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~Euroseeds ywho we are?

National member

+ associations from EU
Member States and
beyond, which in turn
represent many thousand

seed businesses across
Europe.

Direct company
+ members from Family
businesses to multi-

nationals, including seed
related industries.

Euroseeds has members
also in other parts of the
world: e.g. Morocco,
South Africa, USA,
Canada...

Euroseeds number

Mission:

Euroseeds’ mission is to engage, on behalf of
its members, with all relevant European
decision makers in order to represent their
interests and to contribute to a:

* fair and proportionate regulation of the
European seed sector;

* freedom of choice for customers (farmers,
growers, industry, consumers) in supplying
seeds as a result of innovative, diverse
technologies and production methods;

» effective protection of intellectual
property rights relating to plants and seeds
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%roéﬁﬁﬁ The EU Seed Sector — Facts & Figures
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Seeding value in the EU
@Eurostat @FoodDrinkEurope
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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,COSTARICA,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

Il 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

EUROPE

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

Y

ISRAEL

Case-by-case guidance that
excludes certain genome
edited products

EU
{ ISRAEL PAKISTAN
. ETHIOPIA
SpgHONDURAS NIGERIA
L]
a—
EL SALVADOR +COST, BURKINA
- FASO I8 X
bz -
GHANA
KENYA
MALAWI 1.
il
BURKINA FASO SOUTH AFRICA

I Products considered GMOs but with simplified assessment procedure/requirements

mm All products considered GMOs

Draft guidance excluding certain
genome edited products

ETHIOPIA,NIGERIA, MALAWI,
Government decision that KENYA, GHANA
NBTs are GMOs, appeal
rejected in August 2023
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Case-by-case approach excluding
certain genome edited products

RUSSIA

Decree for R&D program
clarifying that gene editing
products are ‘conventional-like”

SINGAPORE
INDONESIA

el

‘W  NEWZEALAND

without novel combination of DNA

AUSTRALIA OGTR
Exclusion of SDN-1 products;
new legislation proposed

International Seed Federation
(‘S 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



%JI‘OSGEdS Different approaches to exempt from Biotech
regulations are based on a Common Principle

Embracing Mature

“Plant varieties developed using the latest breeding methods should not be subject to biotech regulations if
they could have been produced through earlier breeding methods or might also have been obtained from

Exemption of
certain types of
NGT plants from

biotech
regulations by
self
determination
e.g. Australia
(SDN-1)

natural processes without human intervention.”

,Case by Case”
decision to
exempt
based on the
type of genetic
changes e.g.
South American
and African
Countries

Conventional
Plant varieties

Euroseeds number

,Case by Case”
decision to
exempt certain
types and
numbers of
genetic changes

EU-Commission
proposal

Notification and
exemption of
NGTs without
foreign DNA

e.g. Canada, UK

28-04-25

USDA: Exclusion of certain NGT
plants by self determination with
voluntary confirmation process

+
EPA: Notification of self
determined exemption for loss of
function NGTs & Notification
procedure with case by case
decision for others

+
FDA: Voluntary pre-market meeting

Biotech /GMOs




Furoseeds

" Embracing Nature

Proposal

Conventional

GMO techniques listed
under Annex IB of
2001/18

Mutagenesis

cross-breeding, including
by using advanced
techniques such as

embryo rescue, induced
polyploidy and bridge

Protoplast fusion (cells
crosses

from crossable species)

No risk assessment

No labelling

No detection method

Allowed for organic farming

The EC NGT-

[ NGT- Verification Procedure

4 NGT Category 1 )
(conventional-like)

equivalent to conventional
plants if equivalence
criteria are met
max 20 genetic changes of
specific types

No risk assessment

Seed bag NGT labelling +
NGT info public register

No detection method

Not allowed for organic
farming

[

[
I 1
tl

NGT Category 2

Adapted GMO risk assess-
ment (incl. accelerated RA
& SME support for
,beneficial traits”)

GMO labelling (+ trait) +
Public GMO register

adapted) detection method

No Opt out by MS

Transgenic plants

Full GMO risk
assessment

GMO labelling +
Public GMO register

detection method

Opt out by MS

Not allowed for organic farming

Listing in National and EU Variety Catalogue (see also Commission proposal for Plant Reproductive Material -PRM)




Wruroseeds Where are we in the ordinary EU legislative
T " procedure (simplyfied?)

EU Parliament EU Parliament
2a. Committees 2b. Plenary
amendments amendments

4. adoption

3. Trilogues
as of end-

“ European | April? 5. Legal Act

Commission

EU
Commission

1. Proposal

2. EU Council

(27 member states) _
amendments 4. adoption

euroseeds.eu 28-04-25




E uro :
~LUoseeds  ymportant Elements of the Council proposal

IP:
- Declaration of any type of patent protection (to the best of the applicant's knowledge)
- Voluntary declaration of willingness to licence

- Commission guidelines for the purpose of assisting operators, in particular breeders, in navigating the plant

intellectual property landscape

« (The EU Parliament asks for a complete ban on patents)
No traceability and labelling for Category I NGTs (contrary to Parliament amendment)
No GMO-like monitoring for Category I NGTs (contrary to Parliament amendment)
Improved Annex I (equivalence criteria) for the verification of Category I NGTs
HT plants & products cannot be Category I

Clarification of Commission competence for delegated acts related to updating equivalence criteria (future

proofing)
28-04-25
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Embracing Mature

Precision Breeding Act — England (only)
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A Stepwise Approach

England only

Precision Breeding Act (2023)

https://www.legislation.gov.uk/ukpga/2023/6/contents/enacted

* Provides a regulatory framework (enabling transparency & oversight)
« Covers plants and animals for R&D and marketing purposes
« Defra and FSA provisions (implemented in the Regulations)

Precision Breeding Regulations https://www.legislation.gov.uk/ukdsi/2025/9780348269123

Laid 25" February 2025

* Plants only
« Comes into force 6 months if/when passed by Parliament

Supporting guidance: https://www.gov.uk/government/publications/acre-draft-guidance-on-release-and-
marketing-of-precision-bred-organisms

Source: Meetings | APPGSTA



https://www.appg-agscience.org.uk/meetings

The Precision Breeding Legislation

Together, the Act and Regulations remove precision bred plants from requirements that apply to GMOs (and to GM

food/ feed). They replace them with requirements more proportionate to risk and that provide transparency.

Genetically modified organisms (GMQOSs)

Organisms whose / case by case assessment of the potential risks,
genomes have

been altered using
modern \ Precision bred organisms
biotechnology genetic changes could have occurred through traditional
breeding methods — so, the potential risks are the same as for
traditionally bred counterparts

The legislation introduces:

» Two processes for notifying precision bred plants
* A public register
» Revocation and Enforcement measures

Exception: precision bred plants will be treated as GMOs in organic production.

Source: Meetings | APPGSTA



https://www.appg-agscience.org.uk/meetings

Precision Breeding Legislation — Next Steps

* 2 April: debate and vote of the House of Commons Second
Delegated Legislation Committee on the draft Genetic Technology
(Precision Breeding) Regulations 2025 went smoothly

* House of Lords: date for the debate is still awaited -almost certain
to be after the Easter recess (21 April).

* The legislation is due to come into force six months after approval
by both Houses of Parliament (likely late-October 2025 at the

earliest)



%roéﬁﬁﬂé Regulatory Policies can create Hurdles that discourage
New Investment

Conventional
x‘

Identical

DiSEase

Resistant

Wl_1ea_|t

Varieties ®) (®) ® (@) - 4"
Marketplace

Consultation Data Post market Trade
Timing Requirements Requirements Limitations

Genome Edited

Hurdles disproportionately affect business investment
to create solutions for a diversity of crops and markets
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<’ Embracing Nature

Avenue des Arts 52
1000 Brussels

WWW.euroseeds.eu
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#GrowingTheFuture
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