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Abstract

This study focuses on the Proposal for a Regulation of the European Parliament
and of the Council on Plants Obtained by Certain New Genomic Techniques and Their
Food and Feed, and Amending Regulation (EU) 2017/625, published by the European
Commission on July 5, 2023 (hereinafter referred to as “the Proposal”). It examines the
European Union’s (EU) regulatory approach to new genomic techniques (NGT) and

recent policy developments.

The study first explains how the EU defines and classifies genetically modified
organisms (GMO) and NGT, and describes the current rules. It points out that the
existing GMO laws are not enough to properly regulate NGT plants and products. This
issue became clear after the European Court of Justice’s 2018 decision in Case C-
528/16, which ruled that plants made with new mutagenesis techniques, like genome
editing, must be treated as GMO under the EU law. To fix the legal gaps and uncertainty,

the European Commission proposed new rules for certain NGT plants and products.

This study closely examines the Proposal to see if it solves the problems left by
the C-528/16 decision, improves the EU’s ability to manage NGT, and avoids creating
unnecessary barriers to international trade. The study finds that the Proposal offers a
reasonable way to regulate NGT and supports the EU’s goals of encouraging innovation,

protecting food safety, and promoting environmental sustainability.

Keywords: GMO, Genome Editing, European Union, New Genomic Techniques, Case
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2 Wolfgang Schonig, Julia Ratajczak, Liz Freeman Rosenzweig & Deborah A. Pohlmann, April 2025
Update on Regulation of New Genomic Techniques in the EU, LEXOLOGY (Apr. 25, 2025),
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7 European Commission, Study on the Status of New Genomic Techniques under Union Law, Brussels,
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CRISPR/Cas9 ;

(Z )7 g > sl A 4 8 % %4 (single-strand break ) s % % & DNA
M A T2 Poghee B REH AT K B B R R 2 T PR (4e dead Cas9)

8 % p e (oligonucleotides) F *% fi-] A 7113 #c ;

(=) #FELEA T e (epigenome) ¥ b2 Hjiv > prig ey 2L e e g

DNA B 7|z 3> H %838 47 DNA } 2. 4 @& e (epigenetic marks ) » 4 DNA

New genomic techniques, EFSA (Jan. 22, 2025), https://www.efsa.europa.eu/en/topics/new-genomic-
techniques.

$1d; #3kho ~ EF18 > RBAMAR ARERNT (NGT) SHIEEHN RERIL 385 H° A
23227 (2024 %) -
® European Commission, supra note 7.
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' TvANA KATSAROVA, PLANTS PRODUCED USING NEW GENOMIC TECHNIQUES 7 (2024),
https://www.europarl.europa.eu/thinktank/en/document/EPRS BRI(2023)754549.

214

B4



=) PRk E)e

PRA TR AR N R P AN TGS R R B 2 A AT
PR s FEEERA R E TP RESFZATEY cZE D AR
Py ATIEN

(=) #&FlhiE

A TR 1983 £ £ s %5 8 ¥ Jack William Szostak 2 7 7 B Ff 3%
o™ 1994 & > 2 FA G 2 $ 8 f MariaJasin § & iE 227 2] P 1% DNA » 1 i3 45

% %2 DNA {8 B ho i B 1S o

HHL R e £ ( World Health Organization ) 2. % & * 2 FlébiEH 5 :
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T > @ 5S4 5 programmable sequence-specific nucleases (SSNs) 2 % ik

e o FLERIr i g 4R TE X2 DNA B 7% A2 §7 A Tl iR

T A F R p 0 7 A e SSNs M2 » b4 o Zinc finger

i

nucleases (ZFNs) Fv Transcription activator-like effector nucleases ( TALENs)

“d
B AR RAARBERLOES —URE -~ 28 - B AN B A S B LA @RS
HOREM AT LS 0 B 24 (2024 ) -
1 Human Genome Editing, WORLD HEALTH ORG., https://www.who.int/health-topics/human-
genome-editing#tab=tab 1.
17 Ma, X., Q. Zhu, Y. Chen & Y. G. Liu., CRISPR/Cas9 Platforms for Genome Editing in Plants:
Developments and Applications, 9(7) MOL PLANT (2016); Sprink T, D Eriksson, J Schiemann, F
Hartung, Regulatory hurdles for genome editing: process- vs. product-based approaches in different
regulatory contexts, 35 PLANT CELL REP. (2016).
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PRAE RS E 0 £ PRPFSEE L T 3|19 #2@ ZFNs & TALENs % #
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regularly interspaced short palindromic repeats/CRISPR-associated protein ) f§ ¥ 7 <
20 CRISPR/Cas $iF% &3 ¥ — 51 % = 8L (mono-guide ) » H ¥ 4-%+ 5 B =2k »
17 % A FlH%hIiE R 2 (multiplexed CRISPR strategies ) » # CRISPR/Cas & %til i#

B~i% ZFNs 2 TALENs » & % #7— X e 7] 2 B 2! o

FA2L AT lE e 2 B R $3% % (oligonuclease directed
mutagenesis, ODM )% SDN-ODM r’?%ﬁr’ A1 LA A TR A 4 DNA
B4 iRAe 2 koA fads mre A i3 S — 2 R AR B R kR

(non-homologous end joining, NHEJ) & {7 DNA #4f » 11 7 faenp 972

@ SDN RUFEd ipeps > & P ikA FI15 72 DNA BT - o 87 R
AL EREA TR AN o B HES 0 d wme A L i3 4] (NHET &
HDR) > e p A FIA7] > R4 HERI T FH Fhd mitk - SDN 2 #

St é 3 1 ZFNs ~ TALENs 2 CRISPR/Cas ¢ s%2

BEBE-#HAEE ARNGELANERCEAFHFTRLGER  HhiEY 18 52 8>
B 125 (2016 %)

% Ho, B. X., S. J. H. Loh, W. K. Chan, and B. S. Soh. 2018, In vivo genome editing as a therapeutic
approach, 19 INTL. J. MOL. (2018).

NVEWE HELEF  ATHE18 R 125

NEWBE -HELEE > BAT:E

2 RFIR > ATABRE 150 B 30 Hhfed ~muoFid s NS R LA FIM%NIEA ¥4 BB LR (v
BBEELFENISE 28 F 71-78 (2018 &) o

2 McCarty, N. S., A. E. Graham, L. Studen, and R. Ledes ma-Amaro, Multiplexed CRISPR

technologies for gene editing and transcriptional regulation, 11 NAT. COMMUN. (2020).
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https://www.fda.gov.tw/tc/sitecontent.aspx?sid=3964 °
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34 Ruchir Raman, The Impact of Genetically Modified (GM) Crops in Modern Agriculture: A Review, 8
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NGT » 142 LF 15 GMO RfriE 5§ I E 5> -

% = 78 NGT 2 & * 45 5

SRR Y R ARGHEEEE SRR BALM 113840 8 67 (2020 F) -
YRR S BRARR R RRE > B C BRW - Fola o ARARGHRGRRREE
B RLEMFARFIR > 14 5 0 B 405411 (2023 5F) ; #4845 0 AT4H3E24 0 E 101-115 -
SO MM > AT4H3E 15 A 31 ° EFSA panel on Genetically Modified Organisms (EFSA GMO Panel),
Applicability of the EFSA Opinion on Site-Directed Nucleases Type 3 for the safety Assessment of Plants
Developed Using Site-Directed Nucleases Type 1 and 2 and Oligonucleotide-Directed Muta-genesis,
18(11) EFSAIJ.1,3 (2020), https://doi.org/10.2903/j.efsa.2020.6299; Jochen Menz et al., Genome Edited
Crops Touch the Market: A View on the Global Development and Regulatory Environment, 11
FROTIERS PLANT SCI., no. 586027, Oct. 9, 2020, at 1.
SUId.
2 Id.
33 Krimer L., Legal questions concerning new methods for changing the genetic conditions in plants,
http://www.testbiotech. org/sites/default/files/Kraemer Legal%20 questions new%20methods_0.pdf
(2015).
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4 ,—kr:}mq-fp N AE R ) E o gLk s NGT 7 fi?ﬁﬂiﬁ%i%%g\;g s LR

EREAG IR FRERPRESZFEN O RTFEREEASY FIHFLZ

o w0 A % k% (acrylamide) 2 5 4 57 o

B 2005 & B4 A FmERITC REARRY RO ~ fic s 54 E
AESNF2E ) E 2B B R 2o B e dad S B AL F SRR 3
T oA AFERTAPEF 2 I 2012 # CRISPR/Cas9 ik £ {5 » CRISPR/Cas9

54 Alan Bullion & Bharti Malhotra, Gene-edited crops market growth spurred by regulatory progress
and approvals, S&P GLOBAL (Jan. 17, 2023), https://www.spglobal.com/commodity-
insights/en/research-analytics/gene-edited-crops-market-growth-spurred-by-regulatory-
progress#:~:text=private%20and%20public%20sectors%20to,commercialization.
55 IVANA KATSAROVA, supra note 11.
56 European Commission, supra note 7.
57 EUROPEAN COMMISSION, supra note 41.
8 Zheng, X., Yang, S., Zhang, D., Zhong, Z., Tang, X., Deng, K., Zhou, J., Qi, Y., & Zhang, Y., Effective
screen of CRISPR/Cas9-induced mutants in rice by single-strand conformation polymorphism, 35(7)
Plant cell reports (2016).
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PRL L > e R DA S o B ATFIRERLTD R Sk ) F s 2

%}\%E%(F#Lé#’ /)E\/UREU! {@7?47%"260

2016 # - 2 W '+ X Giorgio = # % 3= > 12 CRISPR/Cas9 Hojtw#= 3 1 7
g%g‘:“ij%:i% [ ﬁj*’/i‘f%;%_%_%i”‘ A ? 5 Ag ﬁr'{ﬁg—i Fva"?tg" l«LL#M&TL f%'tj%;’-\ 5 —

B 12 CRISPR/Cas9 # Fl By » W B £ WP £3npra 1 3 2 & 561 o

2021 & > p A F 6] CRISPR ¥hffiz & 53~ & - d p g F £ 2

-au%

GABA # £ $30 M S EANBERA R -5 B i £ o o
EHE R 2 E T e p AP S T CRISPR A Bl iE2 & A &
+B o au i B (Madai) 4oh @ 9% (Tiger Puffer) o i %8 4 £ Frdl4p

[ E i’xq"é LLI’?%@@ ?ﬁ;&gﬁ?;}i.i ) pﬁilgfur%%é%ﬁ‘q']g’\“

PRI > ATEIE 1S 0 R 24 -
O RFY - REEH > RAGEBMNBEEEMZER > 5 - BIBAMER FISEE2H
(2018 %) -
ORI > ATIBIE 1S 0 R 24 -
2 Emily Waltz, GABA-enriched tomato is first CRISPR-edited food to enter market, 40(1) NATURE
BIOTECHNOLOGY (2022).
83 Clement Dionglay, Japan's Three Genome-Edited Food Products Reach Consumers, ISAAA (Dec.
12,2024), https://www.isaaa.org/blog/entry/default.asp?BlogDate=1/19/2022.
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2 R FMdE S NS o 54 L M E % > CRISPR/Cas9 H v B L iE » A+ B

AL ot o F S A 2 AT ATRES mEE o

14 71" CRISPR $eiivd A = JIth A F 7k i @ 75 § 0 Btme ~ Tl
e g R e p A A B ARAE R AT AGEFEF AT Ty o ¥ %
Eﬁﬁﬁ%%?£i%ﬁﬁ§ﬁi’Bﬁgipiﬁwﬁﬂ%ﬁ%%’ﬁﬂéﬂ

SAAFAEERE L T AT N F RSB B AR FF R o)

A FE FA 34 NAE Y L FI RPN R LG 0 g AR b e chS 5L
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P > CRISPR/Cas9 &3 ek o * + o & tde s flg » 27 4) M e o i

22 F P A2 R ERITDATRZ S Fla B FAEF T FEH B F RS ko

% Elizabeth Crawford, Exclusive: Pairwise stops marketing gene-edited Conscious Greens to focus on
new high-value, gene-edited crops, FOODNAVIGATOR (Feb. 13, 2024), https://www.foodnavigator-
usa.com/Article/2024/02/13/Exclusive-Pairwise-stops-marketing-gene-edited-Conscious-Greens-to-
focus-on-new-high-value-gene-edited-crops/.
65 343 (Jennifer A. Doudna) ~ ¥ A6{8# (Samuel H. Sternberg) ° (¥ EH %% K% 4 CRISPR
koA R AR B E A TR BEAGHRR)  BRAXTEHRAE - £36 (2018) -
60 SFA=50 ~ FEH ~ AR > 2HRARGEE X RRANE B IBOT > LFATE 1838 R
62-67 (2019 %) -
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CRISPR/Cas ¥ % = {&e4L F1 g% DNA %74] (double strand break, DSB)
£ 5d e p NHEJ 2 HDR #$+4]:& (7 DNA 24f » M EE S HEE DL 72 o

% o CRISPR HFF] 2 B & ~ 230 @ % @ & 5 F b By * 25 f ik

GRS U
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PR 2 {uging U2 74 2 ke e B9 e AT GIED & 814w p

DNA A + 24p ke A F%IE > 2447 > % DNA 4 &y {1

i

NHEJ 2R #8438 71240 > B4pF DNA % 5 #4453 > @2 2% 28

REZFERa o phird 4?05 S#cE U NHE] #4124 > wpE~ 72

-

iz #f HDR #4112 2 DNA %74 -

7 A New Era of Mitochondrial Genome Editing Has Begun, INSTITUTE FOR BASIC SCIENCE (Apr. 26,
2022), https://www.ibs.re.kt/cop/bbs/BBSMSTR 00000000061 1/selectBoardArticle.do? nttld=21219.
8 RABM ~ KR~ ARRAT 0 BB DNA FlJR E 4427 CRISPR-Cpfl #"# B B 1 2 K 4 48 %
o GHEECEARIAL 59K 180 F4-10 (2021 ) -
 P. Tian, J. Wang, X. Shen, J. F. Rey, Q. Yuan and Y. Yan, Fundamental CRISPR-Cas9 tools and
current applications in microbial systems, 2(5) SYNTH. SYST. BIOTECHNOL. (2017).
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0 Ffzdn > BE - Adatt o ATH83E 66 0 R 62-67
TRATHE KB R 0 ATBE L R 1321 ¢
2 European Commission, supra note 7.
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NGT 3 72 ieh &S B 105 8 RA R 3 Mog b (it A LF 57
GMO /2 3.7 R 4% NGT 2 & ¥ f?%% ' NGT A2 472 GMO i * 4p e Bt 2

PALEEALE  ERFEAFIIEREEL I SAF K

BUh s B Y NGT 22 & FI4p Y 6 BB - 7 oiv § FREF 5 2 e
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E AR ARy 32

2021 #HpERL EHFLF 0 0 REFp 2001 #75% 2 GMO =2 FF e

SErs g LS B B KR 0§00 NGT 2 H & 554 % 0 § 4 B8 R

73 EFSA, supra note 7.
™ Id.
5 Lauren Lewis, What are New Genomic Techniques?, FOODUNFOLDED (Dec. 23, 2024),
https://www.foodunfolded.com/article/what-are-new-genomic-
techniques#:~:text=The%20European%20Foo0d%20Safety%20Authority,bring%20NGT%20foods%20
to%?20market.
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EF NGT 3 873 » A% b7 R HAal s FI5 R e a fed 2

PREZREE2Z LIFTHFE o NGT 5 p R % EHEBRBYES > N
LTt d Ao h g BYIRGE R FAKEA o Fpt o B Ao 2 RS

AR LRE S 2 A B NCT RFF B L AR 2 EF 5 H @

EEFML -
=285 WP H GMO 2 NGTL%%PJ%%
% - 75 FE ¥ GMO 2 ¢ 4] #

PHFE 2001/18 545 4 % 2555 2 % 0 GMO A & A F15 i p A2 e

R R E S e T 4 $ 4070« EFSA $# GMO 2 % > #2474

6 Id.
7 Id.
8 Biotechnologies: Commission seeks open debate on New Genomic Techniques as study shows
potential for sustainable agriculture and need for new policy, EUROPEAN COMMISSION (Apr. 29, 2021),
https://ec.europa.eu/commission/presscorner/api/files/document/print/en/ip_21 1985/IP_21 1985 EN.
pdf#:~:text=The%20main%20findings%200f%20the,agricultural %2 0inputs%20such%20as%20pestici
des.
" Directive 2001/18/EC, of the European Parliament and of the Council of 12 March 2001 on the
deliberate release into the environment of genetically modified organisms and repealing Council
Directive 90/220/EEC, 2001 0.J. (L 106,) 1, 1-39 [hereinafter Directive 2001/18/EC].
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80 EFSA GMO Panel, Scientific opinion addressing the safety assessment of plants developed using
cisgenesis and intragenesis, 10(2) EFSA Journal, 2561 (2012).
81 Id. at 2-4.
82 Id
B EFR BN HENB A FHARRREET H A B BE REAR Wt — K8 R 547-
603 (2011 %) -
Mg RARGEHMHRA AR R AMTRINB > IREEFR 9 M A 111-155
2021 9 A ; EAR > ATHE3L > A 16-23 °
S et BEMHARAESE R I EM-UREERZEAMRELG) > BILEERERELR
FHEESRE R RATALIE > E 44-45 (2009 £) -
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dMAFHE SR RAYAE LR AR AL ERLST T AFRLHFE S
- 3GMO ﬁéfaﬁ%&ﬂ: TR > ] > 2001/18 %#ﬁ**“ 2015 & 3 7 270237 0 RS

SR RE RS o A AR R RBOTH A ) i fE GMO 1t

u/]; Pzt B i g Y FrA A EE R IR o 891 % - ~1829/2003
AL ’*&%ﬁx%i a Fer gkl B il o % % 2 ~1830/2003 BLARLRY ’*ﬁa% GMO-

A BE R T LB A BT R

86 Mig4k > WTO 2R B REAEHR > B 619 ~ 637-639 (2017 F) -
VEIfg REARNNEELETHEAOEHERS THREZELKREMNME 20084F9H A 1;
FER R R RBAR RSB LS E TR WIO REZARM  BUSALRKRE
g ‘»‘H*“& SRR R P& Gk 0 166 #A 0 B 26-33 ©
8 H2id > AT4BIE R4 -
¥ X% ATABEST A 1o Tkéh ~ BAIE > SRUM AR R LB FAZ S E A8 B SR R H BT
fonftE o 46 812 & 0 B 292 (2025 F) o
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ARPEH GMO A F2 2B ARR S ARFE - B 238 q 5 05— 0 kL
BE B EE CRBREP R FE  PRARN I FL @ iT 5o 22
FEH GMO & @il iR A 0 5= o FIT AT 8 5 A2 T R
Mo Pt P2 ¥ %@ 7 GMO & F& &5k ~d GMO 22 & %5
A GMO “F4 A2 & BR3¢ FAEs GMO “F2 & o fih ¥ & 5 ¢

5 GMO i 2 & &

(products “produced with” a GMO) %2 -

ARPR R ARARA AR e S R RO F MR Y FF Sk TR
d EFSA i€ 741532 » & EFSA >0 AV S5 R G 6 B p > 2% F
LBEHLV VI BEHLAEEFARELT S > IR FERI I F AR LT
LR A d ik ¥ 424 B € (Standing Committee on the Food Chain
and AnimalHealth) - ¥ %X £ A ¢ ik J Sl W Bm P R L € /% wE R
LM T rTE O RIBEARPRTE N EL S BT E N A
FERFEAN B P AT BRERL ERHUERET - YT L& 2

e R L LAy SEs R S

~ 1830/2003 &5 %5 | %8

%0 Commission Regulation 641/2004 of 6 April 2004 on detailed rules for the implementation of

Regulation 1829/2003 of the European Parliament and of the Council as regards the application for the

authorization of new genetically modified food and feed, the notification of existing products and

adventitious or technically un avoidable presence of genetically modified material which has benefited

from a favourable risk evaluation, OJ 2004, L102/14 [hereinafter Regulation 1829/2003].

! Regulation 1829/2003, art. 1.

92 Regulation 1829/2003, art. 2, 3.

93 Regulation 1829/2003, art. 5(2).

4 Regulation 1829/2003, art. 6.

95 Regulation 1829/2003, art. 19(1), 35.

% Regulation 1829/2003, art. 7(5).

7 Regulation 1829/2003, art. 28.

% Regulation 1830/2003 of the European Parliament and of the Council of 22 September 2003

concerning the traceability and labelling of genetically modified organisms and the traceability of food
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Y 57 &Ad GMO %2 & St oz 510

ARPPRI GF F L ARG FEREEAS D E BT LT
ez @E GMO A &3 R » - A& FF LFEL L H GMO A&
P R X EEEE AL FwE G

FEBEZ - EHREFRFIE > L4 %5 GMO A &AM T o & GMO 2 518
EARAT AP BT ERERT P TR TR AR B
#A GMO 7 £ 74 09%F > MW PHEET %@ * » 57 GMO &4
GMO &2 & S4t7 7 4126 2 ris GMO 7 R 259 » P 2 F M it
T CRERREE WEASH A B EE  SERBE AL 2 JIBE BT

IR ity R
¥ 9F BEHNGT 2 # 4124

2018 & » g% k2 (European Court of Justice, ECT) #* %> o *t 3733 % &
ik L R 2R ab HART2ZAFHMORARL GMO - §# * R GMO

EEARPM T2 BEATIGESE L PO YRR A ST -

and feed products produced from genetically modified organisms and amending Directive 2001/18/EC,

0J 2003, L268/24 [hereinafter Regulation 1830/2003].

%9 Regulation 1830/2003, art. 1.

100 Regulation 1830/2003, art. 4.

101 Regulation 1830/2003, art. 4, 5.

102 Regulation 1830/2003, art. 4C, 4B.

103 Regulation 1830/2003, art. 9.

104 Case C-528/16, Confédération paysanne and Others v Premier ministre, Ministre de I’ Agriculture, de

I’ Agroalimentaire et de la Forét, 2018 E.C.R. 54 [hereinafter Case C-528/16]; Eva Gelinsky & Angelika

Hilbeck, European Court of Justice Ruling Regarding New Genetic Engineering Methods Scientifically
26



TOEHUE P B s TR RBI0e Eis o ik RUA IR B 2020 # 7 HeRg
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AP 2 RERG AR E 2 a M FR e ER A TREF e F
2 I8 3 %A R 0 2012 & > EFSA T 2. #L Feeid 4 | % (Panel on Genetically
Modified Organism, GMO Panel ) T 4-¥+i%:iF % = 4] 2 21 fe ¥ ( site-directed
nucleases, SDN-3 ) 3ir# 82 7 2. 4 PR N & £ L Hn i FU g4 4P mx

77 HRAT R RIpIRGTS %ﬁi—ﬂ%ﬁ} GMO’i’ﬁ?ﬁGMO*ﬁL%l%O

BT A RE RS G AR A b2 A FE BT R bk
PEREETRZAETFEER G BHEERL FEEAR > ¥ NGT 3 » GMO
Rk mTNGT 2 R A FEBE 2 b "G 2 R B R PR FL 85
UL 2 R E R . A 0 FE GMO F 4% #%2%4ﬁw%ﬁf,
"E¥ NGT 7 473 B > 288 L &3 g * T NGT fe4- 2 2 ViR G R IE

2R LKA T LRI - 18

WEF S MASE > S8 k2 4 0 Wi SDN-1 2 SDN-2 #iv ¢
AT S TBAR AP L BAFRAS R AT B2E GMO -
hognasgeE F B R4 )R 5 0538 ODM “Tik 2 472 & 522 GMO-

BN B A R TIIE fRRRA BAT BB 2 SfE 0 E 973 NGT A

Justified: A Commentary on the Biased Reporting about the Recent Ruling, 30 ENVIRON SCI EUR 52
(2018).
O3 M > ATABIE LS > R 13 °
06 BIRA ~ RRSF R RFE > BN EARE T RAMERFHER > HEZATEALER
A B RABRZA R FAME 0 B 5-22~5-23 0 2018 F 11 A »
OTRER AT WA BRKARRGEEYAM AL R > Y - BRBEEME R 15
%% 2% > A 88 (2018 F&) ; Araki M, T Ishii, Towards social acceptance of plant breeding by
genome editing, 20 TRENDS PLANT ScI. (2015).
108 45018 > AT4H3E 84 ©
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8 E 4R 02022 £ 9 7 > BERL TP FFALEHT 0§
%gu@%%m%%gﬂgﬂ%ﬁ%§o YRR DTS 02023 £ 7 7 BP
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|4

7% 42 B (ordinary legislative procedure) » P % % W S mr R ¢ B P 2

ERF L PUERERAL S DN oo

T - F &R wE P ECT 2 C-528/16 HAp 2 2021 AP HAL €F 2
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P E S NGT £ F 8 kA 2 2 »a S R o B AR 4 TRR T &
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109 pAreg ~ R Z % > A4 1> A 13
1o European Commission, New techniques in biotechnology,
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18 fX4F 2001/18 3RAE 4 H 2 A2 R & ”ﬁkﬁ%@LJ%&uﬁéﬁﬁéﬁﬁi’%Ngwﬁ
MREFE=ZHER > 058 - BoRBUREIbE ST -

185 Je¥Edo ~ B2 0 ATIHIER -

136 Jens, F., Anna, B., Nam K. P., Milla, K., Erik, A., New Genomic Techniques Can Contribute to

Reduced Pesticide Usage in Europe, 6(6) PLANTS PEOPLE PLANET, p.1215-p.1223 (2024).
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187 Jenny Brunton, EU Member States agree mandate on new genomic techniques, BRITISH
AGRICULTURE BUREAU: REPRESENTING UK FARMERS AND GROWERS, (Mar. 14, 2025),
https://www britishagriculturebureau.co.uk/updates-and-information/eu-member-states-agree-mandate-
on-new-genomic-
techniques/#:~:text=MEPs%20want%?20t0%20keep%20mandatory,after%20its%20entry%20into%20f
orce.
188 Proposal for a Regulation from Commission, at 4.
139 Id.
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91 TvANA KATSAROVA, supra note 11

192 Proposal for a Regulation from Commission, at 14.
195 4,
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8 Proposal for a Regulation from Commission, at 18, 19.

199 Proposal for a Regulation from Commission, art. 3(7)(b).

200 Proposal for a Regulation from Commission, arts. 5.3, 26.

201 Annexes to the Proposal for a Regulation of the European Parliament and of the Council on Plants
Obtained by Certain New Genomic Techniques and Their Food and Feed, and Amending Regulation
(EU) 2017/625, at 1, COM (2023) 411 final (July 5, 2023) [hereinafter Annexes to Proposal for a
Regulation from Commission];

RAMAEDBBEMERERE  AVERFBEFRAET > 2024 £ 3 A 20 B > #uk

https://www.bcre.firdi.org.tw/%e6%ad%90%e7%9b%91%e6%96%b0%e5%91%ba%e5%9b%a0%e9%
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204 Commission Staff Working Document Impact Assessment Report Accompanying the Proposal for a

Regulation on plants obtained by certain new genomic techniques, at 7, SWD (2023) 412 final (July 5,

2023) [hereinafter Impact Assessment Report].

205 Impact Assessment Report, at 7.

206 Jens Kahrmann & Georg Leggewie, supra note 136, at 24.

207 NGTs: A Step in the Right Direction by the European Commission, FARM EUROPE (June 20, 2023),

https://www.farm-europe.eu/news/ngts-a-step-in-the-right-direction-by-the-european-commission/.

208 Proposal for a Regulation from Commission, at 24.
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EA 25 GMO 2 42 3427 .

209 Proposal for a Regulation from Commission, art. 3(8).

210 proposal for a Regulation from Commission, at 21.

211 Id

212 Samantha van Dijk, Claudia Mendes Pinto & Jacqueline Mailly, New Genomic Techniques: EU

proposal  both  promising and  controversial, HOGAN LOVELLS, Mar. 6, 2024,

https://www.engage.hoganlovells.com/knowledgeservices/insights-and-analysis/new-genomic-

techniques-eu-proposal-both-promising-and-controversial.

213 Impact Assessment Report, at 7, 151.

214 Proposal for a Regulation from Commission, at 19.

215 Impact Assessment Report, at 7, 151.

216 GERMAN FED. MINISTRY OF FOOD & AGRIC., OPINION ON THE COMPATIBILITY OF

THE EU PROPOSAL FOR A REGULATION ON PLANTS OBTAINED WITH CERTAIN NEW

GENOMIC TECHNIQUES (NGT) (Apr. 30, 2025).

27 ACSH, EU Continues Its Unscientific, Anti-Innovation Regulation of Genetic Engineering, AM.

COUNCIL ON SCI. & HEALTH (Apr. 16, 2024), https://www.acsh.org/news/2024/04/16/eu-continues-

its-unscientific-anti-innovation-regulation-genetic-engineering-17725; Henry Miller & Robert Wager,

Viewpoint: Optimism fades that Europe will significantly reform its current near-ban on gene-edited
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crops, GENETIC LITERARY PROJECT, May 23, 2024,
https://geneticliteracyproject.org/2024/05/23/viewpoint-optimism-fades-that-europe-will-significantly-
reform-its-current-near-ban-on-gene-edited-crops/.
213 Proposal for a Regulation from Commission, at 19, 20.
219 [VANA KATSAROVA, supra note 11, at 8.
220 Samantha van Dijk, Claudia Mendes Pinto & Jacqueline Mailly, supra note 212.
221 Proposal for a Regulation from Commission, at 20.
51



o RS R T REARR 0 d T R&E R (verification request) 2 =
Bl gk i 77 NGT £ £.F & &40 k- 2 % defe 2001/18
Bidp 4 Bifvschn gl fofg 52770 & f WA F MY 30 B ivp pBEF P
F 484 (verificationreport) » & 2 F ¥ = o H i £ f MEEE L & &
GHRLB o FHE AR RATERL €3 AT FIRL 2 20 p P EHEF
FHRNER LM AT 10 BT pTD NGT 24 A7 B3 NGT 1 274
Tk r 2 kA AN ERTE > P aFESENGTHES - 12 75 ~d NGT 4
Provie A s &4 2 NGT a2 & &~ 38 A F3E » % Hiiid 2 iR o i
Hie A RS wERL §E4HIPFRLRDER R BB AL €353 EFSA
6 BT BE R 45 B fFp 0TS NGT 44 .3 B NGT 1 2 &2

225

FANBERPN BT FRE& 0 Gldrier 8 S G2 74 Pld EFSA iz
AR G NGT b L3 7 6 RAE S 6 - 2 BEPEP > £ BER

4 g e PR P As2 30 B iFR P (F I NGT 44 £ F F>8 NGT | 2 4 22260
(= )NGT2Z % 2B He 5 Find 25

MR Bl 5 op e B -NGT2 51 8T 2 im0 i * 2001/18 Fidp

=

%65 F 10 RIIATY AR 2T e R f B A o BT L AL 2

Ak &7 TIHRB R %™ (environmental risk assessment) ;228 ¥ - 2 & >

2 e FAo M FIE 0 ATBIER C A 24 ¢
223 Proposal for a Regulation from Commission, art. 6.
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226 Proposal for a Regulation from Commission, art. 7.
227 Directive 2001/18/EC, art 6(1).
228 [VANA KATSAROVA, supra note 11, at 8.
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230 Proposal for a Regulation from Commission, art. 22.
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232 Annexes to Proposal for a Regulation from Commission, at 4.
233 14

53



ra o R TEBEFFIEL 7 B /“’f#ﬁ?dnéq’fiﬁziﬁﬂ P E P
o E S r‘,/]tf 3 A @t t+ (herbicide tolerance ) | 2. NGT {&4~ » #-7 f * }

ﬁi%%@%ﬁ’ﬂﬁi%%%iwﬁgﬁﬁ’éﬁﬁ%iﬁ?iﬁﬁ%mo
TR
(- )NGT2 z h "% =i

NGT2 a2 RN EE» 3 Fnd 0 FRBRMNT T2 M AT ARG
ThHAER o F A BT NGT2 2 BB b %5 2 NGT2 &

A
45 B % b G P Crisk profile) TR FHEALEKE R GRS KT

[

THFE E - ONGT 2z £, = v Ffed 2 24 52 8% S5, %

VAR R R AR R T e B G g 2 BEES B o N Y fs

\\\

BB iEE S MR R

N}

R R R

2R RGRITFGR® 'IX'T:_II}I.\&H;,%.

1~ & & w2 4 s 5 (hazard identification and characterisation ) » & 3% :
(1) #zfis & M A5 4 (parental plant) T > 122 (2) & F gy it - 4p
MEARSERFRG 2T e A B T RR e e Ao 2 & 7T

WEFRFOFHRSAFFTAEFT > A DR F P

2~ k #3%% (exposureassessment) - =iz B FIFEF 2 2T i ¥
Bt RIETEBEFIE SNGT A &2 "2~ b av “rirFa &d - a &

AP p g * £ 2 F004REY F0Y FEREREY 5 o

234 Proposal for a Regulation from Commission, at 24.

235 Annexes to Proposal for a Regulation from Commission, at 2.
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242 Proposal for a Regulation from Commission, arts. 14, 19.
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243 Proposal for a Regulation from Commission, at 22.
244 Proposal for a Regulation from Commission, at 20.
245 Proposal for a Regulation from Commission, at 32.
246 Id
27 Proposal for a Regulation of the European Parliament and of the Council on the production and
marketing of plant reproductive material in the Union, amending Regulations (EU) 2016/2031, 2017/625
and 2018/848 of the European Parliament and of the Council, and repealing Council Directives
66/401/EEC, 66/402/EEC, 68/193/EEC, 2002/53/EC, 2002/54/EC, 2002/55/EC, 2002/56/EC,
2002/57/EC, 2008/72/EC and 2008/90/EC, at 1, COM (2023) 414 final (July 5, 2023).
28 Proposal for a Regulation of the European Parliament and of the Council on the production and
marketing of forest reproductive material, amending Regulations (EU) 2016/2031 and 2017/625 of the
European Parliament and of the Council and repealing Council Directive 1999/105/EC, at 1, COM
(2023) 415 final (July 5, 2023).
249 Proposal for a Regulation from Commission, at 14.
250 Proposal for a Regulation from Commission, art. 10.
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25! Proposal for a Regulation from Commission, art. 23.
232 Directive 2001/18/EC, art. 21.
233 Regulation (EC) No 1829/2003 of the European Parliament and of the Council of 22 September 2003
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254 14 art. 4(6)-(7).
255 Farm Europe, supra note 207.
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in Europe, THE PATENT LAWYER (Mar. 5, 2024), https://patentlawyermagazine.com/banning-patents-on-
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344 Agreement on the Application of Sanitary and Phytosanitary Measures art. 1.1, Apr. 15, 1994,
Marrakesh Agreement Establishing the World Trade Organization, Annex 1A, 1867 U.N.T.S. 493
[hereinafter SPS Agreement].
345 Agreement on Technical Barriers to Trade, Apr. 15, 1994, Marrakesh Agreement Establishing the
World Trade Organization, Annex1A, 1868 U.N.T.S. 120 [hereinafter TBT Agreement].
346 SPS Agreement, preamble.
347 TBT Agreement, preamble.
348 TBT Agreement, art. 1.5.
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349 Panel Report, European Communities — Measures Affecting the Approval and Marketing of Biotech
Products, 4 7.150-7.174, WTO Doc. WT/DS291/R, WT/DS292/R, WT/DS293/R (adopted Sept. 29,
2006) [hereinafter Panel Report].
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351 SPS Agreement, art. 1.1.
352 SPS Agreement, Annex A.1.
353 Panel Report, 99 7.148-7.149.
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359 TBT Agreement, Annex 1.1.
360 Appellate Body Report, European Communities—Measures Affecting Asbestos and Products
Containing Asbestos, 1 66-70, WTO Doc. WT/DS135/AB/R (adopted Apr. 5, 2001).
361 TBT Agreement, Annex 1.2.
362 TBT Agreement, Annex 1.3.
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370 EUROPEAN COMMISSION, DIRECTORATE-GENERAL FOR HEALTH AND FOOD SAFETY, STUDY ON THE
STATUS OF NEW GENOMIC TECHNIQUES UNDER UNION LAW AND IN LIGHT OF THE COURT OF JUSTICE RULING
IN CASE C-528/16, COM (2021) FINAL (APR. 29, 2021), https://food.ec.europa.cu/system/files/2021-
04/gmo_mod-bio_ngt eu-study.pdf; EUROPEAN COMMISSION, supra note 41.
37! European Food Safety Authority, Scientific Opinion on the Safety of Plants Developed through Site-
Directed Nuclease Type 1 and 2 Techniques, 19(8) EFSA J. (2021).
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