-1.htm]l (&% B E 8 1202011 A 108 )~

P F A ATEIES

26 See Om P. Gulati et al., Botanical Nutraceuticals (Food Supplements and Fortified and Functional
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WA R AR o I AF E AR R R BB I Ik S BN R B EATE S 2003 4
BRE AT H R F s R HEE 1829 /2003 38R (Regulation 1829 /2003)
1% & SbFR B ob < AEAE 2000 S5 LARTAR 7 A #T AR R o 0 R MARIF IS B B s 2

JEZIER R BT R B 7 SMRAR H AT M 848 A 2 Bk & 308 3 o) BARRAR o

= FENR SR Z A

VARSI RR T BEERREEE R M A KRBT R R
foob o MARZ R SBIEA A RN AR REAR R R AR E  BIEET LR R
bk > B EW ETATEAFH A - AN AR RBZERT > & BT AR R 4k
DR GBBEAMARITF > AT R 54 A% A+ 2 € (International Life

Sciences Institute, ILSI) %32 ¥ F oy #r5A M oL a7 -

(=) it E R Habamtan (JEARBERR)

(=) ARG RAXFE I E DR (IR BERIR)

(=) ARz xd L an

(w) KRRz HYxd Hamn

(A) RRBEZMA YR b H @R

() HAMALERE

Foods) and Novel Foods in the EU, with a Main Focus on Legislative Controls on Safety Aspects, in
NUTRACEUTICAL AND FUNCTIONAL FOOD REGULATIONS IN THE UNITED STATES AND AROUND THE
WORLD 315 (Debasis Bagchi ed. 2019).

7). Howlett et al., The Safety Assessment of Novel Foods and Concepts to Determine Their Safety in
Use, INT’LJ. OF FOOD SCI. AND NUTRITION 54(Supp.) S1, S5 (2003).
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* Regulation 2015/2283, art. 3.2(c); FE R4t R SRM P HIE £ - B 1

P AM RN EEEEME) > £ 234 -

3% ADVISORY COMMITTEE ON NOVEL FOODS [ACNF], GUIDANCE TOOL FOR DETERMINING WHETHER A
FooD 1S NOVEL OR NOT 4,
https://www.foodstandards.gov.au/industry/novel/documents/Guidance%20T001%20-%20for%20websi
te%20 2 .pdf (last visited Jan. 5, 2021).

N4k HRYHES SPS HRHMA AR ERRR T EZ LR AR IR LAY &
MEREEET 1 A28 B 151 0 159-160 ~ 164 (2004 ) »
R

P AHEEBOEANSEERYE  SRBUF  HEHFEH ERAFRENBEA - BRI RE
HRT 2 A B BB AR M AR T 4 4 81 R 0 AT ﬁwmﬁ$é~a ﬁAfﬁNﬂﬁ}a 2001 5 A > 484k -
https://www.coa.gov.tw/ws.php?id=3903&print=Y (&£ #IE B 12021 41 A 6 8 )

R b3
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B o AT AREAR A SRS BEM AN RS TREAME £ A RREL;
ThAEFRBLE O BEAEFLEENANRINE EH > URATREDEM
BB % RADFRGHRE B2 L RBURAERARRIE B & & F 5 a0

BAEET ST HAEBAGRDER > RE ARG ES 08 -
— > MBAMR BT RER AR

MAMRSTRERARHATEAR - RARMEA G ARRDEEE ~ RAL
B A AT B AR AT - RV E RS RARANLEFE o BN 2007 F93F
FRETRR > HERDTEHRAFF BHE TR wHhESSLBT
Bz 2R R edRaBEAR B Ta BEZMERRLIA R REH
B R MAENE A THRRARAE RS FRANYE  MABRARERA AL
BERETHTHRUABRAANAET ALERASU AT EARANELEEA
B FAFERIE - 2R HEBREECRANEAEZ RN M ETRRAYH
itz kst R RETH  FEE ETA#RLETHAREL 8 BEKR -
THEENAERGEZTRUAMELYRAREL TASALEREEHKM A
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3% 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, COM (2007) 872 final [hereinafter Impact Assessment].
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(=) RRBMERBRE

AR BTRRRBEIKARATEBERL RARRSAHREGES
o B F AR SRR TR B RAR AL R ¥ A o) A & 0 IABE AR IR
A P TR R R A AT E B ER LT 6y P47 Bl s FEMA
BHSEIFEFTXTUARBRR DR ELE URARSGERRFECERRR ST
1 du il & 800 A A RBEN 69 B B UK R 3 37 B T 4875 K
BB EERBRERR - iR BEA MG RA > REERLAEA ZHY
RAEL ABRARAMEA EHH > BTHRILRANEREZYER  £HRL
THEH RS AN s FH P RBRIERE S AR LSNP A S SERENK
REBAHREBE AN EREL BN  UTFTHALRBEE RS (KA
BB DA EREGEREFERA xRS e g T HEML Y SR

GRS TEREGERRE)

I ZRLTROHRE - ARUARKREBE X PHENA S FETHREKRIE

AMBRAMTG R RZ £ -

2. MHMAEF A AR TR MEEO R DR AR HARE R

MEBRENELDE

3. 2R S Pey RS B Y (anti-nutrients ) ~ £ E MY 5 & £ st o

R E I Em ey eA o

3% HEALTH CANADA, GUIDELINES FOR THE SAFETY ASSESSMENT OF NOVEL FOODS 29 (2006),
https://www.canada.ca/content/dam/hc-sc/migration/hc-sc/fn-an/alt_formats/hpfb-dgpsa/pdf/gmf-agm/
guidelines-lignesdirectrices-eng.pdf [hereinafter SAFETY ASSESSMENT OF NOVEL FOODS IN CANADA].
37

Id.
*1d
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MR RS TR AR A RKRB A HEARRO S 2D L ARG S 25

BE O WEVEBRBEAFA AR BRI R EEN LT RERERA LLR

BmRFRARSAZEE R RARBRMRIEZ X 2REY - 4H4 ¥R
MR GBRIGBHRRA ER X ERABREBRE XL EWEELI RS T AT

B Fu ok 00 B AUR R e

SHHURFOMALR G EENT LT RRMER - §F—RERARAE L
B o T h— RS EA AR TARER S T BERAEEREIER > &FIRMHA
(denovo) BMRJEY - RbA EBR T > ZRAIBHANT > RITHEE A H e %
G AARGRBTHERAE S ERANY - PH EHURE ~ BEAER A
C 4B HUR 2 B R 7] 5% % T AR A3 AR G H B B EUR ROE 6 F B 4542 -
SR E 0 AR DL 0 PR BRAR 09 ARR] Ty FE N A PR ) > eLFE A AR B SR ] B9 AR 8 ) 2,

AR EAR M BHMRIE » FEATILE § SRR DNA E4 5B A -

39
Id. at 30.
%" 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. 3.10, 1997 O.J. (L 253) 1, 8
[hereinafter Recommendation of 29 July 1997].
4
Id.
*2 SAFETY ASSESSMENT OF NOVEL FOODS IN CANADA, at 28.
43
Id.
# Recommendation of 29 July 1997, art. 3.10, at 8.
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(=) #nE

RMFREHAFWEN wBOBNERARRENE > Mk R B2H 5

18 MR R TS A AR R AT A o B E B AT R4 b I R A 2 EAR A
BB TR R R AAZ ABEE  CHAMYKETIBAM - 2 ki

B RAES A S  LTAEAE G B B % B B Y0 .

TR AMBENAEERN RITRERS T HERMIME - XRF
RE—RBARA RPN BERRER BEPINZRMIRS AT THANE
Aa@BE RbsEmERAGBRHE X RM4HRGTHAN RSB T B
BREEARAZDEZHEY - B4 ARRETHEANME » URTEAH
FAHEFTXTRELGBAENME TEARF BB g e 5h 2R BRBMER

XA -
(W) e g

B AG AR TN BABERN AR TR 03 BIERALE T (B
43 FAugl) ~ HHAEL S LM (HHAREA AT FTHE B E) - 4
Rigkdy (BMBEEE) Y ¥ aMemrmaRt s AagRA%E K5

Mo THOIEER ~ AL REEBETRAGILENZ RGN HEAH

A+

* Id art. 3.1.

* 1d.

47 SAFETY ASSESSMENT OF NOVEL FOODS IN CANADA, at 27, 40.
*® Id. at 40.

Y Id at41.

0 Id. at 74.
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FAAEFRME  TTREALARHTEY  WwEBRYY  DEBEEAZTLE

R EIE R E %

f LR SLPTEA QRN (R i8R A - RAER - HEE - £ &R
%) URH BRI E GolEAfo@ERHE M E ) 7 o #H U EARIRT
HRAERSTOILENE & ELBILEWE QRBIFEIZDNE OEE XREH

é’]ﬁﬁfﬁiES?’

(Z) #&BH

FRLEERSTHNERERFAREREDEIEAZN G2 UAL
WHAZ RS R ANHEDG AHEFEZAAMRUNERZTOVE - HAH
Ry Bs B At KL % 0 AR B R FRAWERF M2 MEER - F4b
MOLALEHREREZRULBRHL A LN PEY  HHL AL T WK% 214
R H R REB B R T AT AR ARG BE > R SRR AN B K
AR s ZR BT AA SRR AN EN (bioactive) fu B HME ~ £

FAREMUREGEHMMYREENEERAT @ AEAREE -

HHBEARARYWAES E2G4ATHIAZRLARRI A THFEENS
AHELREBEES Bk FREZRSW/TERN B FEE I E7 4

MEHEARER - X2 ARAMERMYRS Ao AL AL TN

U Id. at 42.

2 1d.

3 1d

* Id. at 32.

S 1d.

O RE B P RAS TR AN B~ BA
7 Id. at 31.

% 1d. at 23.

% Id. at 24.
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M % % (unintended nutritional effects )F» JE 78 #71+ % % (intended nutritional effects ) >
AH QLU ARERMEZEY PARGRLZFERE R n > R &
B EAHABEL R SHIEBRM G AR SR FH LT AT LB AR S
R HAERREN  BAEEERTTRLAMBAREZRN  THRER
FIBCS R b e ot o M R B AR IR 00 8 R A 0 S B e R AT

i E et AT o
ZHEEHMANRR BB A

WA S E LR LI S AN B R R AR b A
PaEhl R ENen Ko RBEEE (HE%) A5 Bk mai

ARZAL RAZRLANTS LI R Zigs - Hd HEEHN AL

A4 (perceivedrisks) | AWM B EME 2 & 2&KES -

AR T8 M R 5o BT P S BT EAT R B AT AR S A EENE
FOPE A BA AT b)) AEDSMHEEXHNMERRBHZARE
Z RSB ELHES RELSRBET  HEEHNRSARBAZ MM AE®
B AP ZRBEZUNZA DI FRERI  BEREBLEY - 5 —AF
MR R O B2l B K % 3R AU AT R R R AR AR R

ARBEUBRZHEXAHNASMRIEEZRARGA —SRENRES -

" Id. at 32, 37-39.

' M. E. Popa and A. Popa, Consumer Behavior: Determinants and Trends in Novel Food Choice, in
NOVEL TECHNOLOGIES IN FOOD SCIENCE 137 (A. McElhatton et al. eds., 2012).

2 Id. at 142.

® Id. at 144.

“ Id

% Id. at 144-145.
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Lyndhurst % 2009 F#: % 3 B & 4% % & (Food Standards Agency ) &3t
MRHRET O REVBEHEEMENARER LA (wEBBGE - 2KFH - 8
HBRHARERS) EMESAZMRE X E 6305 AR / BUE 090 faf
Wik P ey AR o B o R B4Eey T340 (perceptions) | A FMEERE (K
MR BRABENEEHIMBAR DRI B EARN L%
HE TR ZMBMBRABERKR  §RFAME — IR T A A MR R B A
SRR RIZBATR RS § AT H B HNEE S RZ > S 2B HCEETREY

REERBRE > AARHAZ AP BRAE LR

PAK RS 35 3k F A LA 6 $2 % 8 (flavonoids ) 215 > Ae4n 7l & & 4ty
HE R RS AR EE K MAF ko4 Bl IR AEAE B T B 2 RARFAE G » B4t
HERmERZEREALG  HESILFTHERFAFERYRE > AMnHEHL
A E H X2 AR IR 5 > Lyndhurst 324 KB EHAAET R BPRE
Sl HEAME R > BARGHEFERA R ARME £ o B4b > Cardello 75 24
AMMEREEE TAZERYAEAOEN T RERETX AT HES
HPN RSB RENELR F  Rb R RN A Z Fo R0 JEH L7 AT 4t
Ol B X5 E AR TR BT AT B B o345 A4 B A MG T 5 E BT R
% o FEBORE A M BRI 0 TR RS B N § 4t R A
ZHRE URBERSTHRSLEZ R F  FAEPEBEZLF LE > UHLEAR

HNRERZHAFREKR -

 Id. at 145.
 Id

8 1d

% Id. at 145-146.
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Z S BATER AN AE LI R

BREMER S ETBRREREZPIIT EELEFEEHE - BUTER

Sz #A] (access) Fo R AWM BT L PH " - — AR EBERE

%

WHEESEARDRED B4 B ERERREN THMAR - 5% E DS
BN RLIAB > K%M @4 (notification) | F= " M (registration) | %
A HE mEZASRE TR ES  RRARRETRES S Al §HIKR
T £ AT E 4% 5 E (pre-market approval system) | 2 ° # & Bl A H L » ¥R
MR G ENBE N T AT R 8 F BB A K B 6048 MARBR B F % AZ » ¥
T AT 50 BT AR b P AR R R B — R b s o AT BRI RF B R A
MR e & O FeE B R BAFFEBER LM RIT R BRI

AR

(—) BBEMAM R LA AR &

AR LR ERARYE 70 @A EREHH LR wER AT E
EhE R KW BRI B Wik 6% YR AREBASH
FoSHMBAMRLGAIIER (RENERNETEEAINFE=ZF) - FL&
B Bk AR RSB UG 3 ) FAAR AR AR BB R AR A A R

o RBHAMR LAY FRERRF N ERARE

" Andrew Shao, Global Market Entry Regulations for Nutraceuticals, Functional Foods,
Dietary/Food/Health Supplements, in NUTRACEUTICAL AND FUNCTIONAL FOOD REGULATIONS IN THE
UNITED STATES AND AROUND THE WORLD 41 (Debasis Bagchi ed., 2014).
71

Id.
7 Id.
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% 1~ ERAMBERRLMAMERET L

BE (SEEEHHN) BATERL L % EFLE A
ER I ERRBRRIED | 000 4 4484 91 41 &
(M RHANAEER | F28FEF 1 &H

o Su b T3 da 0 R RALE

wE R R EEHM)

) (B2 % 2015/2283 35 | #2018 1 A 1 B ER

(RBHEGHE MRS | HA]) AT AR 1997 F58 A

e hm) a9 % 258 / 97 SRR

1 75 Ff 9L IR M (MR R 1.5 | AMfedmiistye s

(R BB AR SIZER) | 1) ZAZRE T EERH
25

#H R R Y AR 2016 AL > AR

(FHBARDLEMRELI) PR EAN BEAR AL E
SE o BRILER

E3 3 (RabR2mAETER) | RE 10745 A 10 B&

(2%t A£ARFIE) %154/ (FRstte | e F % 1071301226

mBRHEHFEEET) | RASEEER

i (Mg RHReHE | ZEGTHEHMESE

(TERRHA L | EEEIL) HRAZ LA S BY FT B h ROR

FERE®) ZEBERRE

7 o ERAE LB T 2T | B 2018 FAe > B EAT

(HF ho sl o 3b ) A8 BA4E 5] 7 AV ORE NI EE £l
WEFNEFFHEER
ﬁﬁcé/];,%**%

3 Ji Yeon Kwak et al., Regulation and Current Status on Approval of Novel Food Ingredients in Korea,
JOURNAL OF NUTRITION & FOOD SCIENCES (May 29-30, 2017),
https://www.longdom.org/conference-abstracts-files/2155-9600-C1-045-012.pdf.

™ Ministry of Food and Drug Safety White Paper, at 49-50 (June 2017),
https://www.mfds.go.kr/eng/brd/m_60/view.do?seq=72620 [ White Paper of Korea].

3 SINGAPORE FOOD AGENCY, FIRST PUBLIC CONSULTATION ON PROPOSED REGULATORY FRAMEWORK
FOR NOVEL FOOD AND NOVEL FOOD INGREDIENTS IN SINGAPORE,
https://www.sfa.gov.sg/docs/default-source/legislation/sale-of-food-act/first-public-consultation-on-pro
posed-regulatory-framework-for-novel-foo.pdf; Pearly Neo, Next-gen Products: Safety First as
Singapore Delves into Regulatory Freamwork for Cell-based Meat, FOOD NAVIGATOR-ASIA (Jan. 22,
2020),
https://www.foodnavigator-asia.com/Article/2020/01/22/Next-gen-products-Safety-first-as-Singapore-d
elves-into-regulatory-framework-for-cell-based-meat.

7% Pearly Neo, supra note 75.
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*B (BHE R 5o~ 3 00 AL | R A ER S HT R MEA

(AERBEMERLR) | Bik) SEER B AT RIBR
# #) GRAS AR 5o Fs v
Mgk

A& sl ok A AR R

(BABESHE) SRR £ BN BR
Fofe St MTAEE
Y TS P
OB FERE LT

(=) &BRAMAMRLRALZHE

MR R SIERATRLE R & TR E D] — R BEANT IR B A P
1B A TEELRAIBARSEANERLOE @ EFTREINRIRFAREEF

BB R LW ROTHES T EFHAMAR

& 2~ BBMBAMR SRR BE LBk

p BoRIE S # o A8 (ot~ )

mEX Y4 \Y \%

®H \Y% \% \%

42 7 B SR \Y% \Y \%

#H \% \ \Y%

¥ \Y% \ \%
ik \Y% \Y%

T B \% \ \Y%
£H \% \

BA \% \% \%

(=) &BRMAMR LR RAEZ

7 Intertek, Novel Food & Food Additive Services, INTERTEK,
https://www.intertek.com/food/consulting/novel-foods/ (last visited Nov. 10, 2020).
78 Food Sanitation Act, Act No. 233 of December 24, 1947,
http://www.japaneselawtranslation.go.jp/law/detail_main?id=12&vm=2&re (Japan).
7 Intertek, supra note 77.
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RIFEE B R B 0B b B B AR E - PRI FE T X~ BATHI TS € A PT

)

AE ATHFEERATH LI L - HRREFAEL B E - HE LTE

MAERLE - ZIWERRLEINFEUR R bR E

% 3~ ERAMBERRLATARLE L

RARER | LWAT | LWAT | B4 | EBET i
EXTh E-3% i 4o B HE )
mEX \Y% A \Y% Vv
] \% \% \% v
42 % B 83
R v Y \
#H \Y \% A4
&M A% 1Y% v
a3k A% A\ \Y
+ B % \% Ve
LR N v Vv V8 v
B & \%

VR R UAE @RI B E AT AR RATHE T RARR S BRIEM T
81 Government of Canada, Completed Safety Assessments of Novel Foods Including Genetically
Modified (GM) Foods, GOVERNMENT OF CANADA,
https://www.canada.ca/en/health-canada/services/food-nutrition/genetically-modified-foods-other-nove
1-foods/approved-products.html (last visited Nov. 10, 2020).

82 European Commission, Union List of Novel Foods, EUROPEAN COMMISSION,
https://ec.europa.cu/food/safety/novel food/authorisations/union-list-novel-foods en (last visited Nov.
10, 2020).

% Australia New Zealand Food Standards Code 1991 (Cth) sch 25 (Austl.)(N.Z.).

% White Paper of Korea, at 50.

VoA RANRRSENEEE  THADSEARMNEE A WABANRIENERE
494k : https://consumer.fda.gov.tw/food/material.aspx?nodeid=160&p=5 (#|& 8 #7 : 2020 & 11 A
10) °

CHERFTHRAGHEGER -

A BICH R R S B L SR R )R RS H I RM RS T ER MAREEA 89 GRAS
HRABMMERT AT —RABAHRZEN  EAEERE PO ERAT T X B0 ZHAN
B EATEM

# U.S. FOOD AND DRUG ADMINISTRATION [U.S. FDA], REGULATORY FRAMEWORK FOR SUBSTANCES
INTENDED FOR USE IN HUMAN FOOD OR ANIMAL FOOD ON THE BASIS OF THE GENERALLY RECOGNIZED
AS SAFE (GRAS) PROVISION OF THE FEDERAL FOOD, DRUG, AND COSMETIC ACT: GUIDANCE FOR
INDUSTRY 18 (2017), https://www.fda.gov/media/109117/download.

¥ U.S. FDA, GRAS Substances (SCOGS) Database, U.S. FDA,
https://www.fda.gov/food/generally-recognized-safe-gras/gras-substances-scogs-database (last visited
Nov. 10, 2020).
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v~ R R LA B A AR T RE AT A X F3R

By T AR R kot B % 0 3R A b R E 0 & B HURHRIE B NN B B R
fo s fRE K Ao B R R R A B AR S B ZHE o AR 0 F RIARTR —
ACTRAE B IR E 5 EE & B B 5 gt 2 A RS H AR S MK -
"HM ) Flis - BEAKAA - ARERARE LY XHEERHTE
MaAMRRERBES A " AAMALYD (biological) A a # T AH AN

(synthetic) M7 | X B> MEVFBEREE HE LA aHX 8 5 FBNEARE

91

LRSS ABRARBZ S R B L 253842 K b RAE AT # EA

M BN AR R RASTRENFIRRZZI RS0 MO B IEN Y

Fredk S A ME R G A HE B AN A LAAE WTO FZ A DX 2RI A
MM XM I%k& B & (Committee on Sanitary and Phytosanitary Measures > A
4% SPS ZE &) RES KRB S My KPP AL FHRWBEB 0 " HaEMR
S RKE T EBREA P ATHES  UR T EBREE T ZRRFERES

Kt
b

GE PSS TR

g
P g
(g

(AT ARRZ" #LBE RGBT FXFEmaEleLmAl £

A

% Lahteenmaki-Uutela, Anu, Address at the 106th Seminar of the European Association of
Agricultural Economists: European Novel Food Legislation as a Restriction to Trade (Oct. 25-27,
31007), https://ideas.repec.org/p/ags/eaal 06/7909.html#download.

Id.
2 bR 5T A F3£IE B £+ A ¢ World Trade Organization [WTO], STC Number 238: Regulation of
the European Parliament and of the Council on Novel Foods, WTO,
http://spsims.wto.org/en/SpecificTradeConcerns/View/11 (last visited Nov. 10, 2020).
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(=) "HFBRF MERZEHN  FILEXLHFMRAELEHE "L 2H

BRL L AR T BIGRARESA 2B R A

(Z) RERGEHIH AT RBERMREKREZ T2 H HRALE

(W) EHEZHZBEARDEASRAMBTERE I EZRIRTAT
ENTER  AHEEAMIETELRRAGZRER ) » XXEFEERNRRABE LT

R TR TARR RIEM SPS B 2B WMo & L RREAE  mALEER T R

BB B 2
SR S Z BB P LA R AR 2 R S B

# o wARBERG FORHARERZIRHRAR %HE A GF AN ARG
ESREBEIHAZRMABRS A AR Bbil 2 g HEssan ke %

ZBRRSRSE ) RAERE « FHE @RH7

(=) REHENRER T EARARE | MATHAMMRE / AT ENEFER

#m T 48 2K (mutual recognition) | =T i i A8 Bl 4% 3 K & 2 R B #46

(=) AT TR | AERIE M T MR S

(Z) AERBERMAREZ "L 2T fHRAIRE

(@) REFALEFAZEHRER L ZHRL > 3R T HoREHE

P BB THE F3HIE H £ # 8 NATIONAL FOREIGN TRADE COUNCIL, LOOKING BEHIND THE
CURTAIN: THE GROWTH OF TRADE BARRIERS THAT IGNORE SOUND SCIENCE 32, 91, 96, 97, 101(2003),
https://www.wto.org/english/forums_e/ngo_e/posp47 nftc_looking behind e.pdf; WTO,
EC—Approval and Marketing of Biotech Products (DS 291, 292, 293), WTO,
https://www.wto.org/english/tratop_e/dispu_e/cases_e/l1pagesum_e/ds291sum_e.pdf (last visited Nov.
10, 2020).
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B=F MANRRILRAETEEIMWNARRRE

HBTRAERAREAZERMBE  TRGENSBETHAT > EEHRMAF ST
FEBEA R R BETE L AR TR A - FHEH L LD E
FR & & Z R R4 AdEH] o AR Rk & o &5 15 B4 & a4k (Organization
for Economic Cooperation and Development, OECD ) & 4 4 42 4% ( World
Health Organization, WHO ) % %77 48 Bl #£ 3% X # ( Consensus documents ) JA 3 Fn
LB AR R EFERS c BRE@mE BB~ wE X~ 2B~ M R2ER
FPEAEEEREEFEATAMER SEERMRFEFHEAREEZ R #
AXEZIRRILTERTRRE AL § RS X% ol € {ILE -~ BT
EA2 -~ L AT E S| B A 8o th B & B A5 845 7] BRA8 B2 3040

o M TE I 1% 4 R T SRR R S 2 R S

F—H MARRHREREE

M AR RERUARBELE 50 B8 15 A M EFR Z R B3 A BRI
BXIPRE BB RBHER T AR SA NN REARABLAN RS A
BHNAETRFEZMERRR S RFE B E X TR HLBEMALER &
STRFEMS ZREEORTLBMMIFERE  UERLHBARZIRAAL
SHEE  UATRAEELMBMAAFREALA R ER T HARRS ) > L 2E

SRR XRISE M LA AE RABLLZ R ©
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—~hmEK

(e RE Bk EMEL) (Food and Drug Act) #1920 /X ] & BA#E &4 %
MEE A B A KA 4 3 (Health Canada ) ¥ R db 4% %% & ( Canadian Food Inspection
Agency) £RVEAXEHME > HHA LR LSS ERREBRRZERRA LS

P IR 1999 FAHH I BN A LA T m R RR R

R 20k % 28 % (division) # | H3TMEMR D2 FmE £

(=) —HhEasmEaEMEN  EEAHARDE TRZD>RABE L &5k -

(=) —RapEd Rt B - RERCERSF - AR EREANZER

o B2 R SR E A% (major change) -

(Z) —kmhaAREHEY B RMEDmAEL > B (1) ZAH
BUE A ~ Bt AR AT R R R 0 AT R R AR ~ Byt RAAE MR
215 (2) RAEY > R AENPTRRGFE > FHENKR B ~ B
A 5 & (3) ZARRBEAY ~ BRI EMPTRRG — R SRR B IF

B8 ~ By RELE M TARA N AT 8 B AL -

BAE TR - ARBABEEH G AARYUT A — Y B R AEH R

% Government fo Canada, Frequently Asked Questions - Food and Drug Regulations, GOVERNMENT
FO CANADA,

https://www.canada.ca/en/health-canada/corporate/about-health-canada/legislation-guidelines/acts-regu
lations/frequently-asked-questions-food-drug-regulations.html (last modified June 27, 2016); #% & % >
(g AR #5494 % ) Safe Food For Canadians Act)Z #F#722015 4 9 A » ¥ # &% # % 1 (WTO
B RTA #.) R 5> &3k :
https://www.trade.gov.tw/Files/Doc/94c4d580-9bc6-49b7-8d59-7523¢212b286.pdf ( 5x & 2 & B 12020
4 11 A 14 B8 ) ; Bernd M.J. van der Meulen, Development of Food Legislation around the World, in

ENSURING GLOBAL FOOD SAFETY 36 (Christine E. Boisrobert et al. eds, 1st ed. 2009).
> Food and Drugs Regulation, C.R.C., 1985, c. 870, B.28.001 (Can.).
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B AS ERASALBRMZ G GAPREH LRI L /BT RTH
BRPRRBFEES > ARt ag 2oz (1) @i S50 E H—
REABELGAEERE S (2) MARBATHRARAN T (3) HMEHE

ZEAMSLERZEMRZERAMN > BORBEZRLA AY E M (natural

belo

variations ) - &Y E o

BXE % 2015 /2283 SRR 2018 -1 B 1 BIEX T 4T » B 1997 SEFi%8
P —IIAMRELARR (£ 258 /97 3R] ) - ZBMA X B ARLITARR
SN TR e AR B R 0 FEARER BB N T G A SEE S R R TR AR T A

BRAZEE BN & HH %5 542 R0y 178" -

%2015/ 2283 AR F 2 R 3L THAM R LF @ T R > V4574
RARRE RS - RaufmE ~ RS AEFE (food enzymes) ~ R ab A% Fo R
oL A R4S A 8 2B JA %] (extraction solvents) 7 Ut R egE A HE N 0 XTF

HIPE IR E RO BARER S

AR LA 1997 F5 A 1S BX AT AREABERNRABARERAZIRAL(E
SRABRBRIAFBEREZRL - FANHARREEZAAEEZAS Y N i

EE%hEHARA > FRARBBENKEAZAL) AFSUTEY—EES

(m) A REBLA TR L1997 5 A 15 B ZAT £ HE

BARZ R LIRS H RAER LR °

% Regulation 2015/2283, art.1.

7 EUROPEAN COMMISSION, NOVEL FOOD (2016),
https://op.europa.eu/en/publication-detail/~/publication/f3040819-¢136-11e6-ad7c-01aa75ed71al/langu
age-en/format-PDF.
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(Z) 44 KATE 8 HMBA -

(W) 2K RATEBHEY - EZHEMBTEUAT R A SH RITE B ZAHEY
Z RSB AR RZ T ERLE  NRABENBA LS RARY  BLN
A% 1997 5 A 15 BAT AR AT A F L REFSHT A 2R R

PRKBERBY -

(A) S ARITEABGY - EZHMBAEUTEER A SHIITEBZIY
ZRDEHERNHERR L ZERE AHA 1997 £5 A 15 8RR

ARBFHE ANRBABENBEALZLERERAREY °

() HRSTEBESY ~ A ER Sk amnk o

(E)HEAZBEI RN 1997 55 A 15 BATER B EEFR DR T

ARG -

(N\) 2H 445K EH (engineered nanomaterials) *° °

(AU) Etep s R4 A 1997 =5 A 15 BATH KRB A 2 4 842 > &

SR R TR K RO AT 4R o

(+) 1997 %5 A 15 B AT £ & % &4 %ot (food supplement) ° {234t 4%

AR5 o

% Regulation 2015/2283, art. 3(f).
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LR EPRI O E AT MBS AR & R RS B A BR B A SR LT
FOHBEMREY c B— ZRDLARA1997H5 A 15 B MAAERENRA
B G RIEZM T KRS B R TR R BULE HEME T AERA
20 Bk THEM (novelty) | BIR E TR UEBR BN R S ET A
ez R REE B RE — Y SR AE MR AR R ENE—BZHRA £ &Y
BR sk AE A A B S®RER - B FREHE THAR  HER B®
T EdEM > FREDVEANS 2015/ 2283 SRR E 3L 2B a kX +ER
SRR AR Z P — 38 e s ab B R RAE M 258 / 97 SRR B AN
5 B AR IR VT e AR AR R AT AR AR B A AR S
RABER AR AR BT REARAAENYE | A BEARR S
foob Bk (BPEREF 1829 /2003 55 A1 ) 2 @M 6 5 155 A T At %A Kb

ik bR SR - RSLEF (food enzymes) ~ PARHAE R o

AN F 2015/ 2283 MR FE 34 F 2B F c RAR " RAF=ZHE SR
&2 REARERER'Y R TR F BB RD > BE—REE R
#1997 F5 A 15 BATANREBENERERA ENREBENFHEFLL
ERBRSZAS BE AR L min R askith - AAEY - BIRE AT AR
RATEMARZ A o sbsh > H 2015/ 2283 SERAARE " EF R ZL2RARE

¥ HEEE RS Z U AT ERAA AL E biE 25 £106,

> DANIELE PISANELLO AND GIORGIA CARUSO, NOVEL FOODS IN THE EUROPEAN UNION 12 (Salvatore
Parisi ed., 2018).

100 1d.

101 [d

102 [d

103 1d.

104 [d

195 Regulation 2015/2283, art. 3.2(c).

196 1d. art. 3.2(b).

31

DOI:10.6814/NCCU202100030



= RN 4 TG BR

1995 4 » R L én 78 B & — W R B S LR B R MARE - 4 2000 FE
KA 2000 4 12 B > $HE AR RSB BARE B4 T AR BIRE 15
1 (Standard 1.5.1—Novel Food) ; » £MREKRFINFIR T o R > RAFHH 4T
BRE' e AR RRE 1S5 1 X EERMGARRENRHBGETZ TR aE
iR 12 £ B (Food Standards Australia New Zealand ) | ° sbAZ#E## 31 — H )47
HAER > dédfn®E £33 (Ministry for Primary Industries ) /&M & ¥ 8K E
JR3F (Department of Agriculture and Water Resources ) % 8 & Jx B 3b 07 38 P 4
FIHAT'? o AR b S M RN R B AR RM R DS TR R LI HEE XTI

AN AL A4

HEMAE LAY 0 —IE %M AR S (non-traditional food ) Z 45 & & 1) 4B 488

NEERARLREE ZFE ATRAECHEM !

(—) YA HBEEOBE

(=) B2 ERRY

(Z) A Fife

() & HZRR

(Z) ROGXHMBBEABRE

197 Agreement between the Government of Australia and the Government of New Zealand Concerning
a Joint Food Standards System (with Annexes), Austl.-N.Z., Dec. 5, 1995, 1938 U.N.T.S. 249.
1% DANIELE PISANELLO AND GIORGIA CARUSO, supra note 99, at 7.
109
Id.
9" Australia New Zealand Food Standards Code 1991 (Cth) standard 1.5.1-2 (Austl.)(N.Z.).
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(X)) HtbAaBI R &

AR S LA BAR AR A2k B HE R 180 B R SRR R da O B B 4t

>

HERMARBAZLRABEL  RBZ

Mo da 0 B R B AR IR B A 2 A5 5] UE P T R MR R LR BN IE R A
REET—Fof' BA4HH TEEANRS AT RENER  BRMBALER
AR LR ARE  HIERIFEAM RS A — RS R BITEY RRITEMATAT
Ao H A E RN i BB BN R R ARG SR X %48 5] R PR B

¥ﬁ'%ﬁ Ti 23 UU ‘% ZR uuﬁiﬁff /\%‘Zﬁi'ﬁ?\‘kié

(=) R BEE -

(=) M RE) 2 B

(w) TR&HA%E MR (dietary macro-components )

() d#mAErr & > Rl AT AT B AR Y XAAR

"1 [ KNUDSEN ET AL., RISK MANAGEMENT AND RISK ASSESSMENT OF NOVEL PLANT FOODS:

CONCEPTS AND PRINCIPLES 30 (2005).
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B
4
e
ﬁz\_

BEEBREATIERL T T HARERR  F T & RMEREER (B
Bdb > BB dik)  (Federal Food, Drug and Cosmetic Act) ° & 3% £ dh 4k
EF o FEBETAELRLIRFERARGEHEE S (Food and Drug
Administration, FDA) Z %" o ipJEsE @ity F 2 N AR T > Sz R

—#%3% % (generally recognized) t4 B A " #4424 (adequately shown to be
safe) | > BP4F4 [ —#&3 A & %4 (Generally Recognized as Safe, GRAS) | &)
WA RAZRWHZAEPRN R SR mpZ T RILE I AR FIIF FDA

FHFHFT P T HAHERETHEEZZR DML GRAS A BATHRRE °

(") AN ﬁﬂ%—’i/ﬁ%

LFEBGHRL MMM EIERAR  F— UABRARZHRAT TR
A B RS EE ST S ETEH R A R T RS AT X
BhmeyEn (A EMmEZ AR AL E - LE T BEE) 249

B AR SR EEE T R 2 E &8 8% EFRT 4 GRAS
2R EZHE (RIE 1958 FUAMZHERANRBZIRAE L > RAENHB A
FEBHERTHE) o BHRAR SR A2 = &8 FDA &

£ B B %#3F (United States Department of Agriculture ) 3% & 1958 & E £ A7

"2 Intertek, supra note 77.; U.S. FDA, Recognized as Safe (GRAS), U.S. FDA,

https://www.fda.gov/food/food-ingredients-packaging/generally-recognized-safe-gras (last visited Nov.

14, 2020).

'3 US.FDA, supra note 112.

MCOHBR A AL AER B PR KSR R BRSET T ol AT A

Fou FHEER DT HESHE KT R EZMkE (low-calorie sweetener aspartame ) ; [a 3 7s ho#r35 &
PEE - REFERL > MELD EHANRBGRE > o ShA R TRNMRER > L
St HEH E @ FDABAZMEFAN RS TR 2N A F BT L TAT -

NEAL D. FORTIN, FOOD REGULATION LAW, SCIENCE, POLICY, AND PRACTICE 202-203 (2nd ed. 2017).

15 21 U.S.C. § 321(s); Id. at 206.

16 g
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IMEFEEARNEERLY B A T O EM Y (prior-sanctioned
substances) | > IFEHEHRN — B BF M Z I 0 ko AR R K R EEY

a4 A 4n (sodium nitrite ) Fv 35548447 (potassium nitrite) ' e

HE—RadB SEMEA TR RIFTA RS S RRBE LR BZHF AR HE
Mk Z B — A — R it~ GRAS REALEHME » AR AH LR - 4o
ANEewE elmth (color additive) ~ f%f & & (dietary supplement) -~ %
PRE - RESMBREERINIRLT A RLERGES STHALER

A EF S
(=) GRAS Z % %

GRAS &4 % " — #3284 & %2 t) (Generally Recognized as Safe) | ° H#%
B RAR SR AR E BT R L FAmE S X LA GRAS
MU, > AMFELEE TGRAS B H 094 > RIRLEE L2 XK 0 GRAS
WEERRAES TME 2 MR A GRAS ' e hibz sk B GRAS FEEA
PERERABBEH/ZESE » BILFHRET GRAS 2 Z2MEFEERE ST

PAHEF REHENSL GRAS RN BREHFERELZLLALIAIHMES

120 ,

RIBERB R 2MEEF X > GRAS Eoamaa? : FE&3E (1) 1958

£ 1R 1 BMZRMEREA P2EY & (2) ZBFHLHFX'P BEZRS

"7 21 C.F.R. Pt. 181; Neal D. Fortin, supra note 114, at 206.

"8 21 U.S.C. § 321(s); Neal D. Fortin, supra note 114, at 206.

"9 FD&C Act § 201(s); Neal D. Fortin, supra note 114, at 220.

120 Neal D. Fortin, supra note 114, at 220.

21 Id. at 221.

122 £ A M (commonuse): F5 R LHH KB H EH LM ZE ;21 CER. § 170.3(D).

12 # 2  X (scientific procedures) © &4 F 2y - Th - B Fo TR ER (RHLT LM
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2 HZ AWM HE B/ —BRBAHZARE o §—F& GARS 1435354 H REBZER SN
1958 FURHARREY  ATHERZEM AR BLEHVRABE L IR I
HEBIF GRAS ' MELBEAKRYERTATHE T R2MGE—RRAHZZRE | >
% HF RN X TFIAF GRAS Z Bl42'> o 22 En 1958 AT L ki AR
¥ AMEAREIRIE 170.30 143K F b BT > REHANZF K mBFZERNHER
AT H R0 GRAS H M E B IRIE S T KB R D H o 22T — %
B BmF M ERZALRBHEREAAMAN'Y - Bt £33% GRAS ¥ >
FDA ¥R &FmhZ ¥ FRELEAANEE (FHTER KRR P 24
FEEME CHEIIN GRAS FET > AFBE -~ #E -~ FH -~ Gafokl > A

ZFELEr@M

(=) h&

BB EZE A

=

1. £

RTHRERE S ZERMERAE LG ERII FRRERT T EAM
BREEAY R RS AR TS GRAS B9 E | BEFRSBARL
BARBES TTARERME T FFZRIL wAFTREBRLIMEER
#2%A GRAS FEMA" - sz Bl A AR RE X Tk 22y

REHEAREFRIAEHES GRAS ~ @i FDA B REHER AR SR ZEHA

BHERZ) RBEHE—MENLAR L2 %4 MH;21 CFR. §170.3(h)

124 gz M (safe orsafety) : #5## Z# L R AEAESIMEN LA R LA EHE 42,21 CFR
§ 170.3(i).

125 Neal D. Fortin, supra note 114, at 221.

126 1d.; 21 C.F.R. § 170.30(b).

127 Neal D. Fortin, supra note 114, at 221.

128 g

"% Id. at 206.

130 Joy L. Frestedt, Food, Food Additives, and Generally Regarded as Safe (GRAS) Food Assessments,
in FOOD CONTROL AND BIOSECURITY 544 (Alina Maria Holban & Alexandru Mihai Grumezescu eds.,
2018).
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B RIZA X R H REHH AR BIER T HE E FDA #T L

T ZEARE (RS ETAI B ERLSE)

2. ARHA MR RERELEREZARR R

=

AFRARGHEMATHEMGRARZIALEARE LR ZHERK S IIRE
HMBAMRSTRSANRS > SRS T EHERTRTZME » AlL/AE F 48
BB AR R AR RLFALESHMARRLLTEE  MALTHE
B RAEHT B AT X AR ARIFE L E B R H BT EEA R SR i L

GRAS #HIAE > BRBARRACRRXEHNRARFERZZIER -

HEb > ERASRTGHHIMET "R > BibEhiTCaBg sz
HHRERPREGRS T R EMBERTFHERREAMAEEHE R
FDA Fidi by k240 E KB A G R EEARR R M MAST MY
RAEMERN THEERS ) HEEAMZ AR e SR ms o EF A
—f4bm (carbon dioxide ) AT RALIEIEHAMTEF » T B8R HEH R LR E -
B b s B — BAC AR A B 3 KW 0 B B = A4 s T8 = A R B 2 AR 3
AFES R+ 7% o 3 GRAS ™% v 4+¥ 5L (Whey) # GRAS @4 % (GRAS
Notification) Z ¥ 35 B Al £A42:8 10 47 > H ¥ % 644 55 GRAS @ Z FF 2 R
AR A LRI FZRBRAFW > mIELAT B EZIFRANFI BLR
Bl RRZIFEZACP R TRAAEEMEL M2 oW R T aRE" - 3

b FHARFRARBF M EFATEARAZ N XX ER EHAR

131 Neal D. Fortin, supra note 114, at 208.

2 1d. at 208.
133 Joy L. Frestedt, supra note 130, at 560.
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RERGHRAOEE M @l AR R FRZERLREUR

FleyBs @R TERSHME A wihz "Aik, #ITFEE -
3. MAMR LB

B GRAS H ¥ — B85 & & RBEF LB > KT RAEFHE3E
WATEE A ZFRIRABE > GRAS A& Ry HH 2 E R EE R Z M E 2 R 2MH
ST —HRAEZAZRE | LBMERSTCNFET ISP RE KM B ES
REFHEA —RREZ TR AHR DI R T Z TR R E Bt 4
EHERMERZREM TR EEH LAV EEE RFIAHEEBRARE

ZWE e

Hodb o E A —F MRS (e AT RE AR S P D R RERY ) B
HETHRAGARBNTHF WPRABEFHABFRE  ALBHE FEBR
B FFERIT FDA BT « XX KB AR RAME RS A%
ZHEHAALERRAZ > AR GRAS B 1958 FATZ R A B L R—ARBAZ
B R B RAR A EERNEN > BILERET2FZ Ry K ER

WE > 54 GRAS 4942 % > JRiF£ 1 GRAS B EANEBREN T o
A~ PH

2013 FYRARRHAHINLEFTZE S (UTHMHAZE ) KRIEAL
/Ei\u

FRIE (Rt dx) #lTey (MBRRSBTEME) STAH (FMEBEMNZE

il

MEEEEME) (RTHEME (FEME) ) > £37HIPIEA 2013 F 10 A 1

134 [d
135 1d. at 544.
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BARHAT - A K B @AM RE A 15 BARE sk Eaminsd (e n Rk
PIEZHEMRE) (ATHMSE(FHRASERT) ) (e rlEs
) (ATHEBE(EEREZ) )YV  WBENREFARLRNERLE » Lt
FITXFERFURRENT/AHER 2015 £ RIS (RERD

EY MR R 3T ARG AR R BRSE R

THA 1990 % 2013 F HRLBEHOLEATELBEL S RES R
FAEEIE) £ AT HRLBHZIE TR PN RN EESL LA

E TR

(=) &~ W Fa i £

(=) #Eyih ~ A Fati £ F o BEBI RS

(Z) RAEEBBEERLBEHRIERY

(v) EAbBaRE ey A 0Bk o

EHb B4R 184 ERELAZERBRNA 30 FU EEA T XK
FRRAOERDAEAGEOEL > BBAFA (FEARSFEENL) - 48
BOA 2013 FX AT R REE > RV RLRAEEwmE " A RaR

BB T RAMANS R, > B —AEE R BRI HESRRA BT

BB EMAGAREBGARBHAFRLRA SRR SARER S MRS -

BB FHAAEMAGE (HESRHYRESERT) o (HRESRBZEMEEREZ)
thidfo o R SE (2013]) 23 3%

DS TR R EE BN ARSRKBEARMMAEESNE LAY 0 PERAS
A 30 % S5 H 0 B 536 537 (2018 &) -

139 B F2 o

O H R RH AN S EEME) B 215 -

HUR b #2345 o
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MEARESTRBERE SR RATIL F % TR L RM ) B
RAREMOGE 54 QM ERDLEMN - RHERSBRAAEIFERHMRER -
AR TR SRR MR R R D22 Mk R IR e % o
R TR AR R 2% X B RRRA K LEN AR
BRREO BRAETENMZEN - ZBRGIHEIRAARS > #2HR
B BB AR (BETBRHAS) RERSLEMAFEL
F S THANBABRKRRLARCHEALB T AMESE  FFER,
WEBE 102 4 6 A 24 884 TEEatam B P E LT, INERE
107 %5 A 10 B &84 F % 1071301226 3EA515 E4A 4548 B & & s E &2

EFMRBEARE  BRABUEHAFER LR EN A BBE

BT BN T THASER R EE—F & RFAINEAERMELIEL -
WA LR35 0 TIHELME R LRE | 12451

(=) mEBERERARL (Bh) " SARAREL EHRBRE

—RERBEEL  wEALHTERIGHFZIHELRRAER -

2R TEM KM EFE 0 AT4B3E 1380 B 537 ¢

143 F"]J‘_gi

O R SRR A £ B L.
145 B b2k o

146 B 2k o

47 B p2% o
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(=) ot Bied ey XBF FEARZFAMAI RS MR
2o MEBRRGOERREHELE R (FLLETTRBI AL AR HER

bR IS BARERL)

HMBEMRT R4 T EAaRRLRE HEEABRABRE ¥ 5 —
TAHHARARE S 2 HMEBERAN 2018 FHET4TH0$ 2015/2283 453.8] »

LA 25 SN AR R AP AR E o

£~ A7 PL R S 3T B 3R ) R

FEHBAZREB RS THAE L KRB EHIARSOFRER

i

B RERLERAEMERRMEEZLSWIET AL HHARRBE A,
Zoso DRHBORLAMENEERE  BETREAR A SN —BHRA
By — RS A — B B EB IR BB TR o SLREE LT AT R
SGREVBRYE H ¥ EERITR Y PR EBHEN S E 6L BRI & AT EK
UTFAMHEENEREZIMARR SO T RLE  E LA AEEZR I

B FRBAF RN RS > By ST R A ERE ¢

(=) BRI AMEEZR

1. 2B KRR EERMAER D

AR R AR (B R~ BRELPESE) ¥ ERRLESARER D
bR RIBER > Aol R - H - RBFORFCF @y IEEREREE

FORAE o sHERdh P o LA 5B A RSB B GRAS 4 8 W K$E

B eRBEY (88) %IEZBRRAIEME 25 S0k o
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I k4o HACE & TR BB ~ R A RFRAE LA SAEL T

& o

2. AR EER LB I ERLR

BRARRERLTCEATSF ARG AR BCEF MR AFH » &H
AZCHEAHBERRSRE T 2o BT R EERBEUARBHLALE - A
MBAMAR R EA  MBARNZEALENTARALYERHKLE T 12

IR XM ETHAIMH TR GE LM ARRRAFARER -

3. RERAB LR REBRATRR

BFFRANSREREHERTHONBARRLEEAE S anR 2R
REY  AAEBREZ - Am&ERH 222 R B Y X T HLTH AR
B > ko P B (30 F2A k) ~ 2% (2545 k) ~&k¥ (1997 45 H 15 B AT »
254 A k) ~ EB (1958 41 A 1 BAAT) ~MBiMdisadmpg (2-31#44%) % £
A B RARECGE LA S A R 485 0 TR A BRECEEA B B A B RAE AR R
FEAVMBARERSABNBEARATRARE FTAEELERNRSLEET R

e R BB R AR IF I o

4, ¥ TR RS HRS B T HENRRSL ) MERERAR

M4m0 B R B AR IR B A RS R R MR S P AT M R Sh o A R R BPR K
MHENEERTHER R ARG R BEHHFE A ERERR MK
WM AMR L BREIAMMAZERATH - MABAFRRG R AT SRR

B (REFRERMAESE - R AMBERE R k%) » MECHRIIRA AN
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Rt A 2EFREHN ARSI RARBAIFFHMERGTR > AF R
BB ARERERERAEY  AARRBRIBAN T T X F > B TREH B RAEE
A4 dmER AL 0wl - Ribd LililF4 0 RN TSR
MR BTHANRRS WERERRE THMMTREFEARERARE L

RARBRM A LT KRG BB BREMANRILTH RFGRE -

(=) RBEF=—EeRHaELS

"hEFEZHAGERERES | —FRENBEE 2015 /2283 5L 0 sbiE
oLl AR AMALRDARRAG > F3]4 SPS ZEGTXIE S > 8K
MR R S X HLI T AEIE R SPS W R T AR R A R R R E A
TEHHBREF=ZRNEAR LT AL AR LA AR LT #15F
B EEEN Y Fr M RAR o BEBITRGOREA S 2015 /2283 BRALT

R RE L EARRE RGN FERE N ELEE HEGRD AT HERM -

(=) AR%BER D

ARGHERLELBBER SRR ZRAT RAEHNAEXR LRI FAED
BT IR IR A R ERA AN T o B THARFULRLHXR

AFPAEE EBEATAEKRKRTY G2 AR A ZEE T AR GBI > do

W R RREMAEE R B 34% 1R T AR R AR TR RS F A M o il
1B E S RBANT B RENE EARR AR S ERABINMRARFRRER FHT
B SRR AR - ER O RATHE - AR mB R R AT MaE 5T FYE
BN e B R & BRI L U o | ; Ira Basen, Gene Editing Could Revolutionize the
Food Industry, but It'll Have to Fight the PR War GMO Foods Lost, CBC (Jan. 12,2020 4:00 pm ET),
https://www.cbc.ca/radio/thesundayedition/the-sunday-edition-for-january-12-2020-1.5416826/gene-ed
iting-could-revolutionize-the-food-industry-but-it-11-have-to-fight-the-pr-war-gmo-foods-lost-1.541682
7.
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CRISPR > Rl Z eyt R 9 AR R BEI B E CMmE - BEH T EKRE DNA

AT R BT I RBGE A2 RA MR BN EREHH A -

BAar&BEHMN AR HERLZEREE TR KME BRE IR A T o) &
oo Maw A T # A2 5 (process-based ) | 1F A FBAZKIE © BONERMN 2018 £ 7

BAaA o ARGpEEmEERNMEG AR s A Mg ERmRe - 28 8 &

>

]
Fo oM B4R IR A B Gy BE > M T E B (product-based) | 1F & F|Ef

ghu)

R BFEARGERLMELRNLERDBER RALARGE LTI ERBRY Y
BT AR EE N TEE S TSGR RbRAIERE? - B

HAE R > mERRAI TR BAE Y | SRR ST R A REMIRE

A B SR R 0L S ¥ BT E A 69 LR MR A & B BUR B B AR b AR L R
TREATAE L B 7 K o A 4L B ZIRBOCAT B R o) AR B A% 0 A LB ZRIH R
BMREGARE RARFEAMAERE LR P BEMZAFE TR TAHTEH

FARBBIR, $6 5 28 B P B 6 M7 A MR o LB Ay iR AE R o

0 d; BARREFEBMAELALARGE R LN TRARE ZRBEAETALERE
EBEMBAREATSE 201944 98 ° 4@k
https://agritech-foresight.atri.org.tw/article/contents/1734 ( &44£#/& 8 2020 %& 11 A 10 B )-
PR BAE > A48 160 A 118 ¢

2 Bl k2 B 117-119
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# 4~ FBR{HE LB HIT

B FRFHIRS

A ¥
FRBATE | gpprh GO wEA-@f- PERLN
ST
ERCER) %£B (%A GRAS)

'riﬁ\u%J /r)i%

ERABERATE | IFHBARRLHNE | RYE R~ PRELE
MNFTAMER
- BA¥aERRm | mEKR
0
&% (1997 =5 A 15 837)
SERAE SN | §
ZERRARE YL 2B (1958 %1 A 1 B 2ARAT)
- ¥ N PE (30FE) ~ 2% (2545 LtL) kY
B BT N\ :
(25 b)) ~RmMsisrdmi (2-3 #4%)
aRELAET > EEAEE SHm AL
& My A o B 4TS NG X 1= -3
N B R 2 R B R M 8 R 14%&%%4"%75’2 R
Foz MR EHFHEAMRRL 0 TR HFA
IE 1R M A T Sl Bk
%N 2ERBAZFRoMRBER > RAEZERLL

BRAZEERAREY > XAKRRBAG I F KX
ZoTAHBAREEAL @A BAHE
O S fu UG

* B % =BR%

BATEABRBBAITESRA " RAF =A% S ) &F

BRI
K F 4 tE Ao HWaEEg B8
B &5 EB ~ B A Fu LM
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= BRBRIFERERF X

BEERMBRERBZZEMN  RABEATHREZRLEFEMRE > K3y
BAESHRETHZEFE KV —BABAETEZHNEERMAIAT ZRLZIR
RZ23E ) > PEEBHERAARCH A SETRMEmR - BT BRIP4
RETAFZHART LTEERS X — R REAFF G R EEELEAN
TR ZALHRE BN BHURABE S RAHBEEGKRE I Stbi &

Z B RER - AR E AT o
—~MmEX

RAF AW ERRLEEYE) F28FF 223 HHRE > FHERINA
MRS E B @4 0 ) BRI AR B A IR BT IR ARE T LR 5 RORH
ANBEGE R & 3 AR AT R 4t A m R o Y 2006 4 v & KA A S A — IR ¥ A
PR SR AN 15 5] (AT AR AWIEEF])  F R AT R RSN A
Mg Pl RE S AR RSN E S X RBEE B AR PSR R
R EAT > AR ERBATHERAE - K A FBAMNARR DS R
B iz A353 Bk A AR RO AL EH R RPFERE AR

SRR H B R RGBT RARTRAL 2B

BTRITEERFORE  REMFEIE TR T FH4 IR A b 48 B A

Fo bt R A I 4TI

153 SAFETY ASSESSMENT OF NOVEL FOODS IN CANADA, at 8.
154 [d
155 1d. at 1-2.
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e PRHAE®

e BREREMKREE (dictary exposure) 8942

o HBEMELRMWIIAGFE LK

o CRIRFEA Y4 M (Characterization of derived line /strain )
o ARHEHMZAEA

o IhAMMER bk

e B A&&LH (nutritional quality ) Fe¥t4F T BB E

o  FMEKM AR (Toxicology considerations)

o BERMABIEHR (Allergenicity considerations )

o tEM 4R &K (Chemical considerations )

A3 PR F B R RO A R A AR AN (LT Blanh
BARARS - GhHErEEan AR ARaNEh (¥ By
BAKERBES  ShiEridas s ARRE) RRRADEHN - #H R
Rl 69 3 5EME R b4 M B s A o 2 7] M AE B R AR A e B R AR B R stk

Bk E A AT RENEWARERLREY ABBEXHZAR

S TRAMHEMERAERARE L | IMAR RS 455 B RBRE X

B GER R RN

156 1d.
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TMERAE L ER - HERAAOABZ ARG ERARE E/mE KK
NEER XA RAZ LB BEFFHZ LTSN WNERE SRR

T AR iR L% B ey T

. BB FREATBEEHR - AREADTARZIFE - ATRRAE - ik
BRI T LSS MR o THAGHEMT - FAHRRIT] - 23 N BEK
AL ZHEEE - AR R ERER ARG R L HEALIER A

HRAEE

AR RE B E  RRBARBEAE SRR E B RAT RN ZR

AN aEBY

3. A ERR N RERRFZARET X -

4. ZEEBRERUE (FAHHE) 2B

5. mERENTERR S © ABRFHRAAE - —MEARBRARE -

6. AT RSBERARY (MHEEAGELAFELEFEROTA) » &84

KB RERER ~ TR H M E B R R X B o s IR A A EAEAT

THREENERBERNARZIFEZ BHER INELLBERRELRELTESASE
e ERE -

7. HTABLINHIRRA LG F AR G -

57 1d. at 20-21.
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(=) BRERREMKRREZHEEL

SHERARAE R R S st E A EREN TR 2R A2 EMAE > %

Bde B R T TARAB G AR B2 S R AR TEHARSABATZHE

\

ZBE R TS A RS EWMY (anti-nutrients) ~ F 5 ~ TR ITEHWE 0 &
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o
N

g
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= °

> EE

B
i
N
z

B AT

o}

W

AARABELOR G AAEAHAGFTRIET - LEE HEALRANR G
BT HRG ZRDSTRIRE S OB AN FIE G  BILE 4

HIR LS EAAMRERERAINE LT HARBEYBE -

FEFXFLERBEUERARR GRS MAENmERE R KR HE
BREGEAS > AR THRGKAER  BRARYZALOESTEURLESL
HAPAFEE 0 BATER R TP 1 T JE AT S 38 AR 0 B W 4T 3045

TIBG| ETTHE SR B BN B E (A~ ZA T Eay%aE )0 o

TEMBUER S THARAEARAGHRR BB LB E TARRKER B Ar
B3P AR A BEATRBR T N F X ET R ER T XA REE F R
2120 7 ##k £ B % (Periodic nutrition survey ) 4 € L FARIER B R Pl A %4
MABAMR S FUBRARSOIITE - IBRORE  URAGHFARLCR AT

B ERERARGERBIE  MEREGRE @Y BES .

58 1d. at 22.
159 [d
160 [d
o0 1.
162 10
163 [d
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(Z) RS T HRBENE

RIBERREZEELL AARABRLHRL TR AN EAAREEZRA
FR o Bp AR S AMRERRZ — > B EEARARA SN ARRS R G H S
AREFTBERABHE N T2 ERETERALE'C  wEE > RREEHRE
Fl w2t 0wy % % 7 @A T Ae i R e B 0 SRR SR B R B A B AR A8 R A8
R SRS T AH B EEAMER. (boactive) B HRME ~ RET 4

B RS ER MR EENEERARGAEARZE -

HI TR RSER I ANE 2 ABHRIGA Rkt ey
AEFE - BARARAY A8 THA R (Bioavailability) Fu R 2 &40 89453k
CRRRGERARG - FEEBREZFEESTALL Z > T m i H AR TR
BREF K T ERBBE LR GHH GBI B H Ry
BH ERERGA TREZRSBTEANREER T T EERRS B R

HEP T O

() FHERBREH

— R BRI AR AN AERITEERR R HH AL A S S
W2 BEARTH R REUARAEN TR EA N a s 2 — AR

WERE BB FAEA B S A LB RIBLER B B R E L E TR BT F 2R

164 1d. at 23, 26.

5 T EELE, RARLTEREANT REEANTIIAL R DAL LT @M -
Id. at 23.

0 B b FABTEBRLG > B A 1d

167 [d.

168 1d. at 24-27.

19" 1d. at 23-24.

70 1d. at 27.

50

DOI:10.6814/NCCU202100030



BRAEE o Bk AHM AN RS FERBRER BT ERBHAAGRAM
KERIRBLIART BA RV B0 @k R Bty % i i BACL M E

B A SRE > STERBFERMERE -

WHRBRBLSRLARBERTOFE - REEADENILESH > RATHR
&) 3 F MR v 1% M 2 % (chronic toxicity ) ~ % # % 1% (developmental toxicity ) ~
HA H #1435 (Genotoxicity study ) ~ #J& M (carcinogenicity ) 2 35 > % A4t

HEKEDBIRTETBERET

(7)) BER KA FH

S EAN AR BIREGBRBRA LR R AB FRE Y B EN RS
ALY RATER BB BRI H T R RAARABR LS Ry T
M-S BAEBTHRERD P BEEEALXEHER > &35 2# A (denovo)

BRI o

B BEUR IR K G ST HME B Fo 7 B R R e BB BIAR R S AT

><¥n

F AR kR B sk B AT Rk RAEIT IR B B A 09 BEUR R0 B ok
HHERAkBEAERRAR Y £ THEEBEIERE T AARLT A BTRBRY L

ZH o BRATAIY ReEAAUAR LA AP HRIAE B 5 B4 4 #8%] (taxonomic

171 [d
172 [d
173 [d.
7% 1d. at 28.
175 [d.
176 [d.
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family ) X AEM I » LI W AT T AE T AL 0 BEURE » AT AR BT

R A HABEMA RS 0 ARG REWILN T F -

(7)) A28 #on Bk

L2 AR EZEE RARABE LR T OILER L2 s g
TR AR BT E A F 0B AR fuf2 B 675 4 0 Rl a ¥
TR ARL BN ZRBAEANAFT > BERE—RTEM e E LBk
S AR B E AR R S EAT LB AL RS LM a2 BRI $
M (B~ g3~ RAvds) ~ ARACEF R0 (HHARE AL - FHE ~ i

F) 8RS LY (MEEEE) 80

&R _E P » A B R A A SR B A 64 bty 3 M SR AE 4G T 5K T ST R B R R A2
Eay ks (AXER TRANEYMERERRE L | XA RS AH]) - #75]
& B RERA S BREHIE > B4 TH M) LR FERABUT KM & RELE R

HehE & 0 AR R E R LR B -

S |

NERE T — M BANRLEER L TAIBERFZEL S 1FUREATH
IRE - L3R FHHIZRLRY - T2 BE - ABRHBRARS  FAHER F K

B2 T Ry~ R BAE  H I R B EUR SRS A ARIEE 2015 /2283

77 4

18

19 4

180

81" Andrew Parker, Food Supplement or Novel Food? Do You Know Your EU Regulations?,
INCLUSIVEBUSINESS.NET (Jan. 8, 2013),
https://www.inclusivebusiness.net/ib-voices/food-supplement-or-novel-food-do-you-know-your-eu-reg
ulations.
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FARA BRAMBAMRSREEE A VAR S AT RAF A F LR
b BB MR SRR R ZZ2MIFE TR AAARE o LT &5 14

"HEMAS BT RAF A A KRS IREMWFFEES

(—) MAMLR R

WARF 2015 /2283 SEARIH 10 45 B 7] 35 F 7 IEAR I 84 ST B R &
424 B (European Food Safety Authority, EFSA) T4t — ¥ 3%355] » A2 A
B A B B sE R AR M AR AE e I B3RS iR sk dh - EFSA A
MARBA B EAA R AR R B R XA R I L B - AT 8 E i
N EIRER MM R L F H TR A9 SO~ AR AR B EFSA #74ib

b S B EBA B R o W SE A IR R AT XAt

1. A MERER S A MEE  RIBIAEL Ry ~ £ A B2 ASER K
oo BB EG Ry A 8 FE ) B FRBHR TR E LA - EFSA &7
e HR I JER BB 2015/ 2283 SEMBIE 32 R T X ERa A X 0 mtaAnF

B BT AR RSB AT R LA em B R E TR

2. AABRIME WML EABRZIBEEREE 0 TS RE A
BERZAMN  BRBEKRILE LR P AR - X AFAREXRF (reaction
sequence ) ~ BI4F A 3R (purification) &9 F R - 4t BEHR LR BRAES)

W S AW E > EF A E O Y RAMER AR R > o RER - A48 B

'82 Regulation 2015/2283, art. 10.1.

'83 panel on Dietetic Products, Nutrition and Allergies [NDA] et al., Guidance on the Preparation and
Presentation of an Application for Authorisation of a Novel Food in the Context of Regulation (EU)
2015/2283, 14(11) EFSA JOURNAL (2016) [Guidance of Novel Food from Third Countries (EU)].

™ 1d. at 9.

" Id. at 12.
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WS URERBRPWEHERGE N > ko BRI~ R#E (reagents) ~ &Y
NREE DM Y E IR R BRI AL E B (BPeR F3E RN 1997

E5A 15 BRBEAB) o B FAF A B4R B RS WA 2 4580 .

3. GMAM R LA RR @A BREE M F LHE 0 UARYIEILE
PE AL R BB A NS LR BEEERY A KRB ARG E— Y
Fof B AMAR 0 RRERL S M ERE RS By LB AT ERT G ER
BB Foh o RRBIABEMFAFAEE L — REFEE L

B o

4. FUERIZHMANRSH AR BEZ MR R X HLEE  ABEAREF
ZRZBHRG AR BE DM IFEHILAMEFRIIER  BRAM AR

#oFRERRZENEHEIFELT ¢

(1) ABERARIEA &b~ RBZIR : A2 THARR LR XEA
Z sk AANERBAEIMEAR B RIFR SBER 2 28k FIEH MK
1 H AR A 2 AR B AR A 2R o SRR FR M R O A R A AR B &Y STRR
HARR - NERIBABKRAENZ AT ARERN - A AZHE
M REBEXGEHRAE (LK ZMBARER SRS HI AR

RARSD - RERE) ~ZRLFTEUEHEZIREES -

186 [d
87 1d. at 13.
188 1d.
189 [d
190 1d. at 15.
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(2) B~ A ~ KA #LHE# (Absorption, distribution, metabolism and
excretion, ADME) "' : ADME $73# A RS2 4 hfoF %
ERER ERE -

(3) 2HFN” B ATABENREBR > WAL R DEIFHERE
ROR o RLPFHRAHZRSERRT AR REEDELE - H
W2 ANBEHEN > ARATRAL S RZMEEALNERE

(4) #HeEN"" FHEI M REBRHAHZ AL L L BE - @RRD
o 3 FRER OECD #1 GLP X B4R R EAT - HAf @ s > &
FHE AR~ 12 E R~ BURME AR~ RN E MR R AR
= (R FEEE) -

(5) BHERE BERIMEASHNAEEGE » TAG RARBHRIE
Z XL RE RLMBARR S FHEET o RE - SH T EELS
BT R EEE oM - AMARKIRE £ -

(6) Huwizran'”  RRENREIMEEEREELAELMN - RER
BAMED XA TREFKREH 53] H0 L =885 AR T R
XA ML EH -

(7) BEAMHFT K T A EEFRAZFZ M T X S MEREE -

(8) THeRAuyH K -

Y1 1d. at 18.
92 1d. at 18-19.
193 1d. at 19-20.
94 1d. at 22.
95 1d. at 21.
196 1d. at 16.
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(=) RBE =R %R &

AR 2015 /2283 SEMA 5 14 450 7] ¥ 3% Z A AR I 09 X" 5 EFSA 77
R — ¥ F45 5] 0 AR S A A BY W S AR B R A MRS 6 Ui 3R
E18 5 pr b2 b 0 EFSA #4740 B B RS 5 0 RO AT ER AR A B R X
HAEHEEFHALEE UTHBLEAXHRNE XERALE R EHRET
SHATE QA - R £ 3RAE 0 AR EFSA #h b X R T A R ey

BBk o W EE MBI AT XAF

. SMEHR B2 LEAR R RBILER S LA B SARKRY
MRS RN A S A ERBRAERRE LA - EFSA L& w it
S FE I IER BB H 2015/ 2283 SERAF 32 TR X 0 mAENFEL

S AT R ST R FR R A L H B R e 0 R KRR G EH

2. A A BRI WA FiB R R 0 R UTE L ABE
Fo g R > BEE B AN E E S (by-products) ~ 3EFui5 4 o HH 1L

BRGRSRIRAEH KM E YA A E B FRAMER B HZ 7 X

-

Yo dRE s RAR S BAEE MR BB PWE SR E M 0 koA B FLER ~ K&

(reagents) ~ K@ R&EMGME % -

3. U AR AR R TR B LR BB O IR R AL

EHILEEBE DR LT R REZE GRS R R

7 Regulation 2015/2283, art. 14.

%8 NDA et al., Guidance on the Preparation and Presentation of an Application for Authorisation of
Traditional Foods from Third Countries in the Context of Regulation (EU) 2015/2283, 14(11) EFSA
JOURNAL 2, 9 (2016) [Guidance of Traditional Foods from Third Countries (EU)].

"% Id. at 9.

2% 1d. at 10.

' Id. at 11.
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RAMER 0 NRABRS MR ARRR R BB ERINERRNE
F2% 0 B4k R B2 AS RN BT 2 — o R Ao fE R 2 R R

203

o

4, ARG A B2 FORBM -

5. FUEATEAR LI EERAR L TR B L T H R B
THRRAABNHZHMA - FREL BRENREE  TRETHOTHERY
EHARAGHEALGBEE R BB EMNEHEZBRLR LI RA T AR -
BRZ AR (B BEREAMFESHE) - RRBEANHAAE (£
B BRI RYE) RENMEHEZRLZEN NE AT SLMEMR
FOATE SR ZRABR AT CERAS R KRR RS HE AT

Vg4

BMAHH @ BER - REE  FHRPRREHRARE) FHH -

6. THAEBWYF X ZRASLARABENTACHE =RAKRA R G ALA
FRXOEALEHYRAENFTHEEA S ELAR LA AT X - RRAEE

BRRAE X T 89 A & FoAa B IR &) & AT A F B3R o

BR A 2007 F 893 FEIRE LR 258 / 97 SRR SLIE T IRIEZ A2 E E X
By RERFSPBEETEARARFE B8R S EY WwHELELETHER
Z AR Rl ek & @R LA H R B FAR Y AR S0 B A T AR A A Y

A7 o i Ll 2 AT 40 0 EFSA RBEMR &G BRERLE &R T — &

202 g
% Id. at 12.
204 Regulation 2015/2283, art. 14(d).
29 Guidance of Traditional Foods from Third Countries (EU), at 13-14.
206

Id. at 15.
207 Recommendation of 29 July 1997, art. 3.1, at 5.
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ARARL BT REAF=ZRAZBEHRRD | BEMNTETHETIRIER & RRAE
B> mBERARMERAEME - EF—ROL FHIEIRINZNDERBIFINEHR

FARATER L Pk BB B BRI T B BRI AE B0 o

o)
G

= RN 4 TG BR

B34S #2 A £ B o) A Ae R R R b R S 4 O B T35 AT ARALE
NERETREENBEARRA WY - £ bh@R Y Riah HIZER
B2 EEENEIEREZIHRE UEDRDPOCENEUARBARGFERE
ERend g EIEGFMY  HHNERRIEE 1S 1L TFZEL 23R
R AE R SH X BRI G BN £ 54 TRMALRDESN > AEW
ZEMFEEHA > AUT 54 BF LU TFTEHIITMN (— KT R LELR

FH o HL RN BB 52 R )

(—) MEERSZHMER! RBEHAERRIZE 15 1 2T HHEN

fSREEA] > MA PR

(=) RAEMFAEETR  WMeBRRREY - ZMBEXR SRR (5
FIAERSEMEBRRRGEELE) - LB F X BAYBER - HRBRf A

BAZERRE  UEFRREBEARARRLIEN A PAARRE o

2% Guidance of Traditional Foods from Third Countries (EU), at 8; Guidance of Novel Food from
Third Countries (EU), at 9-10.
29 Food Standards Australia & New Zealand [FSANZ], Regulation of Novel Foods, FSANZ (July,
221(())1 7), https://www.foodstandards.gov.au/industry/novel/Pages/default.aspx.

1d.
211 FSANZ, FOOD STANDARDS AUSTRALIA NEW ZEALAND APPLICATION HANDBOOK 103-105 (2019),
https://www.foodstandards.gov.au/code/applications/Documents/Application%20Handbook%20as%20
at%201%20July%202019.pdf.
2 Id. at 105-109.
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(Z2)HRBRERT  THREOAZMARRERN AW EZRBLEARS
FTAEMFHIRE - THERZMAMR SRy R E 0 E - TRRKR RS

WEALB F R AR A ek o

() Y ARz B hmEEYE AR RN ZHERR %R A

BERRERRHUH AR GEEREN NI ERVE -

() BEHBEEZTABE SN MR RS2 RAEE

URTRERBEAEE RRRAITA -

fdE b R R AR B B T SR MR S0 A SL e — AP R S 0 ST EER R
BB M AMER ST E BRI EME  UARRE T FEAY E R F @ 45
BN BRSBTS T X AR MR B R X TR AL EETZ

AP o

[0

-~ E

HHERRLZEMW L RE > BRELETREE > 2% 4tH GRAS fuf
44

L
SR IR A B R X BRI EIE 0 AR FDA A bo4B B35 5] M & ¢
(—) GRAS
GRAS 40 Z F BRI AU THma N (BABHEFAMI =2) 210!

1. 4 k& BOR BB -

B Id. at 109-111.

2 Id. at 111.

2 Id. at 112.

218 Joy L. Frestedt, supra note 130, at 544.

59

DOI:10.6814/NCCU202100030



2. IMEM SR ICEME X F BN -

3. BN ZMESA T AR XM ER  DREKRERMHELZEMZW
BIER T BRAEREE AR LRE BB ERYE GRAS 2S5 2 @mER

ENBMERN 1958 EUREFRANR LI F SR T REEH ~ MM EEURE -

AR AR IR L A A — REP T ERAFO B FEMB Loz 3 R
FRTALAGE STz oM ESEE L BEEASMESEARE
M2 AT A o Bt T4 0 GRAS B9 F LB T > B T Bk X F et
ZHER BRI 0 GRAS EF N aHZmE AR MMERT L FDA £ €5
2 =% ik > FDA #4 — 7 R A3 hltt GRAS 5/ Ma Tt > uek
REF B2 EEFALEEN > URAERBRETERALRA QB RAEE

219

o

7 GRAS E#% E > £ 2010 SR8 A] > A F EHZEBIRIE 1958 FUATE L E
Fan % 8 RAHIIF GRAS BE R H X R AR ZTHRE AN L RTH

b — Rl e G PR B K 220 o

(=) BSEAim

CHEFRBoob ~ B LB LlEdhik) 409 R E bR E 2 3 > AR LA uin T

LR BRI RERTH L 5 T2

217
Id.

'8 J.S. FDA, DRAFT GUIDANCE FOR INDUSTRY: BEST PRACTICES FOR CONVENING A GRAS PANEL 4

(2017),

https://www.fda.gov/regulatory-information/search-fda-guidance-documents/draft-guidance-industry-b

est-practices-convening-gras-panel.

2 Id. at 5.

220 Joy L. Frestedt, supra note 130, at 555.
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1. Fh ARG iR s A b EmE - R EZFRE

5 % A o Fe AL T oty 2 AR EFe R A 8 K o

2. Ay BT BEE R URRR S ERS TR Fo Y
(RGO MBAEME) » MRAT TS F Lot H 5> HL P 3H AR

RP B TR fTEIE ~ RD RIRGEF TS E - BRIE LKA EE 1L

N

Bl & RGBT B RS SR G % RS8R e &8 RIE A FHF(ER] -
BEA PHAE) Fok AIEH] (KB E i B RIEH T RE ) URREFlath

%E ’PQ 1%@%5 °

b

3. Aty X R AAMBERSL TR SER S My R EE

ZORIECT REAE R R X R AR ERHLE RS AR SN

¥

RN RAR D RBE R M EE SRR L EE Y N EH

—RIER XA EREE LRIIE -

4. Ihod THE A A O BHTHE B E L RASRED BB E Ao
MR B RIRL R ST B9 H A2 FRRZBE - BN L PR
A A BB ENE et LHMAELNBERMN A ERELE LT

B L2 IhhE o

221 U.S. FDA, Guidance for Industry: Recommendations for Submission of Chemical and

Technological Data for Direct Food Additive Petitions, U.S. FDA (Mar. 2019),
https://www.fda.gov/regulatory-information/search-fda-guidance-documents/guidance-industry-recom
grzlzendations-submission-chemical-and-techn01ogical-data—direct-food—additive.

Y

24 g

25 1d; B % (technical effects) : R oA R 5444 7T 2R S A58 AT H AL » 2o R
@& & B (surface-active agent) ~ 4% & & (stabilizer) #3%/Z#%| (thickener) °
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5. pAT R SRR R G oA T R0 AR -~ A EE - 48

MR IFAZE « RBERBEFRE ~ FRFE B REIE -

6. ST A MM MR TERE | HHKRERMLHTE  FDA
& A4 B # I & (estimated daily intake )3+ & — #& (average ) 7 25 Fv % 8 % (high )
HAZ IR E > UHERFFZHBRATRAL - R TRRENE TaEHFM
23X ~ AR - B AR - BIAME AR SRR T ERE 0 FDA %4t

& B AR AR B 09 RER AT T X~ TR B AR -

A3 GRAS R R SEHAH L R2MPH - ROREHE FAIR DL T 2R

I

DA RBEARE UBEFEREN AR LT R ENE o4 X &8

B LR o A7 228 o

A~ FH

(=) FRMPEREBREZFAH :

(BHP|LIERT) £ 12HBRE 0 REMIFREREE LS T EHY

1. AL EZ R FTREAR TR0 IR BIE RFoA R %k o

2. HIASRWIRE A RMMENORAERET K BRI EA

KA RS

3. FHLFERSE RERABRIYWNEBESK  AHMERIZERITAR -

26 14
21 g

228 Joy L. Frestedt, supra note 130, at 549.

A MR RELERE)  F 1245
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(1) BRI eEsrRBELnes (RaEMmEmiE) » RAILERR
PR R F IR 3 AEEFHRR 00 RAZR FM AR - KR
Sk k7 PR~ 1B R BE SRR R RSERRE B - 2 A
A EE o BIER R RFM R/ Bk R ~ 3 A E H KR
00 R AR R F 1 RER - R R5Av 4 7 F R

(2) {EEHEELATREANDIE  FH A E LR LI WIR)

-

BAI LR MR FERSK 3 ARG HFEREE 00 RBRFS
Rk~ RO REaAo &£ 7 F MR 2 A A M SR E Ry M R AR
N R RRHARERFRER  BARKBRABREMALERAE
VER > RIAF R TR A A F MR I X R E - ZAMEME > B
BRZBRFERE / BupttRR 3 AEMEHFH AR 00 RERLF
MR o

(3) e EBARELZEA (ROEMANE) > RALRIEEERS
PR ~ 3 TRBRIBF LR 28 REBREFUL R - X AMAY  BE

RXAR A F R/ BB MR 2 TH R R -

RIEA R SR TR AR B LT - B H bl B BURGER &
BRI RETHHFEERR  IRBEFFFEFELAGNERL > HLH

38 22X o

(4) B dpat B v & F A8 71 0933 &
(5) ZAMIRERL HBANLRET - LEHMRERER AL A

KBS
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UEE 234 BREREGFTERBEN LA R LR E &GRS
(CMAF )& #0 Z SN E 3 4 BREFHBRIG A GLP X TR E I ©

F 5 AR F @A R RSP BT AR A o

(=) A 2B2FH

(PHR\ZIIRT) B 1I3ERT > AABRRERER LS T I B

1. Bt - 3o T ey & & RAZR M SES BAfoiith s PR A £
MR T RS 7k B A - MR AERAE A RBEA T ROBEE > T
AEH A RBBNBE REL REFR CEREFFRATROTERR RER

NsufE A EN o

2. MRAMEE BB R AR BAGHENEREGHARMNSAHE Bt
IR B B F R R AR R B BB RS G ARE > BEEHIER GG

él] 7‘]‘ ;%&:%”I’fb ”Y"IJ )% 44 z':"fE]J ;)'!e_;'ri ié‘:( },:'i'. o

3. BEHY - MAEMT o B R A BB ARGEORSRY | e~ A
BRARIE ~ R R R~ ERAFE T HRARARBE AR > SR MR
W S B R o AR 0 AE R B R - RS A A B B TR B 6y LA - A B R

Ko EERBUARAE RN BRI D

4, RibFarit ey LBk | Hmey TERALZB R 0 X 2R fumR &

BE > TRREAMNMERAETMEF

B0 B EE > B 134k o
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(Z) 2F AN EARAF A ERNESMTEEH > Bass? !

1. Bt/ AAv 344 € EAFN

2. BIIR iAo Ak B RH RO 80 2 MR Bk

3. M EMAHTIAMERGMHZ WA LIRE

HEHUERZZER (HH) » FRFER R oS H T AT T84
4 EBRERDEIE > wTBE TR B S BB R o LB B R &5 AR R
SREERAMMRE S BATHEMRE (AEZ2RK - HERAK - BT EF)
BEFERBEERENMAMAL ERT S EREATRNBAETTHRER A

TEZRRIEREEFERBEDAREFMHR L FEEFRRERE

RS
o N
e
P

TR (RARERFEEFRELFF L) (GBISIB) AT X2MFLE

RONE - RARERBERS (BRRDRBFIFEEERT) -

FESHEH IR AR SRR ERE T £ AR RE LR 5K
BRIRE MR HEMWRUARAREMZ MM ER B4 M BT EEL
EHEE T MM R R AKE AR b A2 FRIEIE 5] T RO KRB HR

SR T REI AR ERIR T L B R EH

(=) AR LH  EHE TAREM RS, ~ T90 REBREMER

B Ao TEE e ) X MR EN o L P4 "0 REBEFEMHMRR, - XA

BRI B 1645 ©
B (R RAMEENAR) B 815 -
2 R MR LR Y L4530 B 340
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At BN @R R R EwWERE T - RE (4) R EE ZHZ R
Az A Y EERRIEY —HRBRHHM (EVRAR) Z 90 REBERFH
MARERE R BATE EHA Y B B R TR ERFRIAEIGHMET R EATPIT
ZE i o B F SR ARAFE TR R RARA LR MR P58 B

PEE (w— 0 L) MimERRREHURES -

() BhEEAFTARFT LARFXMBAI RS MIERL MERES
BILL R R G E R TAR SRS, ~ 28 REBAEEHR%, 2

HHRBAA -

5 B Bt RS IR S A 2 AR B R 0 o &bk e i AR - 1R M M R
AR BB MRS AV ESE (@R~ o~ AR BER) X
B~ AAIR R E e BB RIS~ A A BE > BIFR R EIEAE A AR B

ZH o EBA R XA AR EOMTEREETH > BRERANELED -

PRk B3
P Bk B4
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£~ S BURRFRE R 2T i

(=) K7 HHBRILE AR TEH R ZHEd

BT AR T R SR 4 H B RALE R B @R B A AR B A
B2RETRSRIEZRGTH  RAEFHMERARRNE - A ZHIL
A 5 2 M Bt 2 AR BB Sk LT ST T B K R A B TR R A B A
TR O PR R R AR R B T B B KA B 2 MR R R

¥ B EEF R B BUR AT IRIEAR M > BREFANELRAE -

Ab o AE - EBATREREATE T ARMALR S TRA A BVE
BTR @R AT ) 2 AR M B 7] AR A B e R

Fr % SR IR By SBR HA 7 o

(=) & B Z Ry B F A LRARR

BESBAMERTRROHAEFEEH  KBREABMUME > AFHE -~ B
RIE B EHARERAMAMNAE KT TRELBEFTERMN B RKR
AR R 2 B o & B A8 B A SR SUH BA AR ) AR B SR ER AT 3 SRR Z AT O
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F=f LWATE ERH

B7 B AT MR R ST A BRI ) R AR A ko0 HSLEANB N TG AT 0 &
REFXMMERER" LTATEERS - ABHLETREA & @RRY R LA

PEN T RGFEEEMAL ETEEMRPAZ 5 EayEE - mERRZATIR

—

MEH (ARG TRRIERES ) MR ARRZEE{N

— s mEK

MERBRLREMES IS EE2EIHT  F@BEEARTE 1 a9

EMRL ZREANBNTEANAAERITHESERBRESF > UTNEB

(m)BEBRBLRFARH LY B THEARR LY E LA REDH

EAATFRE REFHEMHBERSD

() dlsRA? 2 Lz WL BAREOHRRENARRS  EULTE
FRBEEERMEIRE RS EN AR S BB BT X5 M0
TEEE AFRETRERER L P BXHBEETIER  FHAZ
B ZHMBMRBZ AR LB e TN (ARETEBRE R hRaEs
ER RABEL RRSRIMBEALEH) MBS IS EEE

AR T Re YL b 3 A M B b A Bl 2 P A 4%~ (the text of all labels to be used ) °

2% Food and Drugs Regulation, C.R.C., 1985, c. 870, B.28.002 (Can.).
237

Id.
2% 1d. B.28.003.
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WM ERERBsZ R HAEOHERT LS 5 EEMRMAB A AR IS
B FHE B UGEE R AR R R R AN AR E i s Wi L 0

FRAB B A2 o LB ZRIME R 90 R > Y4 MMITERITESE LT E

240
B o

S |

% 2015 /2283 3R MRV & 3 T B 3 #758 MER 3% % % (Union list of novel foods ) °

BB PHEALUICRF EPRERAAPHE SR ASEEAZIA
P SR F & P e B 2015 /2283 SRRRIR THE—MBEZTEAS (% 10
E134) > K TREFZABGRS ) £F (F 14 E2204) P &KE TR
AREZBRELRS  ZHE  FRTRURZEN X2 RARLEHE  #45F
AT REEAE Y 2GRS 35145 K %E %K & (European Commission

LT AP EE) HEERE > AT UEBEEARY THY -
—BAEH AR DR T RS ZAGLRD  BTREET AN
(=) 93544348 B ST -

E P E RO ERALESZ AR HE N0 F X R KK
BABEBEZETRESZRA IR GEEY RS R B %R LA ER
F

REBHUE B AA AL RREARZALLERABELES > BRSME

239 14

240 10

21 Novel Food: Legislation, EUROPEAN COMMISSION,
https://ec.europa.cu/food/safety/novel food/legislation_en (last visited Nov. 14, 2020).
2 Id.; Regulation 2015/2283, arts. 10, 14.

3 Regulation 2015/2283, art. 10.
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B RE > BER I 2 X b — R AR SR E™ o EFSA 5844215

T GRIALITAA B Z B 0 £A2E 100 % 78 TR kB -

(=) EFSA %2 #akf

1. t— M ER R R TS AESRBIFHEZ > TEEN—EA
P9t EFSA 2R 2 £ E A48 > ™ EFSA B ILE| B R4 BB N H43% A5
Z 52 M BOE A BE G B 2 B T ATIRAE B A L3R 2 EFSA 3R A P HE

RBEIIBEHUEES > QB AR 9B 5 R ke K2 -

2. ¥ TRAFZBMBLR S, REGRBIFHFE—EAN > FHAR
R L& BB A EFSA > & B B EFSA B2 ¥ HEw@ A N > st A
BZRAMRAREASEE G AR b FHEEFREEFZINERRL
A8 B EoRY o BB 0 EFSA BN MBI ¥ HRAEAN  #HZREZEERH

B s 2T 3 B RH AR R 2 R AT 345 AL A S 320

(Z) BEZ L THT > EHMRAMBARRLIL

L St — MR R > & & /EY EFSA RN 1 0 B ¥ 3
£ (KA EFSA ZREXTAWB) tEAN > & TARE LTR AL EH RS

5,]2\:{251 °

24 1d. art. 14.

% Guidance of Traditional Foods from Third Countries (EU); Guidance of Novel Food from Third
Countries (EU).

246 Regulation 2015/2283, art. 11.1, 11.2.

7 Id. art. 11.4.

28 Id. art. 15.2.

9 Id. art. 15.5.

20 14 art. 17.2, 17.3.

BUd. art. 12.1, 12.2.
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2. ¥ T RAF=ZBE%E S, » FFEFSA M EEBRELZ=BHAN &7
VR m ETAATE R ARSI £ 244 B B EFSA R4H¥ AR 2 MHiRA

B AL o RERLTFLETHRTER ARSI A FD -

BRERE BRAMBARRBZIBTRE T RENARR SRR HK
FRTARMEERT  BRIZEHAREFHMELEN  #454 TRAE=H
Bogpd FERARMBENOBTREZ TEETRIZERCABRLHMEN > mIE
BRAERAZRZEWFZEAETH - A4 FTERER ZREABKREBTES
FREEMEMTRRE  —RARRELREKTE17MEA > "REF=HE
Broh | RERAFLEI0MBA > AMmsPHEFTRIBINGEN > AIILENTF

FHEAP K -

=~ RN $ 4m 05 B

BMia BRI ER (R TR LRER) AR HEXESE W
HFEMR R RRIE U RS R AR E SRR A
ARG T XM SR AR R LT AN AR IZEHE RO T HEES
FMEFEIIXH T REZERFINE - ANEEZHRIURALEH T Z X
B AT ¥ FHARRM B EHNReR BB ERNRIEEE SR

A

Wik A DR TR E Rie b AR E B R R R A 5%

B ANBF LA PR T %R S 69K IR &R S0 AR B B P B BT

Id. art. 18.1.

Id. art. 15.4.

ACNF, supra note 30, at 1-30; FSANZ, supra note 211, at 103.

FSANZ, QUESTIONNAIRE TO BE COMPLETED BY ENQUIRER,
https://www.foodstandards.gov.au/industry/novel/Documents/Questionnaire%20-%20for%20ACNF %2

NN NN
[V RV SV VY
[V SV N )
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FEMHALEEMAMWB R ZBANERE AN A LN RAKA S
TzHEbE— ok RLEEBREFTARARE LE0AERATEH & — 20k
Ml TGRS BA T HEANKAES B S EREBR AN GRS

kB RATLAR WA F A ¢

(=) T4 "Egles ) ARSE THERAES | 2 A

B BRENERRSZE IS 1 ARTHAES TEE4HRS ) 2 &
REE - ZHETERMAR  XRE TR T EAZRLZIRENAT
AN RARMAGRE N EFo R 25 RIZAS R e A2 EH
A NELEERAREMN N BE —RAEATEANBEARZIRTFRS

iin e AR B RS BB X SR B R R SRR -

|~ Rk R ERHHMARRBE L2 REEY

e E AT R TR 8

HE

N

& Z
(R4e )

AT FERBEEN

F

A\

&

pok

Oenquiry.pdf (last visited Nov. 17, 2020).
26 ACNF, supra note 254, at 2.
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EHRFHFEHNERESRETHS T HEARER XX RAFARE > T ilie
BERAZELETZ HaEEREERE B €(Advisory Committee on Novel Foods ) |
3% K238 (recommendation) ° ARILEBIL BAETEEMS » TEEREREA

SARER 2 FE 35T

(=) FRBREDREMFEES

X

FERGATAFMBRER D AR TEERMRALFA M ERR

-

SLBBAIMR R RAEA KRB N A LA R IR T ZEY £ &
Fo B BB MRARRBARR FHZERELTH - LR R LIZESY
MET > FERFF - AWLEBER - —KAR4E -~ 5 A2 (minor procedure) ~
* #3742 (major procedure) AR B ERBELERE - R THHIARZER A
ST RIS THE S8 E R T H RT3 5 AR & 12 R A2 45 4t
HABRERBAMZR L HRmERAE S TRT R R SRR FHE o Bl B
B TR EREMTENRLAE  EUHRRREILELE - FLFERAKR

ZHEBREHRA c Bk ATFTEMBN— B ERAEIRE

A AREANTEELE SR % eri® " 78 34 (administrative
assessment) | ° MNP FEXIRFEIHCHE THFUNEANTEZHNE
B0 b —dEy AR EIBANRRSLA M ARERSIZEEE G RIS T

EMAEREINEHE AR P EEeR A LA AR — e x

27 FSANZ, Regulation of Novel Foods, FSANZ (July, 2017),
https://www.foodstandards.gov.au/industry/novel/Pages/default.aspx.
28 FSANZ, supra note 211, at 20-22.
259

1d.
0 Id. at 17.
' Id. at 18.
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BPEERRNER  BRTELEHM KN RERFFLEN AT (public

consultation) B9 REBURAZFTFRERZEE o2 EHR

1. — AR

BTHARALEZ Rt B2 BB — AR X A5 KiEf8E EPF 3

ESBRAMBOMEN BERDTRAEH RS FHRAREH TR LMY ER

I

z
HE%E CTESTRERRLEE 1S5 1288 Wik ARARNES

—

>

BOEVERBB—RNFHA AN RERNARBELEZEF A BRI
A% BAFFHERCLERAEIE > PHEEFAENZLERAENEREZ (HRA

10 R) » BEANRBHEE RS -

dn e BARE B AR A BB B IR AR B o 4 E R EAE BT
PEFE 0 BT A AR A A B RS T AT B

RIE A 9MmA -

2. X &mRAE

EZRBRHEERE &8 2R BHIEEL - BFRMOFHE BT
@ ARBHETRRA EARY S - AR ARNL LE) TEiBH

RNFFH > —RAFEFGERERE - HRBEETARA A —RA AP

292 1d. at 20-22.
263 1d. at 23.
264 [d

265 1d. at 27.
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SBRE T ERNEE > PR THARL ERERERE (MRA 10 &) 2.

BN TR E B EAR M R RE W B Rz B4R -

B4 ERRRAELENGRDZIARER —RAES > TE U OFH
SZEMTTRERS AP —ROAFFNF R ELEFLERD RAE - 5%
BERXRAT TR GAATRTEATFREZBLERZHBN—RAREEZR
e LR ARBERMRS  MBEPEIEEFRGRE  REXEAF ST

MK BREBERERR > XMRABEKN  REBLTRTHELGFH TS

12/ A -
2~ R R SAZE B HT AN AL ERE S e
IR ARABRZAEAE
T B3R AE ,
e H15BETER
(ko 35 % 25 A% BIEALES) ¥
GRS A Bl A A ,
. " # 20 AT X
(222 AMER) 920 184
R L S
(XZAREHBEHR) 4 128 A
BEHERIELT FE IHXR
/B EHRIELER
A% ,
- # 10 18 4 R
(AFAL ) BiotalEE &) ¥
266 14, at 27.
27 14, at 26.

28 14 at27.; REGAZEFH LB -
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BRtaR R E R It R P FEXFE AR KRRk ERLERMEA >
RBR R ST HA RN T R E A TR LR SuAR 5 EHF
EREFERT AP FHEERLREESMH KIANEXLERFHZES™ - R
R EAHHEREEL S ERIES BATHRERY B ELRRGHZTE R

BTATHR LR LT

[0

M~ E

—MERR MBERSRNERREAN LT EEedmERLSF LT ESLF T

BAF FDA 7T 3BT GRAS 3238 U TR N8 > BthEmEZ RE ¢

(—) GRAS ZE#E

1997 -4 A 17 B » FDA 7Bt #2305 GRAS RAIR % - 34> 2016 F 8
A 17 B > %4 GRAS R&IRARA] > £ F €4 GRAS @42 7 g g e -
st¥fi@ 42 5 (Notification Procedure) ° 1&% FDA & 222 38 A S & X
GRAS i# 41 £ FDA #4778 & » RANBE R B4 L ATH FDA B AR 3% &
M » GRAS @iz 54 BRAMMHE » BB FEE LT @4 FDA AT 8 &

3% (GRAS self-determinations ) & % %44 GRAS #.8]°7 -

LEHEFL 5% FDA A BB RN ETATE R GRAS @40 E > RHF %

B e LEMAAEHEE AR ANER X B % GRAS FF /4% 5

%" Id. at 20.

270 g

271 Qubstances Generally Recognized as Safe, 62 Fed. Reg. 18938-18964 (proposed Apr. 17, 1997);
Substances Generally Recognized as Safe, 81 Fed. Reg. 54960, 54960-55055 (Aug. 17, 2016) (to be
codified at 21 C.F.R. Pt. 20, 25, 170, 184, 186, and 5707).

212 U.S. FDA, About the GRAS Notification Program, U.S. FDA (Oct. 2016),
https://www.fda.gov/food/generally-recognized-safe-gras/about-gras-notification-program#f1.

7 Joy L. Frestedt, supra note 130, at 554.
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iR AR &TFTREMFE GRAS X3HE > ALELEBNIFRFALRATE HE
GRAS™ - 2 > FDA Freftey " &% & (no questions) | = & & &4
oG THIMEZRARWNEREBES —BRE  LAFNIELR RN HEZ

HEz ko > B FDA 784 T A8 B 31 A SA By ok 2K JE R R ih 2R s B A 35

E275

FERBEEFDA R BT b EREFALMGUT ER:

EME ARG RARMH -

2. GRAS #1322 » 4a3Z W 1958 F AT L kR A L8 -

3. MM E R AR ZEMHALEE AR B E ML aN
ZhR AR B AR L AR — AR PP T BRAF A B R e a2 3
FMeFR ARG LE SMEXREMEGE#EYNE > AEFAZMEREA

BRBRAMZ T A -

W B @EEI0ORUN FDA € Z @ H XS 40P FH 2 B R E 40
ZRE BTHBEE R AT L TRMESS GRAS BH L% - HIRXZEH

RBEETRAM AR E SR L 05K — R ¥35%Y - FiF FDA

>
7

&8 M - Bl g2 8 RN RNEEE R - SHE 3% B3R FDA #340 %

B 3 (U.S. Department of Agriculture) & &2 28 B> o — ™% » FDA

7 Id. at 564.

Intertek, supra note 77.; Id.

Joy L. Frestedt, supra note 130, at 555.

217 paulette Gaynor, How U.S. FDA's GRAS Notification Program Works, U.S. FDA (Jan. 2006),
https://www.fda.gov/food/generally-recognized-safe-gras/how-us-fdas-gras-notification-program-work

S.
278 1d.
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e BT B =420 (1) @8 #N @i T 44 GRAS 89378 & 235 (2)
B R EEIE L LI GRAS 0937 A A B EUBBRER  AH
ERHOBERBHEAHIWEZ R RN ERE ) (3) Pl tiEsmE

2L -

(=) RSBt EEH

BRSO ETHEEFRARR LA M FHE (Food Additive Petition )

Z FDA > ZBFHFEPMRBOMM L EHEN  FEZMERERHEGER LY

2R FUERANRY T B EFET T RAS AR B ER A
AR F R R e A~ TR 60 A 1R RAE A 9 A2 AL ~ A8 B BUIR AR SR A e 7T fiE
TROBE R ERBFTAE R 2 E R EN RO ML AR AR

A/l 75‘351{5]‘]- %‘J’i&iﬁ,—i ?55281 o

WY  FDA e EUTRE WEAS ~ Ay Adit;

9\*}

ERE I RRAPARREZIEE REHFELETHRAREZI RS
£ EHE™Y o £ FDA T FiaE SMMALERRLOMRE  HRE S

Sl A R THE o BB P FH T RFH AR - FDA NI AR
(Federal Register) A % BAFE AN TR BT > — &R > HMBEXFFE
ERENA Z T L LQ A 24 18R o 5 A MO FEEBBTHR S F A0

HERBERRAREM > RAREAYEREEEN FDA BMmTHEERPFER

279 14
280 21 CFR 171.1; Joy L. Frestedt, supra note 130, at 551.

281 Joy L. Frestedt, supra note 130, at 551.

282 17

83 g

28 Jd. Center for Food Safety and Applied Nutrition, Guidance for Industry: Questions and Answers
about the Food Additive or Color Additive Petition Process, U.S. FDA (Apr. 2011),
https://www.fda.gov/regulatory-information/search-fda-guidance-documents/guidance-industry-questio
ns-and-answers-about-food-additive-or-color-additive-petition-process#answerB.
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REBIIF L BHERAZ LRSI ER > AMEFEZXHSEERATHRRE

FDA Z & KMmALE » TG FHEEEHERTZ™ -

(Z) GRAS EE LA SRR E AL M2 R F 2

R s HAHER R A F 88 GRAS #£F @ R RE LR M FERF LT A
B RN BB RN ZME 2 A8 GRAS £ B8 L T AT TR 5 F B

ZRAHEHBFERBERYBEALE S  HERBREHNEELS -

EGME @B GRAS £8 AT EARZAAMAZHEREHCHE LR
boo BB R ZAR T oM EE o330 - 48 B H i S
FRRZAMMAZEBEREHAAER A MY > EhB#Hi%E FDA #TR 2N
FAZY o 5 L4 FDA ABRSH PR REEES  ® THR
& GRAS B ZHAMHRA A BT Felk ERETRM - Hob > BAT
TAFAE A —#H XAFi88 GRAS B & B2 & 3240 H 7 1958 F LAAT i AR R
My RFRBEAEFEZZARELHLEATES  AMLFT KX THE D BB

BATEH+2! -

A~ FH

(ZEARR) Fo (FERRE) GiRE (FEME) TRIHRIBRARE

STMAAMESEFARERIEHNR

285
286

Joy L. Frestedt, supra note 130, at 551.
Paulette Gaynor, supra note 277.
287
Id.
288 [d
29 1d.;21 CFR 171.1.
20 paulette Gaynor, supra note 286.
21 14
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8. AN HEYHEMEN -
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P AW SR REZIERT) B 61K
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REE

(2) FHFMMFEEHEY  HA ¥ FMHMHHEELE ) » — BT RE
Fo P FHANE B IEG S IRNE > MEFFMH I ARRTEA M ER
g 0 TR REEHE
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FMHLEELBRE FULEE BB FRF TR ERLE |

WiEANCE] TATHCE TR AT A BT FN—RMRER
AU BAE R ZAAEBAE 1y W AMRE SRR TS - AR A
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23 @ kx> 20 4% o
24 Bl EE > B 224k o
295 F"]_L%i o
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EBZBBRREMIHE I AGHEE R ARER A R B

EA®AE BREMEER

WRFEM R BEHEEHFEERMERYR 2N FETRBELTORETE -

WEHIE D  BHAMAE S KL E S @ Em A" o

(1) EPFE FHESTFERITAGHE st & —FH 205

R R AR ELEBEEZFN PR eRBEL T T2

W MEHRHRAMEERE) B4k
TR B T4k

28 Bl ko H 1045 -

P B E3E o H 11~ 16 1%

0 B b3 F 14154

OV R E3E s 17 45 -
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REGER  FECRBLT TR E ) &R HALE PR
EEFEALE TABCFTHARTEER ST 2 $ AU P HE
RUBAEHAE AN 30 BNREELEE > HALEE T CRAKE
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ERBEEEAFESBHER AT ENET T2 REALA B TURALBARNERALR
2 BPEFEEERM -

AR BBERRENEERR) B 21 15 DA ¥ EF RSB MBE IR B
¥ B REACH AR ¥ s-tM s aft EMARAE 02020 F4 A 10 B » @3k :
http://www.cirs-group.com/foodcn/news/11584.html ( &4 % E 8 12020 11 A 178 )~

08 susA > ATIB3E 307 °

W MR RBERR AN EERE) B 22 4 -
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T ACORE F A (A1) FARE T IR DA RS, MR
B MR TR H2)
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2§ I I Vs <Fnei>
war | [ mmms || wow || pmmn |2 Iy 3
it Ram | | REAR T R Rnr e st AR THFR
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2EH CrTE P Ny ANEREE
ERATEMEEY Ex4H
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FERLERBRBELT
GEHABUR DA
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A 3 #itt
ko AR oz )21 pannm
FREE
3 LT3
v N
ok BN FAKLI TR T THA S
T EA © MAATHA AR,
I B RN b A

t - ZRELERRZILEBRARE

(—) AR RELREIEHNALE

ST MR R B AR EBARBF S AREEFET X - — e 4
FTRERE) 75 R 46 T MR SR B SL ey TR R 86 — B R A BN R ey R E

AIARKRBAB R T EANFMRTF - A — o LR EET RHERANRI S
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FR AR B F AR 0 do — MR R S X R A W E AL TR AR S R S A et g

RBARDE  BERBEAGEN > TREFETHEBALR -

=AM R G A L TTIRZ R » S5 I ey MR M RSB RS 25 AR E AT AR
MR ah 2 R RA 0 LA AR M B R A AR B AR 5] B0 EA 0 T T At SRR BA L H
B e 3R BATHE 7 N BT O35 T35 TR W E FHHFHAE - S RBRANR
Su SR EL BT AE B A R A RS AT B K o) BoRAu AR 2 0k B R AT R R S AT
FomBARME LN BRI EM  RRESOEMEN R EF R AEN

IR MRE  RARFEEMEEAM TN DM MBERERARNLS
(=) BT E TR R F EF 7

FURTFFCENHRRBRSET HAERMATE TRAE AR 24k
B REAGEZ AR TR ROFR AR TTRELZABTEARZ 1k
BAFHFTHE MER LTI EFRNEGT - AT B ELEBMAMAANILE T8
REBUFEFREM > B8~ R MR R BRI R LB R SR FARRT
I FEMREF EFAHICE TR > LARER SN TR AR B B ORHAT A9 AT BURAZ B -
AR PR TERH - i~ AR BB R X 3k G RWTER P AL T E
Fi MR ) > Bp Ak sbab B R F 5 E4F LT Ae 7 R BR A B BARBT R - 4235 RN AR + A
AT F AR AR £ o R IR RN G TR TRk B EEAR T T AR v i

0RO Y 04 [ AR
(Z) BAYRE®R "Snms | 4 &

BN ECRA RO BARRSAL  TE(RERT) YA BHN RS
BERE  ZFE TRAAARGHEZI L AR AEE Y R E FF 145
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TR EMNEBNE > BARFE A ERY R ER L EBRBITRGHE -
REBHEAARZOERRAL  FERSZURINHAZETHERMELERAE K

A BLIGARIR IR o

(m) REFE =AW E%E S

BRUBATHAMRRRAL T BB " REF B EK4ES | ZEHR
2o HEB ey A R mbiER S ¥ BB R A LR BN LT & P AR LR 4N
BN FE R ZARRAREY - BAMEA RA4H AT A RARERKZ 4R

SRR G BRRE -
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Fwth HPEHALZIAHBEERER

BRFREREE H RS R SRMBARRBAMREZ AR AT S
M @k B o) BB w B R Sh k8t & B € (Codex Alimentarious Commission,
Codex) *"" ~ WHO ~ %t 4 B2 & & 2 % s %% (Food and Agriculture Organization of
the United Nations, FAO ) **° ~ OECD**' ~ ILSP* 4 48} E I 4n 4k > % & 4+ R A
A AR 00 37 M B S 51 AR B SR R4 & B S o stk B M A R E RD R R B R
MEREaMPREE R F A2 2R B RRM EMELARICRZ 2%
FRE M ABEMERERBNERE § LR LB G HIEs” - K> BHE
MELEREBRRABERSEESL U SRAXRETNTEARE > BATREAKY
REBHUFARRDLZER BRI R EZRBZ T T B SR K

SEENARBNSRD (WREVNAMR DL —HEMEEA) LAEHHBR &

3 ek B R O AT B 5 MG SPS R T X R MR KA o SPS i & AR BN R %
2T EAZE 1445 B Codex Ff 4137 24% % ~ 2 Al &, # 3K ° Agreement on the Application of Sanitary
and Phytosanitary Measures Annex A(3)(a), Apr. 15, 1994, Marrakesh Agreement Establishing the
World Trade Organization, Annex 1A, 1867 U.N.T.S. 493 [hereinafter SPS agreement], (providing that:
“for food safety, the standards, guidelines and recommendations established by the Codex Alimentarius
Commission relating to food additives, veterinary drug and pesticide residues, contaminants, methods
of analysis and sampling, and codes and guidelines of hygienic practice;”).

320 Codex 44 & B3 WHO #v FAO # 1963 2% 3Ll & H41 & B A A% % » RAT & B S B M
B AREBUT ABAR A AR E T XM A - Bk ARTEEEASZORETITL
Codex ~ WHO #2 FAO A7 s 2 48 il Rl 8 B A HE it © 54 1 BIIR R ik % B @ (CODEX) >
THREEZ B oM RKRIE S > 44k ¢ https://www.baphiq.gov.tw/ws.php?id=12340 ( &%
B¥EB 20211 A88)

2 OECD A —BUR M BB @M - £ 2 TAEAFE,SH - LRAE ETHHA ~ R BUFFH
UERBEBBERHFFXZRNERABUFH @B EFRBER > 58 WIO K B - 44 1 &5
RHEHR-%%EE =4 OECD N ARBE L HBEN » @ENBAKRE 5 AHEH AHM > 2016
48 A 26 8 ° 444k : https://www.trade.gov.tw/Pages/Detail.aspx?nodeid=251&pid=573934 ( & 14 %]
%8 1202141 A88)-

ILST A — 2R IE S Ak 0 X2 GEBHERIANBOEERLE - HAABRN T A I8
BURM RS a8 > THRRBEART HHAMREE R KWL A4 1% 648 B3R E 880 A —
E ) 5-£ 1B - See International Life Sciences Institute [ILSI], International Life Sciences Institute
(ILSI), ILSI, https://ilsi.org (last visited Jan. 8, 2021).

323 Organization for Economic Cooperation and Development [OECDY], Introduction to OECD Work
on Novel Food and Feed Safety, in SAFETY ASSESSMENT OF FOODS AND FEEDS DERIVED FROM
TRANSGENIC CROPS, VOLUME 3 19 (2019).
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UTHAEMBEREEN S T AL, ~ TREASSeS 82T ke

| =% > %32 OECD ~ WHO / FAO ~ Codex #= ILSI = 48 B 2 3% 4 -

— >~ R — MRS

TR T B a8k et 2 AR L — M ey R E1F & BT
pheb A A Rl 0 BIRIEREI MR E 09 R 5 0 Bl R AR RBGE 2 R A MIREAR
AR @52 52 o LA Codex 414 T R G BE AR Z SR MBFEEMY | FFE
I RHARE A AR S EETHRRAE  RIERRE - FHD TR
BT AR B 6 I8 B £ % o b2 4 > Codex TR LR S 2T AAZ R 558

Z M AR DR B A SR A S 0y A AR B o

— 7;% Eiiéi/é\n%

1990 R AR ERRZBRELIBERASTSEME  SBA2HL
HHZE SRR I ELEF AHRRASTH L 2R METH e

16 3072 3L AR B R ] 0 AR B S ARG

324 SAFETY ASSESSMENT OF NOVEL FOODS IN CANADA, at 4.

325 Codex Alimentarious Commission [Codex], General Standard for Contaminants and Toxins in
Food and Feed, at 3-4, CXS 193-1995 (1995),
http://www.fao.org/fao-who-codexalimentarius/sh-proxy/en/?Ink=1&url=https%253 A%252F%252Fwo
rkspace.fao.org%252Fsites%252Fcodex%252FStandards%252FCXS%2B193-1995%252FCXS 193e.
pdf.

326 Codex, General Principles of Food Hygiene, CXC 1-1969 (1969),
http://www.fao.org/fao-who-codexalimentarius/sh-proxy/en/?Ink=1&url=https%253 A%252F%252Fwo
rkspace.fao.org%252Fsites%252Fcodex%252FStandards%252FCXC%2B1-1969%252FCXC_001e.pd
f.

321 Codex, General Methods of Analysis for Contaminants, CXS 228-2001 (2001),
http://www.fao.org/fao-who-codexalimentarius/sh-proxy/en/?Ink=1&url=https%253 A%252F%252Fwo
rkspace.fao.org%252Fsites%252Fcodex%252FStandards%252FCXS%2B228-2001%252FCXS 228e.
pdf.
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(=) BHFFM®

=

A LRAMWIE S @ > WHO #2 OECD zZ 3 "8 B %M (substantial

0

equivalent) ;| X R > BpZAERR A KR BA 2 £l 340t TE EA 4B
WEEHREREZ TP e smE @ (1) ZRBEHNBI
ZHERBE (2) ARRERDEREWTREEZIETHE  WHRBEHE X
SRRABLZEGREBEASHEH R DR TR Z 2 MPE o £A
THEREZ B F | 8Kk R M B R b
BERMERAICHE e E > BAR R T F B AR AR 2 AR

£ EAEEWN L 0 REAAMER RSB H 2P
(=) Codex #H B <

LAEEREHERN AR E > Codex ZA8MEFETI MM R BE L Z AT
0 B ARE T  EAMERRZAT > BN RRAY 82 EREEZ B R
£ N4 AR RS RSB EGA S 2 AE B MR R ST LA B R
Codex FAEif sbFA R Shta 5 £R B AR M) ~ e B HREEZ B0 0 TR4HH

R EVAFPEF) AR B R SRR Z R 0 AR R AT R -

328 J. Howlett et al., supra note 27, at S10.
329

Id.
30 1d.
PUEBK -~ &% GMO/GMF BRI Av B %32 7 ik > w3 84= ~ R 224k AR
WA FRIRY 0 B 98 (2004 F) -
332 Codex, Biotechnology, Codex,
http://www.fao.org/fao-who-codexalimentarius/thematic-areas/biotechnology/en/ (last visited Nov. 18,
2020).
33 1d.
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(=) OECD

B 1999 FAe > AT Afo & B4t A A £ M BT AR A R
OECD Fil 4 & #H #1520 R 5 AT BF 50 30550 48 B RURR 2% MR 0380 - AR AR
OECD #tE{ X @ MR Aot @ FwI R A KB B RA #E (genetically
modified organism) > KA A BN E Z B> X THRREHESL > — R D REH
o b A M EAT A E A e EY o BEN OECD T #7# 8 M R 5b 2 & &%k
& AEFE > AW OECD 4t RLMMARFEEMFT A » HEFEX - HHRER

BEEREHSHFRRZ— -

L TH AR RR REE TR N a ) T X

2017 §# » OECD # 7/t A¥ AR SfaN R Z T /F ] A

( Working Group for the Safety of Novel Foods and Feeds, WG-SNFF ) **® - OECD
H 748 WG-SNFF 7 B o1 & 36 18 & B Bl Av Bk A 40 > 6] By s i 55 B Ao
FFZAANERM A OSFTIRE BN Fo R IEFH > LR FAO* WHO F= OECD
TA¥RIT%£EEMEEA € (Business and Industry Advisory Committee) ° & 2004
FA o RBHBRE P EAKE - PRANEBER N LFREH AR L
2IRMG3R o WG-SNFF R B b & BT A R ¥ MR RBUR B BArieis > B

SLiE A B R NZE A R E B2 A AREDMBAM B B Z DML

334 OECD, supra note 323, at 19.
335
Id.
36 14
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2. FBATHEA — E 3R F

BHTIREZERAZ2MFEARMIET TR %M & WG-SNFF 43 R E 47
BMFEMR S Z R H8AE B R AR R RERITEZN RN T
EH o MMEAARARBERBANSKEARZREZ 2F TN > BB OECD € AR A
AR ELFEHM & WG-SNFF @352 2@ R 2 E38 S8 he@
WA B ERBEAEE I RAR LA RAE DB L R
Wl ERGHAERBEEHEM TR EMIFHELELZSFT ERAERER

B 7R 42 FAO $2 WHO 4487 -

HMXHNEEZRIE WBRARAR R DRGSR DB ERA RO RY
FMb L AL L BHALEMN DS ERAAANAR KRR ST
K5 o oty XA JE R AT X (R G AR RBAG AR E) - (424
FRMIA T XL M AR I KM R BESMWIFHEIELR A B 6 - £ 2000
£ 2003 4R > Codex Y 4 HRIMHZ AR WFRRAEAFRAREHR S

Z A8 AR

3. RARBR

SR R R 2021 & 2024 SEABATHIL BB S EE B S BENAY

BT S FOT ML ks RRGEARD  AIH W EH AR BHE ¥

(4

THREGI AL R SL R A A B AR

37 Id. at 21.
38 1d.
339 Id. at 22.
340 [d,
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=~ BAeHAS RS

(—) OECD

OECD X & AR R R 9 R SlE A Aet > B BITEROARIEIE R T
AEBERLIN AT HEZLHNRA R KRR RS AHRE N TS ES

R ABRAEAF S AZRBOERERERERL

1. %A L& KRF R

B F 2015/ 2283 SRARADF TR Z A LR X RS AXMAN AR L
FHERY  BELBEMARRDERT RRRILBEER 2R BB R L KM
FHBRRZAARN CREI SRR AATHEZ LA Bk s H 5
KA R HHEAF R 5854 48 B 45 5] 4% B & K R ab (nano food ) 7T fit & 4 X f#
BRI~ EMSFEE ~ T E B5E %Y - OECD 75 & 2010 42 0 2k FHk
4 g T A5/ 4 (Working Party on Manufactured Nanotechnology ) % =18/ 48 > *
ZARBHFRHAH SRR L S RARIE RELSBRREBOHZRE AR
B BUAT B bk EAE » BAR AR R @ R B EE R AP

T 7 OECD BAT4H 4 25k R 2 48 AT 2 A3k &3

(1) ZIRRBHRERE  RER KRN - HARRED TR

SR R R

341 Regulation 2015/2283, art. 3.2(a)(viii).

2 1 eena Maria et al., Ethical and Regulatory Issues in Applications of Nanotechnology in Food, in
FOOD NANOTECHNOLOGY PRINCIPLES AND APPLICATIONS 75 (C. Anandharamakrishnan, S.
Parthasarathi eds., 2019).

3 OECD, REGULATORY FRAMEWORKS FOR NANOTECHNOLOGY IN FOODS AND MEDICAL PRODUCTS 8
(2013),
https://www.oecd-ilibrary.org/docserver/Sk47w4vsbds4-en.pdf?expires=1587016895&id=id&accname
=guest&checksum=36C2525724F816F92C62E4E2376FF1F1.

344 Leena Maria et al., supra note 342, at 82.
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(2) St ARME R Fo 2 23045 #ESLAF & 2 K R X 638 5 Ao i R 7y 7%
(3) AREB RN SRR S ~ JFBURMEE B Fo ik R 5] X 2 &4F

(4) =TI Efo FIRRRGE EME X457

(5) RIZKRRGEEZAY (LSHERFEAHREIEE) AR50

DR S F R G AR R A RILT T RE R R NP Y

OECD Z 5k #t4th 8 TAE iR & AR £ 0 P T 2R A 8B M (Jo
BEERANHERRZ C60 - Afusrfnfbay F ) RIM AL 111 B4R X288
HRRBEHPE - BT RGP REFEZE - RHEARSHE TR
o gk E B MR ALK RK T AT (intrinsic properties) | Z B3
H 4% OECD #83k LBUF » RAABME T/ NaTRE  F LR RHEE
R TREEANR S S ZIE R A A S B R R A2 A8 M 4 Bk
MO0 e T AT AR RORHAE BRI e R B SLEAER 0 2016 F—HraRE TR 43
w® &%k (gold nanoparticles) st 8 » FRA% 75 69 57 Jr ik BORIR A RS Ao 3R

B ey BRI 18>
2. B REMERMERRL

% RF B £ #1EM 8 (Principles on Good Laboratory Practice, GLP) & —1E
HHERE RO LEEE A% OomBE e it d M IEE R o) ARG Ao
BB ARG (3t~ Bk~ Balfoinsk E 2k E) W F—Rmam x

BHABRRA B A A MBOILEHE L E S HARERERRRI RS

45 14
0 Id. at 82-84.

7 Id. at 84-88.

3 OECD, OECD Principles of Good Laboratory Practice (GLP) and GLP Compliance Monitoring,
OECD, https://www.oecd.org/chemicalsafety/testing/overview-of-good-laboratory-practice.htm (last
visited Nov. 18, 2020).
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Mo A HBEF GLP™ o GLP R T R A I LA A 0 H4E - B
FARNFE - RRLAVANFEALEEENATAIERSHE AT KBS K
HZAE R RABAZE ~ REIATARE  REHIFE XA HRME U R L5k A8

g0 o

GLP AN TJEEaR | REx (BPIEAR R ) » BRMBRAETHRE P2 R

B MaiEL— MBI BERIFIIZAN  MHRBREECS FHRR R
P EERY - B RYME (mutagenicity) B9 E"! o GLP Arid &89Sy

AL R H LA GL RS B RAEBESHAER  —MT o BUF

GEBETAIBRERB BRI FLAEALATET GLP Bl MEZATHEHA
FURFLHEE & dZR e GLP B X844 M iT408°3 - OBCD € B B A

3

A8 B 41 B O ¥ #3548 24 % (Mutual Acceptance of Data) &R & & — &4
MERER R F GLP A 86 RIZEIE X 2R & RAME b OECD B £ ArKR » Bt

KRR G R A R RS 3

(=) WHO / FAO

SR LEREA > WHO v FAO B ¥ € 2 & RARRAABMERERE

Rad o AwBAREBTREEGMAARBRRGEE  HFEXTREFTAR

49 14

350 14

5174

352 g4

33 14

3% OECD, Good Laboratory Practice (GLP), OECD,
https://www.oecd.org/chemicalsafety/testing/good-laboratory-practiceglp.htm (last visied Nov. 18,
2020).

95

DOI:10.6814/NCCU202100030



Rl K32 6 BA 2K 52 & fol B BRSSP AR B 0IAER B R BB E X4 2 Al & X h

Codex>> -

BAf WHO 22 R ZaMRAes  RARRERL - kK EH &
wAREUME - RERE - AFHRRAE  AREIENARITHAR > E€T
B G EA A L EARE BRG] AR e R~ R BT
RATHI A2t g BHE ST FmehRt>™ - RARBRER D BP0 AR D

%% DNA E@ A8 ~ A MP G L&t 2l FRANEER > i

N

MAELTHRISAME LOVE > RAME L RREZLR - RibIh > T
PR F) 8 3o B 2 SR o ORI SAB R aR B30 5 5] — BB > BB AT AE

TARNERE S R AR REF AT ESHMAENATAE EMyL R -

HEMBARERBOHAMIFY AR RS CHHEIZTZ N AAaFTHAR
IAE > A 2013 SFAEA — o R B E > R E A 2009 FAL & B Ao B 5 40 4K R 44
HARFMARRSZAMER (LSRG - REH - BREE - wE R~ ¥ B OECD
%) » AR FAO F= WHO 42 2009 & 3% F 14 2 K FHECR s 2 A% A Ao ¥ AR Y
BB 2 EH O REBRA KR FAO ~ WHO v Codex J&Av B B 51 2 R 59 6418 &

25 R tA B e BRSPS R A2 L B (50 & SR B R A Ak ARz BokbiRad ™ o

SHEMEBEN AR RS BATHRBE R D T EOH R TAE 7 2008 F »

AL %222 M 3]/ 4 (International Programme on Chemical Safety, IPCS) %

355 FAO AND WHO, FAO, WHO EXPERT MEETING ON THE APPLICATION OF NANOTECHNOLOGIES IN
THE FOOD AND AGRICULTURAL SECTORS: POTENTIAL FOOD SAFETY IMPLICATION XVii-XViii,
http://www.fao.org/3/i11434¢/11434e00.pdf.

356 WHO, Food, Genetically modified, WHO,
https://www.who.int/health-topics/food-genetically-modified#tab=tab 1 (last visited Nov. 18, 2020).
357 FAO AND WHO, STATE OF THE ART ON THE INITIATIVES AND ACTIVITIES RELEVANT TO RISK
ASSESSMENT AND RISK MANAGEMENT OF NANOTECHNOLOGIES IN THE FOOD AND AGRICULTURE
SECTORS: FAO/WHO TECHNICAL PAPER 8-21, 26, 36 (2013), http://www.fao.org/3/i3281¢/i3281¢.pdf.
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A S R oh FAL R H Z BRI SFAE T XA R QRS F > 24 1987 4 IPCS #H4
F2. 2005 4R b HF J AR Knudsen #50 B £ AIRE > A T @M RL ) 2
RREIAE—BRBREEMAEZL KEARERARLZ AL - BHMR0 - JF
Bt AR D  HEARI RS R RN RDFEZE R B GRS

P fod TR R & R A — AR R RS TR R e 2t

Q\g\7

AIRBZEREY  BEEBHE MARLFXETRI L EMRE -
PRt oh o TR AT IR ST AR AR B A TR RIS AT N 48 0 AR ERIFE
e BT O bR ERR N FRBHESRE S B ABRELZRARIE -
FWME  ABERRER S ABRAREY RESIFEEE T B FR
B oy (exotic) | KREFHE > TiAHOBAZGHRL > B30
B AR AR R Z A o bR LT TRMMAL —HH AR S By
%2015/ 2283 AR AAERZ " RAFZEOBELRS ) MAHE - E% IR
LHEMZ BArm AR EEMBARR L TR R E  Ama AR &R
ZRR T A4 0 WHO Fv FAO K % @4t R MA MR BEITHE > B

ATH ARG LNERREZ  TERLTHEHR/Z— -

(=) Codex

Codex B3t 4 A AR EMAF CHRDLH T ETREY &4 DNA T4z
M4 ~ B M Fa B P B R B R 0 ) R R A M IRE BT 0945 3] 5 4 #H4F & DNA

R R e A BT KRG E R D STILARR SARR 7 A R GRKEY

358 FAO AND WHO, supra note 3, at 9-39, 9-40.

B Id; et AT TERGERES o —RBAAAAB-ERELN LM RRABEL -
350 1d. at 9-40.

31 Id. at 9-39.

362 gk A My BT 75 35 B S A% BR Bk A HOAT 3K, 4 AL Rk A UM

363 Codex, supra note 332.

N N O
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AT E A R SZ AR AT BRI e b T 4o HHBRRBIMZEERSIZY
A BB P B 0 AT R AT A BT U AT A A SR S A SGE I (23R4T

A BRAMSHR LGN FF AR EE T AMREIRSLS -

£ 2019 %7 A 11 By Codex G338+ @ BIREFRAMaL (IFFO) Biris
K Neil Auchterlonie ¥ 4t% " @M R LXKk R | FAFH > EREREMA
(1) MAMR SRR TRE? ATeALERRAL ? (2) MAKRRLT
R N BRI Z B 0 £ @Rtk P o Neil 384 MR E ST e
ARE— S YR AALFITHROS T LhH T LR A SRR S Ik
R BEWAE T HEN ) BRI R Ko A2 B RIPLR B R R0 - 44
AR REATFHERMBMZELE T ENALNT XA TET CH#L
HBEH 2 HRLLE A BEMBZEY > BLAFSRRAZ2MW - B %
RTAE HERRBUFLERSFFAKENER L E ¥ K& R AR REAERY
ERRE—RDTRAENNER - BT TRILIFATHF TR R R BEE
PR M B IRITERTT Ko 0 MTFRME R B X R AR ST AT A 0 Codex KRR THE
SRR R ABEA BAF R RS AN L L E S EEE R — ]

R 6 B AR o A0 & B4 B a9 MR R B AREE

364 CODEX, PRINCIPLES FOR THE RISK ANALYSIS OF FOODS DERIVED FROM MODERN BIOTECHNOLOGY

1-3 (2003),

http://www.fao.org/fao-who-codexalimentarius/sh-proxy/en/?Ink=1&url=https%253 A%252F%252Fwo
rkspace.fao.org%252Fsites%252Fcodex%252F Standards%252FCXG%2B44-2003%252FCXG_044e.p
df.

35 NEIL AUCHTERLONIE, CODEX CAC 42 MEETING SIDE EVENT: THE FUTURE OF FOOD: NOVEL FOODS

1 (2019), https://www.iffo.com/system/files/downloads/CAC42%?20Presentation.pdf.

% Id. at 2.

367 14

% Id. at 3.
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() BREHHEE

1. #BEM% A AR

ILSI #2003 F & S #HL X H AR LA AR R T R ETHE
EEAR RGN RN BERES TR A MR ZEH 3 hofT A2

Ab BAB HIAE F K AR sty B4R

HBAMRRENANKE b2 EXEHREMAR R E RA
ZEE R AN B AR RS SR AN RAEERRLE
UM EFASBR G EA R > BRI E S BRGAAERIZEN &
R B amZ AR BEENFZRINALEAEHE L BUREER Y
2L EA-RBBERGRA RAZBREMAF TEBRARAE L
TN RERENILZ Ry B A E T XZEHM A E R A Lek F180

SRS EREAEEZAL  AIRIZXBEHNASLELE ZBRYALEERR -

URETHHERTERLENIILEE  wHELEME - B ARy EHRET
% R ERANTEARR DX TITMARBSERZER - i (BHIIRA 25
B fL¥F# 3 & (acceptable daily intake ) 22 3% & & B #% 5 £ ( Estimated Daily Intake,
EDD) B Z@EHEEMPENE RSB EHELERREBEIIA
MRS TARA R AR E LR BB SRR R R AT B AT Ak
AR A AR E A B A 2 X B ENRE E TR EER X & o

WA AT ALTARNFZ LR AFTERATAH ISR AZRLZIARA

3¢9 J. Howlett et al., supra note 27, at S2.
70 1d. $8-10, 13.
T Id. S25.
99

DOI:10.6814/NCCU202100030



BHARNZEZET bR mEAL N ER A B2 AR ERA R

TEREREES N EBRBARZT X -

2. SAFEST % #%

U LA ) &R B A8 LR R BT 2 R B3R 4E 0k (safety assessment of food by
equicalence and similarity, SAFEST ) | & ILSI 82 > £ £1&#% FAO / WHO # %
Rec Az T EE RS ) Alis S sBan " kaF=
Bz sRdh e BB 4R BM " 54 R (reference food) | Mz
AILEHME LR Ry HBBREE - AR EeSFE  LEFAAAMNE
(similarity )*7% o 25 phb 5 b % BAR b > B RZB B2 BRI Y B L B H0 -
Hobo Tt REA TR & ATE B AERALE AN SE RS
DERERTR(KR) 2AFRAD Y > KA EZRIEEE AR LEE T L

2 FEHHT

&% ILSI £ JF SPS#H T AXIM T /F UM AR BAZ 2 a8k % B > ARE B
FRAE LR BT ) B R PR R AR AR PR X R B AR B R B A A e & B 2

B e

32 1d. S27.

WTERERENE AN T RARARY T FABAEMRIEEAZ > %R TR A EH
AR R & 5 2 F) % 2345 ° DANIELE PISANELLO AND GIORGIA CARUSO, supra note 99, at 50.

374 Id. at 49.

375 [d.

376 [d.

377 [d.
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g /J\ fié

B 1990 FREGIIMER GRS - RREBEERANE T 540 F7aM
BRAMTRBECERBAY  BEHRLENELRAE S L 2N FHER L
IHHAAEZRS - ARMABRAERURES - URTHEARE ZZRAZR4%R
S o R 0 B AT B MR SR B U ST TR X R R MR SR G A UK
R RaA ERIBE MARRBRLARZIE HERZARMEYE > Bk
HYREEENARRSZIARBRD BPEBAT S AF AR SO TERK
1ZEEAEA - OECD R EMBR R EA sk (4o ILSI) kA% By A & > BIRE
UARRR&ELHIEH > » oA EAREE ABTRSELREYIERE

R EBHT AR SE

EBRBATH AR SRR S 24 BRIR@B e T — A s | A7 3 e) 48
AR BRAZ T > SEARAR R B 47 SRR 5 04 e S A5 AR B o A2 S B ARAR R o BN 4t
HI AR DZBABRAZER R ERLE THREFENRLEERE
R FAFAH] R R B RR L AR AR AE o B B AT S BUEREL ™ T 0 B Rl
BOAMREZE > KRTHEAUT RBZ NS biF TR/ Ak R B IAS R4 R

AH e 5E
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& 5~ & B e R ARk B Al B th i

CRAEES A3 BEZR S A
HBEMHRLERL K AREERX " REEABEY
> HBETR A ¥ 7
> REMMAETEEAR Bk - ARGERLE
¥y Mz A EAE FrELAR LN
ERE AR B R SR 48 3L 3Lk
RERARELERARR
REBEZBHELR
MEMAE LA TH — & SBRRRFEHIEKR S S5
MR 53 A AR ) 8 R — AR o 2 A8 B B SR R
LS4 4 RS B AMER ST AR
"REE=ZEERR R Al > 3bBA & 48 5] B4R R 2 At
i% 25k
BImEHE (¥YH) B ob AT F 18 38 47 A A B
"REE=ZEELR D 2 E M
F A A = B ZE 7 7R R P T ILAT F 69 4T
ARESLBEMBRRZ %R BUARAZ B R
SRRAREL

B MEMHRALAIELEABA  FRYRLLEER S > AT RHHE TR

GREE A B R ™A AT By 0 BT AR B IRAR B R X A o fe BRI A i R

e
ol

R ARAT AT 5 A RATR R AR R sis R b AT R B X R o) B IR 61 fo
AREX (FERFEZAERA) ~ BHEZIT X RANEHREAL - B
[RA8 B AR T ARAR AT I SL X AR A AR F AR R AL AR S B B EH T X

SEIAR ©

102

DOI:10.6814/NCCU202100030



FmE MEAMRALETHEAAHME I M3 ERR
B HRETASEESTH

WTO i A HE T2 SPS HAEZBWBPAEIL— S48 4 > KL ¢ E
SPS 3 2 4R ~ HATA AT > UMD M TRH G AL AaBRE £
BENEAARGESZ G RRE  BREEREBEGER > IHPNBRRE 5 RE
FEMR A o SPS #h & TG BT EARHASE - M AT RREEZLBE
B > BRI B R REAET - Zh R RRRMRE E SR

(General Agreement on Tariff and Trade, GATT 1994 ) #.46 » 1% £ & — 5 K 94
GATT 1994 # XX % b B R 3 4a 2 & o 42 SPS ) & % B A BT K 8
% B ey RSB BT el B4 % 35 A E A 89 T 45 (delicate and carefully
negotiated balance ) | **' o LATF 2232 SPS 1 & T # B R A8 B 2 F 3R 81148
MES > ZREHEE T G518 8 5 Moka™ QR TRIATIE L2
IR > HARIRIL SPS H#h & A LR A R AL R SBHIE > ST AR A

" 5 [t o

378 SPS agreement, preamble. LUKASZ GRUSZCZYNSKI, REGULATING HEALTH AND ENVIRONMENTAL
RISKS UNDER WTO LAwW 38 (1st ed. 2010).

37 LukASz GRUSZCZYNSKI, supra note 378, at 38.

B0 RHE SPS W B 2.4 MEME > £ BARIRZ SPS #4764 & SPS th R ZHLE 0 A% A
%€ (shall be presumed) #F463% € B A MME E 5 4% € (General Agreement on Tariff and Trade,
GATT 1994) FZ %% > 455114 GATT 1994 % XX # % b K2 &% - 4% * ¥ > WTO #1 &
BEH—RE JadokEmiE (=) 20 B 187 (2013 ) -

31 1d.; Appellate Body Report, European Communities—Measures Concerning Meat and Meat
Products (Hormones), | 177, WTO Doc. WT/DS26/R, WT/DS48/R (adopted Feb. 13, 1998)
[hereinafter EC—Hormones).

W EERBRABAAPARS AR EEEAL T o2 TE G RNE 241 87, B & T4 SPS
Wh € HR 25 0 A7 BR B #FE M R Sh AL R UTRBE =Rz EHmE S FHEAEPC  —x - P
mBEERNRAF A2 EHRLN WTO TXE H M EM4 SAIAZXEALIESZA
BT RES > TH SPS WABESWMEREN AR LRAR N TREFE =Rz a4
BBy FHRAHETC p HERPFAREE ARG EEMAR P SLYE AN 241 #10 B 6-22 444k ©
http://www.tradelaw.nccu.edu.tw/epaper/no241/2.pdf ( &% %€ 8 12020 5 11 A 18 B ) b Z 5
MZEFRASPSEE ST HME 238 38 1 WTO, supra note 92.
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F—f MEAMALRTHHEETHEIEASPSHETZIRARY
5 R
AR ERERZITI A THIERRRZ AL ECEENE R E

WAL KRMILBEFRREBREZHEIE TR S 284229 5 - SPS

R AFERERAERBES ST HRAZIBTNT  FTERAEALE B

N

WESRIERZ B MmATILZ Bkt ey BRI R > MAFE® SPS #h
T2 FERAFGTHHELRTRAEE H R T ITITHI TR HEXF
Hoo ATHBENRATH AR BIHETREE D 2 SPS WX M > &4 SPS #ik
2R R AEBERR - BGHRA  REARR A Ao F R A E > REEAS
M AT AT 0 s VB AR RS Bl R AT R L AR A 0 3R BRAE A 5 = E v Ei 48 B

BmEzgl T o
— ~ SPS #3# % &

SPS ih EMEHANFAATHREZRMEDETRARET H2 SR ERRKR A
TEnE A AR ) 36 o ARYE SPS WA MR A B 138 0 Sz HlE T B
&)  EAAEREMHEAF I BFaZ dxmazmmEd BT B K (form)
U (nature) | EBWHEA S 1BE 2 BB ZIAB ™ - HALR D
Witk aEo AN RER RAEGRE LA EME RE SN REME AL

BERR AN E RS BE T MR R BB % A G

%3 SPS Agreement, art. 1.1, (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, EC—Approval and Marketing of Biotech Products, 49 7.148-7.149.
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B OB B RSB EREIRZE P _F OGRS 54 SPS

WAEEA R N IARZ o

=~ AR FHEEE RGBSR R

SPS t#h & #32& B A A IRIARE AL ~ S A G ILGER I 0E > RARIE
SPS #h & % 2.2 A28 > RAFERF LT T 5k TR RSB ENF S
EH o BRA " A (sufficient) | FEBHEAFEHFZIE - Bp SPS W
Ty DAREF 2B R A A E SPS R EFTLETE HMREERNT
B4R 457%0 o SPS W& % 5.17% 40 52 48 S4B 2R E B K > — S M SPS
e 2 B0 3T R AN BR3P 0 2 AR IE AN BB 3F46 f ) 2 0 R IR Bl B i R

SPS # & & 2.2 45 e o

~ R EAR R

SPSH % 2315 LARNERF R £ — W& B EHESR SPS #3%

anle

PMEAL G B AR ) 0 R R

m
P

AENRHMEERMEMEAZEE (845

A

3% SPS agreement, art. 2.2, (providing that: “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.”).

WO AGIAT > WMABIREZ AR SPS A AR BB R ABEZARE RS > BEEE TS
114 1412014 4% > R 2950 (2014 %)~

¥7 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.”).

3% SPS Agreement, art. 5.2, (providing that: “In the assessment of risks, Members shall take into
account available scientific evidence; relevant processes and production methods; relevant inspection,
sampling and testing methods; prevalence of specific diseases or pests; existence of pest — or

disease — free areas; relevant ecological and environmental conditions; and quarantine or other
treatment.”).

3% Appellate Body Report, Australia — Measures Affecting Importation of Salmon, § 138, WTO Doc.
WT/DS18/AB/R (adopted Nov. 6, 1998) [hereinafter Australia—Salmon].
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BEERh2 A oA ER SPS HEZETRFUAHBREYE 5 &R
AR 2 H XBEA c RET AL THIEEABD LG A TIRERRMEE B
B htrkABe)2 SPS HEE T AREGCBEAH TR NREIF—BER > &

134 B & AE B AL 6 AR B i — B e 4 £ o

e BRNVAR: ) -

SPS 1 % 5.6 AT > & B X E REF MG ARk > AR
FZ I AT AR E R AR R T R BN R AR D E AR K
2B G HRERE 7 FHAGZER B L B2 BT E RS 2

TA A F o

A~ AFe MR A

#Fu (harmonization) #* SPS # & P 14454 T RIRAZ % | A X A& &
Bty SPS #4567 SPS # & % 3.1 157 B K & B A B 542 8 B 5] T SPS #aex A

# (base) Ao RE & BRHAZE A BAZ » RE 324877 % & B = SPS #5644

3% SPS agreement, art. 2.3, (providing that: “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.).

31 Id. (providing that: “Sanitary and phytosanitary measures shall not be applied in a manner which
would constitute a disguised restriction on international trade.).

392 Lukasz GRUSZCZYNSKI, supra note 378, at 246.

393 SPS Agreement, art. 5.6, (providing that: “Without prejudice to paragraph 2 of Article 3, when
establishing or maintaining sanitary or phytosanitary measures to achieve the appropriate level of
sanitary or phytosanitary protection, 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.”).

BB F%%i’%:‘% 2% > B 291 (2010 4 ) -

W R4 R 0 3% WTO (SPS 152 ) # Codex A MM X 2R EZBEN - FHEOEE R
124 18 B 12425 (2015 %) -

3% SPS agreement, art. 3.1, (providing that: “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, except as otherwise provided for in this
Agreement, and in particular in paragraph 3.”).

397 SPS agreement, art. 3.2, (providing that: “Sanitary or phytosanitary measures which conform to
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4 (conform to) #8 Bl B A% 2 - BI3%3 #6545 4L 2 (be deemed to) #2 SPS # &
8 RABFF B &3 GATT 1994 F a948 B4R - AR 3B K& 41 & K€ B A7k SPS
HHe L BARBRBARET - mE 33 P EAHCEARAAL LW E LR
RAE T HARIEF 5.1 £ 5.8 15T B I 2Bk AR KRB fLE Z AT T o
RECGLB BAZE B ARkt SPS A T2 e ERARRRESR
RGBT SPS fRERE > BT ATAEZY  Bf R F ARG 8 R
"ABEARIR ) AFEEMEEE SPS fRM K EZ H b G B R E) SPS #4602
#2 TREEM (equivalence) | X FH X EBRA SR E 2 S50t > B3

;[:B r%ié\fj‘%“oz °

RN AIELEE

SPS #HhE % 8 hME » & B EBEFMHMF C ZREUAPUTEH ~ IR BEALT
R AIELTT A EER o TR &~ SRR RER TS R B EIRR
s M C Rl st HEBBFMEERA - EHEMH  ROBREBURFEHR
HE HaRBEo e AR AR TR Y MECHE1EF a

b~ ¢ KBRS Z IR LR PR R T RRATEZ FHRBAM -

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.”).

S RgREAR > ATABIE 386 0 H 49 o MBS JHEEA > AT483E 3950 H 25

39 SPS agreement, art. 3.3, (providing that: “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.(2)”).

0 MR 0 ATAB3E 386 0 B 49 o 3EAES S 0 AT4E3E 3950 B 25

O AR AT4B3E 3860 B 49 ¢

42 T UKASZ GRUSZCZYNSKI, supra note 378, at 262-263.

403 SpS agreement, art. 8, (providing that: “Members shall observe the provisions of Annex C in the
operation of control, inspection and approval procedures, including national systems for approving the
use of additives or for establishing tolerances for contaminants in foods, beverages or feedstuffs, and
otherwise ensure that their procedures are not inconsistent with the provisions of this Agreement.”).
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AXHH—EwWEFAEBE L SPS W EMRE  BERATHALR LA
BEE 5 LA 6088 - m&E B ETXERBRRBA T H=ZRERF,
wal kTR AR~ TEBRIEERA R T EWAT RS, 0 AT =E
Bk s ¥ SPSZEBE G THEMABAMRRAMIE H M UEMHAL WTO

WAL LB E R AR B R G AT S B AT
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B PRRAF=-BRABSHR LI TR E SPS RESL

B

MBAMRBZEFHLE AL REZBAG RO R EFARRRZ T
FWETRERFRREEREINGORBAANLTY Qo RGHRA AR A
S UBRABARLRABRLY T RAFZEAZMEHR S, o sbREERRNITA
MR AT REE A0 F3 FRIFEL B AELNRRMEMARE - ATHTHESH
MEFARFEAIMARET X Bl R A RMABE RS R HRAAES
WA R RME L PR ERAEHNE EFHBTM S R EFERINR
REMR - B4F A WTO T ekl — AR AESE  MAARBE G2 AME
5 350 7T 4o b A E AR AR X R dh ey R e M AR & B L B I da R R B G i R
b2 B RERAATCRAGHRA MR TRER — 69 E 53k B gl

Z FBATHEA L EZ AR LER LD WTO T A48 5 £ ) 47 R 32 -

BRI ERARGRERAEORFEERARZNEN ARG A
TRz ARG o EEA R OB LIS ARRIEM RS KBS D RN
ML REMEERMMELET I TAEAE A H o B #r0iE o B #536EE 47

EgMzeE - LERLEYAE WIO T34 8 S B8 h R e B RER

AR & A F350 MEATE 3R A AR ARR D TRIEZE § #3881
BRE > SRS BEABREF R RS ZMAR RGN Y TR F=BE

BB RERNE LT HAFEEIE -~ BRI E LR AR A 4T3

— R BB AR AR SR T

404 o RCBE R I8 56 R A S ME R E T T B 3k 5 18 SPS W T itiAE B ELR B B G A AR R A
Hb A4t "TRAE=REHAS | I XEBEELATHYHEH S -
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(=) #2858 R SRR 45

SPS i} € 3 2.2 MRtk B A AHEEARR A > Bp SPS sk 2 AR A A AN T A2
B BT R AR RN AR RAMGIE R B R E
R EIE B2 > BRI T E (soundness ) Fv 32 Y FHE F ok o o BB
REE Sl R BREETA . THLBE REBHL A RE > LKA T
2 F & & 2 3% ¥ (scientifically produced evidence ) | # ¥ 4h 2 5 L3 4
(circumstantial evidence) % #1*7 o pAB AR T 43800 [ 452 7T A5 4 09 B,
B, 0 A THEEERFRD RERZRK, P B TRAESBTZEHR
(insufficiently substantiated information ) j#u ' *k & 3%F 2 18 3% (non-demonstrated
hypothesis) | % JE bR 2 A2 HY - miRE " B A —E & % E (Japan—
Measures Affecting Agricultural Products ) | L3 #AkZ B T o2 #2354
35 SPS #iesipt LM EAEA "4 K ZB X2 M % (rational or objective

relationship ) | > 3t FIRMEEZFIFE -

FERA XS 3EM ZE SPS WX F 5.1 #5 » E—F MR 56 SPS #E &AL
B FRsftE o T RS e BT E A X TREBAN  HFEERE T
BATHEMN IS @0 ARE FIHR 2 ek B FFEI ST -BAeREEX
AR R R &AERY o SPS WM A F 4 ZAREY > B SAAHAKRZITFE

JEARA R IE B £

405 T UKASZ GRUSZCZYNSKI, supra note 378, at 108.

406 11

7 Panel report, Japan — Measures Affecting the Importation of Apples, 19 8.95, 8.92, WTO Doc.

WT/DS245/R (adopted Dec. 10, 2003) [hereinafter Japple—Apples].; ¥ % > AT483E 380 > B 204
(2013 ) -

%8 Panel report, Japple—Apples, § 8.92.

499 14. 9 8.93.

419 L UKASZ GRUSZCZYNSKI, supra note 378, at 115.
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1. AR T > AT s TR RBRBAEMZI LM ALER R

BEmz " a@mB% (adverse effect) | °

m\\«

2. xHEEMBE T RAEFLZYE R AL 2T (potential of

occurrence )

X

R AEA SPS R H 5.1 #RX R 0 RIAMS SPS A TFARRZ "Rk
$FfE, 0 B3 SPS #aeE AR ARSI BT o WRRRSREL
SHLERENTHTZAR > TOFEARESET R EZE R LB%A " #

T2 A% (ascertainable risk) | MmIF [ 3% F R & 2 A% (theoretical
uncertainty ) ;"o AL 4 ARFE L TS o SPS WA S REE 22 52 T ARL
Bp SPS #4767 345> B i e B A" 43 B #4(rational relationship )
o ARG AT RRIFEZERE T s 4% (sufficiently warrant) | %% " &
72 % 3% (reasonably support) | % SPS#44#*'° > B 4b » SPS#H & 5.7 15t &

BT AR AR BEARA S (2B T THRE Wkt | SPS #iE 2 T Ae MY o

(=) ¥R DERIEEAFZEIE - ARIE R T2 F3535%

FREEMBAZZRSREOBHELHAFRAS TR LB EAETH

BRARA —RREZERBEL  MEANBAERBZRIGE - 58 E 0

11 SPS Agreement, Annex A(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.”).

412 Appellate Body Report, EC—Hormones, § 183.

13 Panel Report, EC—Approval and Marketing of Biotech Products, ¥ 7.3019.

414 Appellate Body Report, EC—Hormones, § 186; #k %% » A8 380 » & 196 °

5 1d.9193.

416 11

7 AREH o ATIBIE 3800 B 198
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bR E 2 5 E - BRAMBAMRSRA G HLBEF R E5 AT HEMNBAE

w SPS ZE g M -

I RBF=ZAZFHRLLTFAANMANER DT R

E—BRBFERE FZRZ AR LM AR LHR P RIAR H 48
BAHE B R R RT A EA LB SRR Loy TR ERETRAR -
LEEHMT & TR AL EERZBHE LR EAARERA T H
ARG S AR T HEMNZR A REAGESE AR R RHS

YENHEMME FHERNZBRRI R RN LA AN B LR

ol

ERAATF HLHAWBRAREEEM S > TAEKRYT RA MEAALBRSNZR &
o msh MK ARBEE HEHEREKY M EERERENRAEN
T dod JAE (Stevia) AP E P LR R Aokt > YHo 2 FH -

MR EBEBR TS B AT QAR ZER AR B R R 5 R A KA AR

418 Appellate Body Report, EC—Hormones, {9 199-200.

1 United Nations Conference on Trade and Development [UNCTAD], Trade and Biodiversity: the
BioTrade Experiences in Latin America, at 4, UNCTAD/DITC/TED/2010/3 (2012).

420" Committee on Sanitary and Phytosanitary Measures, Summary of the Meeting of 29-30 March 2006,
422, WTO Doc. G/SPS/R/40 (May 26, 2006).

21 %8 ¥ % (Kaniwa) ~ %2\ Chuito) Fo 3t #8 (stevia) # 2013 £ 2015 8 5 % Kig4 st -
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 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, § 7, WTO Doc. G/SPS/GEN/1526 (Oct. 17,
2016).

A &R MR 0 2001 £ 2015 FRB AR BIEEERF - RRENE > RdeRE
HXAMIBERESAR ERZERLLEHAERNZE 9 E45IEF S - 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 3, WTO Doc. G/SPS/GEN/1444 (Oct. 1,
2015).

112

DOI:10.6814/NCCU202100030



Ao diat o g R RRAR B MBS BT AL EHRA A SR S

Z i O ok R .

¥ EE R BB A TH B R BAAZ B 4 0 5 AR AR R R
BRBEBEAR LRI — N NERESE BAMESENI T REFEZHZ
B fe b AR T 0 B L &2 5 BT ORI 2 2 o BB 2007
F oy B H R ME R RPTIRIEZAEE XM T97/618/EC 3k, FREA  3F
Y REFTEARARES - BRE -FERY wHEERETHEIZIRE  AE
iR 8 R > M H i @A B 4% &2 B AL (Pharmacovigilance ) 3R 4 #8502
HHEZBESER TR A AR LY MR R EHME > R T oA
BB RAR REME > FTREI R rm* « £ 4B EFH T4
HARRMATARZRMRER LR —ERARED Wt b S HHIRAT RS
GRS BB TSR ohd ~ M F 5K R E &M # F (phytotoxins) A&
BB RENZREAER  HTHRYARELERRAMBES - & LiliiF4 R
B EHNERTHRGRBERAZOMETE BRAEAMRAEXE AR

BERARMaRVE LA LAET

"ex#— B @ RE (European Communities—Measures Concerning Meat and

Meat Products (Hormones) ) | L3 Ak & 7 BR3P E A HBEEX 2 mm |

423 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, { 4-6, WTO Doc.
G/SPS/GEN/1526 (Oct. 17, 2016).
424 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, Reply of the European Communities to the
Communication from Peru Concerning Regulation 258/97 on Novel Foods, 41 4, 14, WTO Doc.
G/SPS/GEN/699 (June 8, 2006).
“2® Impact Assessment, at 20.
#27 Recommendation of 29 July 1997, art. 3.1, at 5.
28 Suzanne Hendrich, Novel Foods, in ENCYCLOPEDIA OF FOOD AND HEALTH, 83 (Benjamin Caballero,
Paul M. Finglas & Fidel Toldra eds., 2016).
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MIEEEABEZ T — AR > do b F P BB AR E AR RE > BN
MRARELHFAINEEEZHLERR MAZFIHHFAMERZE R ZRKEK
Fo A TRERZSETRERR B FREHRHZ THEMN,  BEAY X
HAZZFEY - AAXARAZAGFZABSKAIZENRLEELER B
REBARKRSRBRAR AR Lo PAEHERERZZIF N Y
BT R S AT RIS - A BRIE — MR BA A Z R R RATIRE R
S2EMZAE PABETIBEARSTHEGFEHARZ ATRER - Bk &5 —
HAALBEEARSETRBRAFAEBHAREE RO A FRARERAZHRY
PHIMERREER F BEETEBERNZHEHF AT AU RL | kR R
SR MRRY MBEMANERRGMERKE  HERFEELENEN
FH2 E 2 AR E X F XTI - Am 0 T RAES =R
2GRS  RFEAVARR L ERSRE T Z2RAEY | UA T — R
¥ AR T RS A A X AR FAFAFIETRE o gL R BT AR EFE SPS #HhE
PRRLE ) TR T X 0 TR RA BT LR S P pEK SPS L A

Rhz TREK, o THEMEE—ERE -

2. MAMR DR RREATEHEFEEHRA

A BRHAHTBERRLZER KRS UERAMBARE X ZRE2RAR
FRAGEFRALEFFURLEAELEEETH - ABRBEHE 258/97 RAAAE
2015/ 2283 AR A > mE S AT A% B (1997 F5 A 158 ) A¥F#EMH

RLZ EFHME Z RSN B CN R BN AT A EE—ERE

422" Appellate Body Report, EC—Hormones, {9 199-200.
% Impact Assessment, at 20.
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Lo RIREHRAMBER RS M ERT R T S B R ERE  RALEH
21 R 2 ) R 3t JE HON R AR RRFRSR A  ARIEH 2015 /2283 RMAIE 3.2
thbduc ko BRIBZRSRM B ERLE LN ERALF B =02
EARKBMARAZRBED 255 FFUHAA "TREEZBEHES,

Fh&AIRA 25 FRARME K 2 FIE A E I IF N A B AR AR

B 5 M A b msA & 2330 7T 400 MM R B & R V74245 7 64 B 1]
B F BT B SE ) f5 &> B SR BF R 09T G Sl At O Bl 2 52 8 o AT HR
MR LA R Z5E BN BRI @ RAER A 258 /97 SRR (B k) AT A8y
"1997 5 B 158 - Mt E =Wz 125 £% B AR R
BRI AR EREB AMARE W FEZRETE SR ALY E R E — 23
AR 25 F415F K% T —4 (generation) | 2 " AKFI#E , > HL 25
AR A bk R AT ED Hb B A B E 5 %% & € 3% (United Nations Conference
on Trade and Development ) X3R4 > %3304 & KSR &) R AR L1308 2 F A
By R AW 0 AR 25 Sy AR R AR — TR E U La et E R
LY 0 kLB R Ry AR - B b EBARRZ T R MIER DA

(25 Fa k) ~ kM (1997 5 A 15 BA] >

oo

B> ket B (30 F2AL) -

1 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, 9|
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), q 1.a, WTO Doc. G/SPS/GEN/1329 (Apr. 29, 2014).
3 Regulation 2015/2283, art. 3.2(b), (c).

* 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).

> Committee on Sanitary and Phytosanitary Measures, Summary of the Meeting of 9-10 July 2014, q
4.40, WTO Doc. G/SPS/R/75 (Sept. 18, 2014).
#¢ 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).
7 UNCTAD, Definitions, Concepts and History of Safe Food Use Assessment: Issue Paper
Concerning the Proposed Amendments to the European Novel Foods Regulation (EC) 258/97 with
Particular Reference to Traditional Foods from Developing Countries, at 23,
UNCTAD/DITC/BCC/2009/5 (2009),
http://www.biotrade.org/resourcespublications/unctad_ditc_bec 2009 5 old.pdf.
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BRI Z2RRARY BARTAMBRRLZHEAZE AREFTCHE

HREFEE G AR o AR

(=) kkThedl ez Bt F35

RIE = Sh ik B8 OECD % S5 A MMt EREMHTF 2L AL A
B BATMAGFANMARR BT RZ T EBRRER L4 44 b5 R b AR 8
RN REBRRSZKBEANFEHXFRRABIE £ 2 BREEAE
FrepAb 2 SPS FREAZE o BRI ST LA FATE R LAY M S 1 4E 5] o MbfER A
A2 FRR G R TRRSBEARARGRERE - RREE BT 5 LayR4]
wE NGB TAG T ERAMM AR EERA RS RERMF it~k -5
REE > AR MCBHEHRZ AL & WHEERLTTHESHAE R F=H
R GMR S X RER MPETERE - THEAMET GRS ARG FH - H
b B B AT & B X R EEE T R R A RNL R AR LI RYH
ANMBEM R LR E A LEIEM - EE B ATEA BB X HMAE R HRALK
R EBEZ " RAFZAGBAERS & THILGFERS > REREUT

FRYEMMIBIEATERARLENE 5 IRH

H¥ZARRE Y BB RERBCER AR A2 52 IR A IR BT
Ml A3t ERyE REBERTHRES T REF=ZAHELER R | RANE R
eRAERNE N ITHRAABNRELEETRLEARBBRAZEGEN -
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(—) REARA]

SPS i & % 2.3 M A » Rk GATT 1994 P B RS M B RAFBZ KA
BRI RN GATT 1994 % XX AT E % F 25" - £ SPSHAH 23 xS
BEOHEEFAS AL EZRLZERMASGEIBR TN  HEHF
GATT 1994 FH 2R AMFABZEARAE S WRBEESZIOH RBEZEEAR
SPS # £ - 488 GATT 1994 % 1.1 #v 3.4 1% » SPS W & % 2.3 HBRBE £
MEIE > % B T RS RA Bl AU R R T RE A& 0 B R E ST
RAEF > HL AR 22 09 3 JF Bl RIAR 0 0k SPS 446 A SRR 22 4 1 A R P ARt
A — 7 @ > SPS # e K & A BT A B & B N 5] 69 1 oL T E A R AR B 8k SPS
h R HBA LRI AR EARRAFBEZE R T EESEhE  FTH

R SPS W& # 2.3 454 -

R TR — &k & % (Australia — Measures Affecting Importation of Salmon ) |
BATESENEZ BRSPS HAF 23452 REEBETH=ZHABZHEH(1)
SPS ¥ A F g BAARR > Szt v e Rl itha BAARM A AHA S (2)
ZEHAEAZHRAAEEEE Y UA (3) ML T > & 8 KM B4 F Aa
Moo Fd o THERMBUER | FAEEMIRDEERBEEIIZF

QIHAREERT (WwHBE XA EREFLEHLL) UK SPS HEFITXZ

8 L UKASZ GRUSZCZYNSKI, supra note 378, at 246.

9 Id. at 247.

“Id;, BIE TR THBE R R, U SPSHE S 5.6 R 23 AT 0 BUERPEK
BF AR EEEMR T LY RN 231 870 B 35-36 0 #nk ¢
http://www.tradelaw.nccu.edu.tw/epaper/no231/3.pdf (x4 Z % 8 2020 11 A 18 B )~

1 LUKASZ GRUSZCZYNSKI, supra note 378, at 247.

2 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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B (o FEFRFAERI) o @ BWIRAT SPS #Herf > T RS
RFlie o 28 R BB AE CEBRMEARERRZE S —HAAFLEHELE
FERBERITFAEELEN 0 AN B —HR4ITHE 89 SPS #5604 SPS

MR E 23 k2 B eyt
(=) ¥MBEER DT HRIEEM A ST S

MEBRRE Hed Rt 2 % M T B R ARERE T B R %R R
FRANERGTH T AU EeRFENFERTTREFENZE DB RE
REZAMMBMAA - EEHHY  SEAFTMHILERS > £ ELE DR
BRA BRSREZXBEFESERTHEIR EFLENAEEHFRE OB F&
ARELBEAN  HHREZBRAZHE WY - IBHREZEOREARS A T H

BYRAR | o  ALPREATREL PTH R RR £ 25184

RIFE B ZHAER SR AR TR S ERNTA RN BRI AR
S0 BT REEARESY A TLATHME | AXTZE0RE > LREEALHE
FRRREBRZEDRDE LR LA - BB H 2015 /2283 SRAAA & 3
B WRBEAN A RBN R AN T HZH AR RS T4 Rka E=
Hzigoas™ Hib tRAXFRT » 8RB EES N T HE T H

oo MpEHEET R REELE T CHERE ) 2% mRH T RE T

3 LUKASZ GRUSZCZYNSKI, supra note 378, at 247.

ORI 0 ATIB3E 4400 B 35 -

45 Committee on Sanitary and Phytosanitary Measures, Summary of the Meeting of 29-30 March 2006,
424, WTO Doc. G/SPS/R/40 (May 26, 2006).

44" 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).

7 Regulation 2015/2283, 9 3.
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HE BRI EAN ALERTLZTANL THE TR R & LBIKFE ]

FLBRPHABBENE > NAE L HETZ -

A BREE 2015/2283 RAMAIME » ZREF R BEHR L 1997
FS5A15BA  RPRERAMRA E-EREUL » AR BRAHAMER
MR o RIEF 2015 /2283 SEMAIE 3.2 1% ¢ 2 RELRSLANKBINE =ZH
A 25 FRERAREY )  HRZRSFAGHARREELEBYE > 17
DGHR R S Z ETATAA TR c R TEEANET RS BP AR ARENE
BB BRBARIEN T R2RAEY | BH UREB LT AT TR ApAFH
W ERE c R—F ] EBREREAR LI 1996 FLTH  BRXHAEH LR
B REFBAMRAE LIS (2020 ) £ 24 4 > L &EFF 2015 /2283
IR AT Z 25 FTF R SpEEEMN 1997 £ 5 A 15 BAT SR ERANER Y
By 0 mAFES RANARBIRAI A 0 S T RO RS BARA B ERE o Mt
HkBRFE=RALEHA " HE XM, B REREIRERE » & B
R 2N DAL 2y AR TB) S ABAL o 2R iy > AR IR 32 Bl — %24t & (Korea — Import Bans, and
Testing and Certification Requirements for Radionuclides) | L3rAE R A% > H|E7
LB REERHAFASLZITREN > AFEEH B EdbTZRARAK
IR AEM R BT T S B AR B IBRIRHAEAFRR GG Byl
EHRmEARBRRKNEZR SRBRERAF R BHEBGERARSLATER
AmRAELEBRARAEZBHERERE " RERAR L L TH UL F Ei 48

FlHLARMUE 2 £ 82 — 10453tk o

48 Appellate Body Report, Korea — Import Bans, and Testing and Certification Requirements for
Radionuclides, § 5.64, WTO Doc. WT/DS495/AB/R (adopted Apr. 26, 2019). ;= 8 £ > T 3X47 SPS #
RF23GMEARBME AR RE——RR B ARSI E EHHEESRMN > BUSKRERAK
BEEBREEERART CEE RN 2558 B 19 #nk
http://www.tradelaw.nccu.edu.tw/epaper/no255/2.pdf (& Z % 8 2021 F£1 A 108 )~
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BT 400 B BRI AR B A A H B R0 o JE AR R EN Bl R R IE
THBLTHEIRREELAMFSE  XRAL THD E BIRN T E AL SPS

R B 9 E b AT AT ZATE 0 A AT AR R R AR B ERE

MRtz g BRERT A SPS R H 5.7 45 B ATHILE " KA RH L
ERABRLRES | THMAZEERARAALS » ANTHRANZKATABEZ SPS
AR BPHE T RBIRIT 2 FRERAB L ZFERE - Hib o BRAEMA
THE B & L0 AR U RSE N AR ER AR mP R E=
Bl 2R 4R bR AT L SPS 6 > MMARR R A B XX RPN R L E L £
BlEAF KM AFZRAREVBREHRE FRAERR DI RERABER
) F o PR ER Y W A e 0 RF R X F AR E) o Bt BREF A 1 F = B R
RAFAEAE B) RABBLZNF I » R&E SPS X & 2.3 AT & Ad > MR ARY

A8 B 556 R 3 R SPS ) € 89 Rk AR R -

MR IESPS WA B S TR @ BT REE F ST Y R SPSHEE H A wEEH (1)
U GEMEALSEREAR LS Z B MIRT (2) RBEAAENTFZ M BN MIRT (3) 3%
THEZ G BRFREFBRIIZILEETN  RBTERZHRZIARTE (4) HRTHEEZCERE
SRR AR %A o 24 D AREHm > AT4B3E 3800 A 199 ¢
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E—RGAAMBER SBARBEL - R F &84 MR HRAR S
2R MR R R EBRRCHANE L B @ER RN ARG Y Z
BREAEG e Rl HRGERFEZRFTTROBRAREES  BREAEKX

&% 040 B R SR AR B 6 3R ER o b A2 TF B R F AN L 0 AR R LR R RS

-

BARFEREH ERL B2 g FRAETAEZR SPS WM - AT 7
WM IBAT AR RS P NS SE 2 B e IA & & ENFLEBE R ARE

BT RAFZBAESH R MR MR TR T 2 B E 5 RG34 ¢

— BRI AT A AR AR R R SRR

(=) B2 5 2 &) A5 B IR 3

WBEAZE 2% RAAAERNZ AR SMARLME A Lk

-

REABAZ PR R Z I8 X T AN LB IR 0 ERE - RIBEF AN
RLAERE SRXEMET RS UK R R A8 48 2 K A8 #8649 Bk 3 0 A
L BRI ERENFEEIRE AR R A o 3 SPS WA H 3.1 #1232 14
WTO B & B AT3T L 2R EF AN RA G B BAR L 5 & B RT B B R AR
R REBRAEAZE G2 SPS #56 » Bl FEMR SPS W F 3.3 4R THEE
a9 E %32 d (scientific justification) | *° MLRRAT &R Z R FER25 R - #7
AMRLEENE S BARRAEAERZBRIOENRS BAAMMN > B wE

REFTEMGOBER 1540 0 Eo R MBI 1414&3E OECD ~ FAO »

450 2825 > 374831 394 0 B 289-290 °
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WHO #v Codex Fff 3£ F) #H45k 2 B S A4 28 B 245 515 o st T 4o B I dm ik ok
FHHRM DM THL T — A BT B A F B R 2B EL 2N
To MBI BN A B RFZ EHEN SRS > K THRE LK
SR A EAAMAREE B EReE e T HS E2 8 ) 1F AP RTRR

AL R 36 09 1RAE o

(=) #12 SPS & 42 & 8 5 X B 3P4 42 - 04 5 5

=

#H B FARFAT SPS MRl REBRBRRARESIHE > AEAREALLEY
TEyEE o b £ TERB—ARERE | AR AHARTEZ TEA
BIEAEIEBEHAR BN EZ T BALZ T AAREAMAR R ER
mEEY RBRURRZIFEHRE S LB R AT ERZG T ERF  AESLE R
FEHBE—HRMHNFHABHREZFERZT T EgHRAF AR LER S
HAMKBED THE A2 8 BRERETRAD « Z2F L Ep0EL - B —BHE
Z B[Rt A A S 39k SPS Hh AT B R FEIRE - LB A AR B 2R
PR A ME T BT I HEEBEN AL ERIZEE TN T e
RBMRIE LR R B E 352 R B 0 bR B 7T AL 4% #2545 148

BURRST A5 18 Sb S 3R 4 0 3R IR B0 AL B2 ) A B ARE S 1 o

&% SPS & i R TR IFFHE R BB Z Hik  ARE S2IER ARG BNHIR
SPS I EA T2 A TR E A0 FAZIFLEE Ham bk 480

KBRS BAE %Y iR iE4 2 Bem T » sb7h 4 T AR & B B3 IRZ SPS %

431 SAFETY ASSESSMENT OF NOVEL FOODS IN CANADA, at 4.

452
Id.

43 Panel Report, EC—Approval and Marketing of Biotech Products,  7.3047-3049.

4 gps agreement, art. 5.2.
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b @ BRI T AL S 2 T8 B AN R ST AE A A 2 R AT 48 BSR4

DI EE A SPS W EZ T HetE o

FIBF > SPS 2 % 53 EREGEMTREAREEZI AR Bl T148
BRE  MANEE R REARTRELAZAZ RS ERT O ¢ BNERK
NIEH| AR B Z R A~ BRI ERFBZR R Z AN S~ E ¥ mBEG T F IEH
BREZEE  FHERBE SIHHF TRHAGEERE ) X EAEN  ERART
1R FIRF BB > ANAM SPS HEME HAEIA > RAELLER
#P7 ZH B AT A SRR ETATFAAME R T REZH AR R LA
MR EZBRBREE  THAUBRBRARSBEZITR FALBREENEAEALEZ

BmPE  WIARAN TEER T MARTIHETRAEEZEN -

(=) h&

EEBAMEBAR T AR SRR RH B aKH L3 g R S
A8 BURF 45 T A R3E § B AME /) 2 BBV AT S MR 3R 2 S 3T MR

ZRAMIFRH AR EITAE 4o ILSI XA RMEFREE» S KBEHAEAE R

>

Tl 5 RE BB PR B4 2 3P md B BB EAFERRA B £ -2 F45 4

O3B E Y 0 ATIB3E 3950 H 27

43¢ SPS agreement, art. 5.3, (providing that: “In assessing the risk to animal or plant life or health and
determining the measure to be applied for achieving the appropriate level of sanitary or phytosanitary
protection from such risk, Members shall take into account as relevant economic factors: the potential
damage in terms of loss of production or sales in the event of the entry, establishment or spread of a
pest or disease; the costs of control or eradication in the territory of the importing Member; and the
relative cost-effectiveness of alternative approaches to limiting risks.”.); #k¥ %> AT483£380° & 197 ;
HEE BB REAWMARSAKEELMRILZ WTO @A MmE it TRtk AER
FEAR(W) REREATHRBRIERLFLEE > B 154 (2019 F) -

T WpHr 0 w463 3800 B 197 -
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A E BRI L B E— S ERN BRI ARRBARN BT
PR 6 — A RSN TR A A B SR R R 2 R S R AT
Mg B R BER AR ERRNTRRMASRFERN AT B mikHF
4 SPS t#h R XM E o & skH] & SPS FREAZ B 8 B ZARBRAZ - 0 Al FAKER SPS 1

EA MR E TR FERZ B ERE -
RSP RERAAAGTERALENY 5 Et
(—) 2FMHE 5 IRHF EMD

WTO &+ & B #RAT SPSH 16> A M £ 1Ly SPSHIEIR#] B b H 5 093 & >
B ok SPS W X R#l & B BTt e B » ™ SPS HAH 5.6 6B A A
T 4% SPS #46 %] ALOP 85 > kM ZRE M2 E 5 RH - SPS #
5.6 AR BEINE 22 AR EZLENES > KA — " THHEF&
(trade-off device ) | LARy ki % (excessive) #9 F 5 BBl fF4E > sb— M@ F M

BRI R H VAR R 2 E R L AE K E 515 otk (trade optimization ) >
bES %R A ZHhawibwEE - FRAGZEA > TIRN & EE
BB AR 0 4R SPS W 5.6 15EAR 3 AT B R A S
&

R% 5.6 tk&A5er o il THRME, BaHEsA 0 (1) AR T

438 J. Howlett et al., supra note 27, at S2.

4% SPS agreement, art. 5.6, (providing that: “Without prejudice to paragraph 2 of Article 3, when
establishing or maintaining sanitary or phytosanitary measures to achieve the appropriate level of
sanitary or phytosanitary protection, 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.).

%" Hanna Schebesta & Dominique Sinopoli, The Potency of the SPS Agreement’s Excessivity Test: The
Impact of Article 5.6 on Trade Liberalization and the Regulatory Power of WTO Members to take
Sanitary and Phytosanitary Measures, 21(1) J. OF INT’L ECONOMIC LAw, 123, 125-126 (2018).

“1 Id. at 124.

42 SPS agreement, art. 5.6, footnote 3, (providing that: “For purposes of paragraph 6 of Article 5, 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.”).
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% 5.6 15 AEATILBI R ES » BOATRE T 5 & EIE4T 5 theg R4 -

"WAE ALOP X EMARE | ABARHIREFRRRBEIEZING - 44
TR RBEATHSETEZ ALOP | 89 H| BT AR Ty A=8 : X RETR
49 ALOP ~ H| & 3237 75 Z A KA A6 P7 it E B 69 4R B KRB ~ A Rk ey R R &
THAe i 0 B2 ALOP'™ - SPS i M4+ A % 538 > £ & ALOP 144 B
BT REE RSN A R A PUEE > T SPS Hae I RE - Bk
ALOP #1773k Fl 2 SPS # 46 w4 3L RARE > SPS #3& & — & 2] ALOP X 7% B
Mo PR B AT 0 34353 0 ALOP e [l 44 3Lk B Y » SPS 4456 0] &%
RRMGAZEHZFE S TR s 8 F ) LRMERERS > €8 4F &K
STEAE SPSHh A X ALOP REZ G A THIHME - RERKLE PG > £
FHERREREIN G RBRDRIAREFREARE - TR —BHE, b
PR TARIEFE B AR ARER  BERHAERLALOPRE " HF 1 £5
o LRAZEZ T KRB AMRERSMANE BT BE1EEA A5

RN R R BEH AT AR SR THE 1 2EmE ES

43 Appellate Body Report, Australia—Salmon, § 194.

OB E SR ATAB3E 3950 B 29 -

45 Appellate Body Report, Australia — Measures Affecting the Importation of Apples from New
Zealand, § 368, WTO Doc. WT/DS367/R (adopted Dec. 17, 2010).

46 SPS agreement, Annex A(5), (providing that: “Appropriate level of sanitary or phytosanitary
protection — The level of protection deemed appropriate by the Member establishing a sanitary or
phytosanitary measure to protect human, animal or plant life or health within its territory. NOTE: Many
Members otherwise refer to this concept as the “acceptable level of risk™.).

7 Kevin C. Kennody, Resolving International Sanitary and Phytosanitary Disputes in the WTO:
Lessons and Future Directions, 55 FOOD & DRUG L.J. 81, 97 (2000).

48 Appellate Body Report, Australia — Salmon, § 200.

49 1d. 9 199; Panel Report, India—Measures Concerning the Importation of Certain Agricultural
Products, 9 7.562, WTO Doc. WT/DS430/R (adopted June 19, 2015).

7% panel Report, Korea—Import Bans, and Testing and Certification Requirements for Radionuclides,
WTO Doc. WT/DS495/AB/R (adopted Apr. 26, 2019).
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BAFCRARZ REEZBHELRRESE ) TR —RAARET TrERE
A2 SRR 2K & £ 8 R 2 R 5 i N BR B T 3547 28 % A8 B AL E IR o sbAR R AT R
RZHLEHABZE RS EEZ R RHBRH E e Fre T H L4

homaEEHC AR AR

HEBRMAMRERLARBEFERIREF T HEARRSTE S AR
B XEARAFEBRZARREIE ~ Rty L4 & 5040 B4 &80 R LA
EAZRRTREA AIARE © LA E 5 B v1Z 538 A0 0 A BN A M AR BT
B TRES=ZBHMEGRE HNRAERNH EXFERKRARR > B #
258 /97 AR MM R LA MEZEREF R EHRB SO E §HRA] £
A2 o #iib 0 AU RBRBEBIRAT S 2015/ 2283 SRAREKAZ TRAFE=H

BGpRdh ) HIEBRFIEAS R EHLEZ -

1 1d 997163, 7.172, 7.173.

472 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,
Summary of the Meeting of 11-12 October 2006, § 140, WTO Doc. G/SPS/R/43 (Jan. 3, 2007).

473 Committee on Sanitary and Phytosanitary Measures, Summary of The Meeting of 29-30 March
2006, 9 24, WTO Doc. G/SPS/R/40 (May 26, 2006).
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Yo RS ERBTHLZIAE MeHBENAREALARALAGEAR > 44
B BUME SRR Z AT RS E A LR S LR R AR IR B i 0 R
A ELERYT B THH TRAEZRABARS ) ZRARSREN R
LB AR ERZ ALOP- iR - H O EM T XITHEFAE - FHHREX
VEURHBEVESE I HmBR R ETH R B E% B %
ERABRE X RGEIERANE HRF ) X FTX AR RERZ — THHK
BHEEAERATHHEAZEN @ SFBAREOEETIE LOH

WEATHRRNF > RHREWE M T bR e £ Bl L A& BT 4TH -

KRB MAMN A LA Z IR B e R HaEF g ALOP AT 5638 1997

ESAISBAAA—RERERLABYZEITAS  HBERNFEERGFLLA L

47 Hanna Schebesta & Dominique Sinopoli, supra note 460, at 132-133.

475 [d.

4% Impact Assessment, at 15.; WHB AT E2 54 FAAE RS EERMR G ELLTF - AXRE
FZRABRRE NI RN ITIREF AERAF B SR N I RAN R ETERF -RAF
ZHEBRR BRI ELRES

7 1d. at 20.

8 Id. at 19-21, 28-29.
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81 SPS agreement, Annex C(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;).
2 Ppanel Report, EC—Approval and Marketing of Biotech Products, 1 7.1496-7.1497.
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88 Committee on Sanitary and Phytosanitary Measures, Regulation 258/97 of the European
Parliament and of the Council Concerning Novel Foods, 4 5, WTO Doc. G/SPS/GEN/681 (Apr. 5,
2006).
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489 Impact Assessment, at 16-17.

0 AREHY > ATIBIE 4850 H 294

S T

R T

493 SPS agreement, Annex C(1)(b), (providing that: “the standard processing period of each procedure
is published or that the anticipated processing period is communicated to the applicant upon request;
when receiving an application, the competent body promptly examines the completeness of the
documentation and informs the applicant in a precise and complete manner of all deficiencies; the
competent body transmits as soon as possible the results of the procedure in a precise and complete
manner to the applicant so that corrective action may be taken if necessary; even when the application
has deficiencies, the competent body proceeds as far as practicable with the procedure if the applicant
so requests; and that upon request, the applicant is informed of the stage of the procedure, with any
delay being explained;).
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44 Panel Report, EC—Approval and Marketing of Biotech Products, ¥ 7.1589.

5 1d.97.1595.

4% SPS Agreement, Annex C(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...”).

7 Panel Report, EC—Approval and Marketing of Biotech Products, 9 7.2482-7.2483.

4% Committee on Sanitary and Phytosanitary Measures, Summary of the Meeting of 29-30 March 2006,
424, WTO Doc. G/SPS/R/40 (May 26, 2006).
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9% The Comprehensive and Progressive Agreement for Trans-Pacific Partnership art. 7.7.2, Mar. 8,
2018 (entered into forced Jan. 14, 2019),
https://www.mfat.govt.nz/assets/Trade-agreements/TPP/Text-ENGLISH/7.-Sanitary-and-Phytosanitary
-Measures-Chapter.pdf (last visited Jan. 12, 2021).; Agreement between the United States of America,
the United Mexican States, and Canada art. 9.8.3, Nov. 30, 2018, (entered into forced July 1, 2020)
https://ustr.gov/sites/default/files/files/agreements/FTA/USMCA/Text/09 Sanitary _and Phytosanitary
Measures.pdf (last visited Jan. 12, 2021).
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