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%roseeds Why do we discuss NGTs?

Embracing Mature

» EU needs more and quicker genetic progress
e Food security
e Climate change

e Restrictions of other inputs

« Competitive position of EU
e EU ECJ Ruling of 2018 vs. international developments

e International alignment of a major trading block
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Russia: decree for R&D program
clarifying that “conventional-like”
genome editing products are not
regulated as “GMO”

z?% Canada: Product based
approach; ongoing discussions
to improve system

China: China
unofficial “GMO-
light” proposal

US: Proposed new USDA
policy excludes certain
techniques; Executive

Order on Modernising

Israel: Guidance that
specific techniques

Regulatory Framework for

Biotechnology Japan: excluding

certain edited

are outside GMO
products (Korea

>cope N likely to follow)
Argentina, Chile, Brazil, Paraguay \ ‘
Colombia, Honduras, Guatemala: l"l. ﬁ
Case-by-case approach, excluding ‘.‘
certain edited products (El ' Australia: Revised gene tech
Salvador likely to follow) regulation exclude some gene
editing applications M /3'
Positive Decision

. . NZ: High Court decision that a few
4 No formal decision specific techniques are GMO

Restrictive Decision
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Policy developments around the world 02/2025

CANADA

Product based approach;
HEALTH CANADA and CFIA
guidance for food, feed and
environmental release
finalized excluding plants
without foreign DNA.

USA

USDA: Case by case exclusion
through the ‘Am | regulated?”
process

EPA: exempts certain
products; requires notification
FDA: Voluntary pre-market
meeting

ARGENTINA, BRAZIL,CHILE,
COLOMBIA, COSTA RICA,EL
SALVADOR, GUATEMALA,
HONDURAS, PARAGUAY,
URUGUAY

Case-by-case approach,
excluding certain genome
edited products without novel
combinations of DNA

ECUADOR

Case-by-case approach
excluding genome edited
products without foreign DNA

Bl Differentiation from GMO regulations (at least by one agency/authority)

Draft proposal to differentiate from GMO regulations (at least by one agency/authority)

Draft proposal where products considered GMOs but with simplified assessment
procedure/requirements

ENGLAND

Case-by-case approach
excluding certain genome
edited products- secondary
legislation expected

GUATEMALA
3. HONDURAS

EL SALVADOR +COSTAS

I Products considered GMOs but with simplified assessment procedure/requirements

B All products considered GMOs

BURKINA FASO
Draft guidance excluding certain
genome edited products

EUROPE

Policy proposal suggesting
2 categories : Conventional-
like and GMO-light

ENGLiND

EU

NIGERIA
BURKINA CEY

raso Y8

GHANA

SOUTH AFRICA

MALAWI %

som&

Government decision that
NBTs are GMOs, appeal
rejected in August 2023

ISRAEL RUSSIA

Case-by-case guidance that Decree for R&D program
excludes certain genome clarifying that gene editing
edited products products are ‘conventional-like”

RUSSIA

{ 1sRAEL PAKISTAN

ETHIOPIA
N
[ 'S

L 2 2
THA :
; PHILIPBINES
¢ Z ,4"
g KENYA

SINGAPORE
INDONESIA

‘W  NEWZEALAND

ETHIOPIA, NIGERIA, MALAWI, AUSTRALIA OGTR
KENYA, GHANA

Case-by-case approach excluding
certain genome edited products

without novel combination of DNA

Exclusion of SDN-1 products;
new legislation proposed

Policy developments on NGTs around the world (2025)

International Seed Federation
ds F Seed is Life

CHINA

GMO- light with guidelines
and detailed rules issued for
trial implementation

SOUTH KOREA
Proposed revised LMO act
(GMO-light)

JAPAN

Case-by-case approach
excluding certain genome
edited products

THAILAND

Exemption of SDN-1 products
& case-by-case exemption for
SDN-2 and SDN-3 products
without foreign DNA

PHILIPPINES, SINGAPORE
Case-by-case approach
excluding genome edited
products without foreign DNA

INDONESIA, PAKISTAN
Draft proposal to exempt
certain genome edited products

INDIA, BANGLADESH
Case-by-case approach
excluding SDN1, SDN2
products without foreign DNA

AU-NZ FSANZ

Proposal to exclude food from
organisms without presence of
novel DNA

NEW ZEALAND

Proposal for a differentiated
regulation of genome edited
products
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EU Parliament EU Parliament 4. adoption???
2a. Committees 2b. Plenary
amendments amendments

3. Trilogues

EU as of early

Commission European

Commission

5. Legal Act

1. Proposal

2. EU Council
(27 member states)
amendments 4. adoption???




%Foggggg What is still left to agree on?

Scope:
verification
of
category

Traceabili
Labelling
Transparenc

Sustainability

Intellectual Propert

euroseeds.eu
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COM

NGT 1 / NGT 2 categorisation
e Annex to define scope
e Sustainability req. for variety

e No HTVs for NGT 1 (via PRM)

NGT 1 = conventional
e NGT 1 PRM labelling
e NO endpoint T&L

e NO post-market monitoring

IP
e Study

Main issues and views

e NGT 1/ NGT 2 categorisation
e Annex to define scope
e Sustainability req. for trait
e No HTVs for NGT 1
e No patents for NGT

e NGT 1 = ,semi-conventional®
e NGT 1 PRM labelling
e WITH endpoint T&L

e WITH post-market monitoring
o [P
e No patents for NGT (v.a.)

e Patent transparency

CON

euroseeds.eu

NGT 1 / NGT 2 categorisation
e Annex to define scope
e Sustainability req. for variety
e No HTVs for NGT 1

e Patent licensing req.

NGT 1 = conventional
e NGT 1 PRM labelling
e NO endpoint T&L

e NO post-market monitoring

IP
e Patent licensing (v.a.)

e Patent transparency
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Main issues and views
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e Sustainability req. for trait

e No patents for NGT 1
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o NGT 1 =, semi-conventiona

e WITH endpoint T&L

e WITH post-market monitoring

e [P
e No patents for NGT (v.a.)
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e Patent licensing req.

IP

e Patent licensing (v.a.)




) Furoseeds Can we REALLY not agree on this?
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Scope:
verification of

RM Tracea bcategolry
PRM Labelling

PRM Transparer

euroseeds.eu
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