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NOTE

From: General Secretariat of the Council

To: Delegations

Subject: WP Innovation in Agriculture — Meeting of 10 July 2023 — Item 2:

Presentation of the proposal and impact assessment by the Commission

Following the meeting of the Working Party on Genetic Resources and Innovation in Agriculture
(Innovation in Agriculture) of 10 July 2023, delegations will find in annex the presentation given by

the Commission on the above subject.
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Recent developments on NGTs

EU Court of Justice’s judgment
in Case C-528/16

- Council of the
European Union

Council Decision
(EU) 2019/1904

European
Commission
———

Commission study on
NGTs
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Proposal for a Regulation on plants obtained
by certain new genomic technigques and
their food and feed products

COM(2023) 411 final
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Structure

» Chapter | — General provisions

Chapter Il — Category 1 NGT plants and products

Chapter Ill — Category 2 NGT plants and products

Chapter IV — Final provisions
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Commission
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Subject matter & scope (Arts.1, 2)

of...

* Placing on the market * NGT plants
* NGT food/feed
» Other products containing/consisting
of NGT plants

» i
= Commission
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Two regulatory pathways (Art. 4)

Category 2 — NGT plants
not equivalent to conventional

Verification procedure based on

Authorisation procedure with adapted risk
assessment and detection method requirements

objective criteria

Subject to the rules applicable to

Traceability and labelling as GMO.

Voluntary statement on purpose of modification

conventionally bred plants 1

-

Seeds labelled as NGT

Regulatory incentives for NGT plants with desirable

traits

Information available in a public
database and variety registers

N R g

o

Coexistence measures; no opt-out

Monitoring and reporting

Prohibition in organic production

o
-
T
A-‘
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Verification criteria (Annex [)

A NGT plant is considered equivalent to conventional plants when it differs from the recipient/parental plant by no
more than 20 genetic modifications of the types referred to in points 1 to 5, in any DNA sequence sharing
sequence similarity with the targeted site that can be predicted by bioinformatic tools.

(1) substitution or insertion of no more than 20 nucleotides;

(2) deletion of any number of nucleotides;

(3) on the condition that the genetic modification does not interrupt an endogenous gene:
(a) targeted insertion of a contiguous DNA sequence existing in the breeder’s gene pool,

(b) targeted substitution of an endogenous DNA sequence with a contiguous DNA sequence existing in the
breeder’s gene pool;

(4) targeted inversion of a sequence of any number of nucleotides;

(6) any other targeted modification of any size, on the condition that the resulting DNA sequences already occur
(possibly with modifications as accepted under points (1) and/or (2)) in a species from the breeders’ gene pool.

11 E i
- Commission
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Verification procedure (Arts. 6, 7)

[ Prior to field trials ]

( Verification request (MS)

30 woréing
|Verification report (MS)| e

20 days
‘Comments
L{MS+COM);
! I l
No
comments Comments

3 45 working days

= COM draft Decision

8 [after EFSA consultationJ !

(MS Decision]  (com Decision| - [l

[Prior to placing on the market]

[Veriﬁcatlon request (EFSA)]

30 working days

EFSA statement }f{‘.!fég.!

30 working days

(COM draft Decision) [l

total

60 days

COM Decision) [
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Rules applicable to category 1 NGT plants

* Rules for GMOs do not apply (Art. 5)
 Prohibition of use in organic production (Art. 5)

« Transparency

¢ Public database lists verification decisions and attributes ID number (Art. 9)

¢ Category 1 NGT varieties are included in registers under seed legislation
(provisions in PRM and FRM proposals)

¢ Plant reproductive material labelled as ‘cat 1 NGT' + ID number(s) (Art. 10)

13 n European
Commission
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Outline

Section 2 — Placing on the market of category 2 NGT products other
than food/feed (specific provisions to D2001/18 Part C)

Section 3 — Placing on the market of category 2 NGT plants for
food/feed use and of category 2 NGT food/feed (specific provisions to
R1829/2003)

Section 4 — Common provisions for category 2 NGT plants/products

15
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Main changes compared to D2001/18 (Art. 13):

» Adapted risk assessment (Annex Il)

- Adaptation of risk assessment to the diversity of category 2 NGT plants

(detailed methodology and data requirements to be laid down by
implementing act)
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Section 2 — Placing on the market of category 2 NGT products
other than food/feed (specific provisions on D2001/18 Part C)

Section 3 — Placing on the market of category 2 NGT plants for
food/feed use and of category 2 NGT food/feed (specific
provisions on R1829/2003)

Main changes compared to D 2001/18 and R1829/2003:

« Adapted risk assessment (Annex Il)

» Detection method requirements adapted when necessary and justified (Arts. 14/19)

« Environmental monitoring plan only where appropriate (Arts. 14-15/19)

« Once renewed, the authorisation is valid for an unlimited period unless otherwise
provided (Art. 17/21)

ﬂ European
Commission
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Risk assessment of category 2 NGT plants
and their food and feed (Annex Il)

: i In accordance with Annex IlI/Ill to D2001/18/EC
Part | - Genera| prlnC|p|eS fOI" the Type and amount of information vary on a case-by-case

. basis. Factors to be considered are, infer alia, those
risk assessment proposed by EFSA in their 2022 statement on criteria for
risk assessment.

] <4 |
I

Part Il - Hazard identification and characterisation: specific
information for environmental risk assessment

Part lll — Hazard identification and characterisation: specific
information for food and feed risk assessment

18 n European
Commission
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Section 4 — Common provisions for category 2 NGT plants/products

Incentives for traits relevant for sustainability (Art. 22, Annex lll)
¢ Food & feed: Fast track assessment by EFSA
¢ Pre-submission advice on risk hypotheses
¢ SMEs: - Extended pre-submission advice (also on studies)
- Food & feed: no financial contribution for detection method validation

Voluntary labelling of traits conveyed by the genetic modification (Art. 23)

Coexistence measures (Art. 24)

No opt-out (Art. 25)
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Traits qualifying for incentives (Annex lIl)

Traits justifying the incentives:
« yield, including yield stability and yield under low-input conditions;

- tolerance/resistance to biotic stresses, including plant diseases caused by nematodes,
fungi, bacteria, viruses and other pests;

» tolerance/resistance to abiotic stresses, including those created or exacerbated by climate
change;

» more efficient use of resources, such as water and nutrients;

 characteristics that enhance the sustainability of storage, processing and distribution;
 improved quality or nutritional characteristics;

» reduced need for external inputs, such as plant protection products and fertilisers.

Traits excluding the application of incentives:
* tolerance to herbicides

20 n European
Commission
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* Delegated acts to adapt to scientific and technological progress:

¢ Criteria of equivalence (Annex [)
+ Traits qualifying for incentives (Annex Ill)

* Implementing acts and guidance for:

¢ Information to demonstrate that a plant is a NGT plant

+ Preparation and presentation of verification requests and applications for
GMO authorisation

¢ Environmental and food/feed risk assessments

+ Adapted modalities for analytical method requirements

22 ;7- N European
= = Commission
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54 Monitoring, Reporting and Evaluation (Art. 30)

Application Min. 3 yrs after first
2yrs verification /
authorisation

Entry into Programme for First report on
force monitoring the implementation
impact

+ Potential risks to
health/environment
Achievement of objectives
Impact on sustainability

Impact on organic production
Impact on consumer acceptance

23
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Impact Assessment Report

SWD(2023) 412 final
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What are the problems?

Authorisation procedure and risk assessment requirements not
s that can be obtained

adapted to the variety of potential plant product:
by targeted mutagene

sis and cisgenesis

= European
= Commission
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Who is affected

Y,

Food ’
Breeders Researchers Farmers T B'OGCO?OmY
operators
operators P
e L
N 704

Consumers | Organic/ [International| Competent
GM free traders authorities
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General and specific objectives

GENERAL OBJECTIVE 1 GENERAL OBJECTIVE 2: GENERAL OBJECTIVE 3:
MAINTAIN A HIGH LEVEL OF ENABLE THE DEVELOPMENT AND ENSURE THE EFFECTIVE
PROTECTION OF HUMAN AND PLACING ON THE MARKET OF  FUNCTIONING OF THE INTERNAL

ANIMAL HEALTH AND OF THE PLANTS AND DERIVED MARKET AND ENHANCE THE
ENVIRONMENT IN ACCORDANCE FOOD/FEED PRODUCTS COMPETITIVENESS OF THE EU
WITH THE PRECAUTIONARY CONTRIBUTING TO THE AGRI-FOOD SECTOR AT EU AND
PRINCIPLE INNOVATION AND GLOBAL LEVEL, PROVIDING A
SUSTAINABILITY OBJECTIVES OF  LEVEL-PLAYING FIELD FOR ITS
THE EUROPEAN GREEN DEAL AND OPERATORS
OF THE FARM TO FORK AND
BIODIVERSITY STRATEGIES
/~SO1: Procedures for the deliberate release and placing N\
on the market ensure that NGT plants and derived
food/feed products are as safe as their conventional o \/ o
counterparts, while not entailing unnecessary
regulatory burden
S02: Deliberate release and placing on the market of
NGT plants and derived food/feed products that o v
feature a wide range of plant species and traits by
various developers
S03: NGT plants released or placed on the market
feature traits that can contribute to a sustainable agri- v v
\_food system j

17 E . European
= we it Commission
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Process and timeline

2300
replies

April 2021

Stesis November 2021 29 April - 22 July 2022
Policy initiative High level event Open public consultation
announced
I Council
I | I _ and
l l ] J J' European
Parliament
September 2021 2022-23 July 2023
Inception impact Impact assessment Commission
assessment Fundamental rights legal proposal
70 894 from 91 ’ Q
replies cc;amries _ : g

Simplific,
burden

LR \
N (Sl

ation and administrative

European
Commission
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Evidence

v Two 2021 reports
v Case studies (2023)

v EURLENGL (2019, 2023)

¥ Opinions on NGTs
v Statement on risk
assessment criteria

32

Impact
Assessment

1o
U,

s

/8

v" Two fact-finding studies on
MS official controls

v’ Targeted interviews
v Targeted survey
v Focus groups
v" Desk research
v' Case studies
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Public consultation

Contributions by stakeholder category

others

consumer organisations

trade unions

environmental organisations
public authorities

non-EU citizens

NGOs

business associations
company/business organisations
academic/research institutions

EU citizens

o

oo
20 40 60
%

2300
Replies @

an
o 1)

forestry B
ornamental plants [N
other [N
plant protection productsifertilisers || D
feed R
food retail/services [ D
GM-free [ EG—_—
biotechnology/bio-based industry | RGP
trade |
food processing/manufacturing [ RGGTTEEE
organic |G
plant breeding/seeds | EG—_—_——
farming |
80 0 5 10 15 20 25

Contributions by economic sector for company business
organisations, business associations and trade unions
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Targeted stakeholder survey

Contributions by stakeholder category

other

SME (<250 employees) -
academia/research institutions -
large company/business(>250 employees) _
public authorities/bodies _

NGOs/environmental/consumer/other civil
society organisations

Invited fo Replies

34

other

food retail/services

forestry

food processing/manufacturing
ornamental plants

feed

trade

GM-free sector

plant products/fertilisers

organic
biotechnology/bio-based industry [ ERGTTEE
farming
plant breeding/seeds | EG—_G——
10 30 40 50 60 70

(=]
[
[«

Sector of activity™:

*Participants could select more than one sector
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Member States involvement

3 Joint Working Groups

Inception impact Open public Targeted Focus Cost
assessment consultation survey groups Interviews
‘8‘9\ 11‘17\ 4H5|
(Clase (8 Ko Qe MG ¢ 2 (L R
MS contributing to the consultation
11710/23 VWI/lg 36
ANNEX LIFE.3

EN


https://www.parlament.gv.at/pls/portal/le.link?gp=XXVII&ityp=EU&inr=148813&code1=RAT&code2=&gruppen=Link:11710/23;Nr:11710;Year:23&comp=11710%7C2023%7C

:
B
3
3
2
Q

uropean

— E
= Commission

11710/23
ANNEX



https://www.parlament.gv.at/pls/portal/le.link?gp=XXVII&ityp=EU&inr=148813&code1=RAT&code2=&gruppen=Link:11710/23;Nr:11710;Year:23&comp=11710%7C2023%7C

e ABuewe |ed: mmm

Policy elements

Risk assessment of
current GMO legislation

Risk assessment adapted to
different risk profiles

No risk assessment

Authorisation under current GMO
legislation

Authorisation under new framework Pojjcy
Elements
Netification regime under new framework
for products that can also occur
naturally or be obtained by conventional
breeding

No sustainability provisions
reliance on horizontal frameworks

Traceability

Sustainability incentives

Sustainability requirements
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Policy options

¢ Authorisation under
current GMO legislation

* Risk assessment of
current GMO legislation

® Traceability and
labelling as a GMO

* Detection method -
detecting and
differentiating the event

* No sustainability
provisions, reliance on
horizontal legislation

Option 1 - Adapted Risk

¢ Authorisation under
current GMO legislation

* Risk assessment
adapted to different risk
profiles

* Traceabhility and
labelling as a GMO

* Detection method -
only detecting the event
when differentiation not
possible

* No sustainability
provisions, reliance on
horizontal legislation

'Option 2- Authorisationl
with incentives

¢ Authorisation under
new framework

* Risk assessment
adapted to different risk
profiles

* Traceability as a GMO

* Sustainability labelling
with GMO labelling/ no
labelling/labelling with
factual statement on
the trait

¢ Detection method —
only detecting the event
when differentiation not
possible

* Sustainability incentives

¢ Authorisation under
new framework

* Risk assessment
adapted to different risk
profiles

* Traceability and
labelling as a GMO

* Detection method —
only detecting the event
when differentiation not
possible

* Sustainability
requirements

| r)ption 4 - Notification fo‘
: certain products

* Notification regime
under new framework
for products that can
also occur naturally or
be obtained by
conventional breeding

* For products meeting
the notification criteria,
no risk assessment,
labelling traceability and
detection method.

* Transparency through
register

* No sustainability
provisions, reliance on
horizontal legislation
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Expert opinions

Joint

Research
Centre

Advisery Council
Member State
expert bodies
(e.g. BfN)

eFS a a I I p a TestBiotech
- Scientific

b/

Third countries
expert bodies,
e.g. Norwegian
Biotechnology
Advisory Board,
ACRE (UK)

Mechanism

40
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Key conclusions

v
v
v
v

v

41

Variety of different products with different safety profiles.

No specific hazard associated to these technigues.

Similar products obtained by different techniques are not expected to present significantly different risks.
Lesser amounts of risk assessment data on a case-by-case basis.

Potential for reduced unintended effects.
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Regulatory costs and time

» Baseline: average authorisation costs - in the range of EUR 6 to 20 million. For
cultivation — EUR 17.5 — 28 million.

« Adapted risk assessment — savings ranging from negligible to 85%
depending on the case-specific data requirements

« [f incentives are used, it can lead to additional savings through the waiving of fees
for the validation of the detection method (EUR 105000, EUR 52500 for SMESs)

» \Verification regime — authorisation costs similar to conventional varieties. Savings
for breeders up to EUR 15 million.

ﬂ « Shorter timelines expected as the procedures are simplified. This will be most
noticeable for the verification procedure.
42

European
Commission

11710/23 VWilg
ANNEX LIFE.3

43
EN


https://www.parlament.gv.at/pls/portal/le.link?gp=XXVII&ityp=EU&inr=148813&code1=RAT&code2=&gruppen=Link:11710/23;Nr:11710;Year:23&comp=11710%7C2023%7C

e ABuswe [ed Mamm

Impacts: safety and regulatory burden

L Baseline g

Achieves safety, but with
unnecessary burden by
not adapting risk
assessment to risk profile

_

Options 1,2 and 3 Option 4
Adapted risk Verification
assessment procedure

-

Achieves safety for all
NGT plants, however,
with unnecessary burden
for NGT plants that could
have been obtained
naturally or by
conventional breeding

Achieves safety without
unnecessary burden for
conventional-like NGT
products, but not for
other NGT plants
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NGTs plants — applications

Cereals

Qil and fibre crops
Vegetable crops

Tubers and root vegetables
Fruits i

Ornamentals §

Legumes

Other plants

Forage and grasses

Plants (aggregated) “ 7
Sugar crops u 5
Trees I 2

Development stage M 1.Commercial products

45

80 1e6

Number of applications

2. Pre-commercial stage

12e

® 3. Advanced R&D stage

140 168

M 4. Early R&D stage

186

group

S
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NGTs plants — applications by traits

Abiotic stress tolerance m 38
Breeding tools 34
Herbicide tolerance g 34
Storage performance _ 25
Modified colour/flavour 21
o

Other traits

@
N
@
P
[s+]

60 88 led 128

Number of applications

Development stage M 1.Commercial products 8 3.Advanced R&D stage
2. Pre-commercial stage I 4. Early R&D stage
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JRC case studies

Reduction of
pesticide use

Reduction in

CISGENIC

potential depends on adoption
level and traceability and labelling costs

Potential Reduced
Hz0 pollution

Farm
Savings/ha

Country
Savings

Reduction
in

Potential Reduced
Hz0 pollution

Increase in supply,
consumption, export

in prices
and imports

Reduction in

|| Reduction of

pesticide use

L

Farm
Savings/ha

Country
Savings

CISGENIC
Reduction POTATO

in

potential depends on adoption

/ level and traceability and labelling costs
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JRC case studies

VIRAL RESISTANCE

ol

of annual

S.D-L production in East
10) Africa due to Maize
Lethal Necrosis (MLN)

TARGETED 5 :
MUTAGENESIS ,(\‘?C'/ lal
MAIZE ~= and ECONOMICAL

The most
F 2 | i‘|' Al

i Al

Q PREVENTION OF O Battle against this
N disease could save
@U) additional people —7

1 =2 experiecing A4 from falling under

@ POTENTIAL ECONOMIC BENEFITS

alternative to
gluten-free diets

(_ GLUTEN
FREE

m Alternative to costly
gluten free diets

@ expected for segregation

and preservation at

field level

A\
2 XN

I-r Higher
i exports

Lower
imports

No increased

@f}' Significant

need of Medical
care post-diagnosis and
lost productivity days

~ farm gross

margin/ha

agronomic

management -

MEGE

C—

LOW GLUTEN

e

TARGETED
MUTAGENESIS

for consumers

who buy gluten free products
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Impacts: sustainability

E Baseline g Option 1 Option 2
Incentives

Option 3
Requirements

Sustainability as a holistic concept, may be

Potential to better addressed horizontally
increase
Missed potential diversity of NGT Incentives linked to Limited effect on
benefits plants specific traits - the attractiveness
depending on support diversity of for plant breeders
the regulatory players (SMEs), traits to develop NGT
costs and crop species. plants

Developments steered also by other F2F initiatives

E Option 4 g

Increased
availability of NGT
products in the
market, also with
traits that
contribute to
sustainability
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Impact: Competitiveness and SMEs

Regulatory costs
unchanged, entry

E Baseline S

Z Option 1 S

Adapted risk

Z Option 2 S

Incentives provide

2 Option 3 S

Z Option 4 g

Most positive for

barriers in assessment benefits, in Adds regulatory competitiveness
particular for reduces regulatory particular to burden and SMEs as
SMEs. complexity, SMEs, and increases significant
Competitive duration and in addition to regulatory reduction of
disadvantage vis- costs, benefitting adapted risk uncertainty administrative and
vis third country in particular SMEs assessment compliance costs
operators
|
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Consumer attitudes

Attit&?v?s &fe l
on closely
wefsam o0 G0 LTV Eeteeed to
Eurobarometer September 2022 KNOWLEDGE
@@lﬁ] "We TRUST .
7 7 OF [@ EU institutions ting. ..o
: and ORGANIC
b @ ’/ 0 national PRODUCTS
' * * ' authorities” is important™
concerned about
70% ¢ € & Limited
care about@ W.25% 4 FOOD B 5% 4y P : . h
Fef w’ |SAFETY f \esearc
food safety®  GM NGT
e hilktee YT
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Impacts: Consumers

E Baseline S

v" Ensures info
about use of
GM technology
v" No info on
applications /
benefits

v' Can perpetuate

attitudes to

Z Option 1 S

v" As in baseline
as regards use
of GM label
v' Consumers
could benefit
from products
with increased

Z Option 2 S

v" Different
impacts
depending on
labeling sub-
option
v" Broader range
of products

2 Option 3 g

v" As in baseline
as regards use
of GM label
v' Consumer
acceptance
could increase
linked to
awareness on

Z Option 4 g

v" No info about
use of GM
technology on
label
v' Broadest range
of products

GMOs and nutritional/ ) . requirements with benefits
) . with benefits :
impact functional v" Missed for consumers /
=y for consumers / o S
acceptance qualities if sustainabifit opportunities sustainability
v' Missed NGTs reach y as few expected
Sy expected
opportunities market products
from NGTs expected
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Commission
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Impacts: Organic production

§ Baseline g g Option 1 g E Option 2 g E Option 3 g

Labelling and traceability requirements of GMO legislation, and strengthened coexistence measures, allowing separate
value chains and consumer trust in sector

Risk of admixture depends on the adoption rate of NGTs (lowest for baseline and option 3, higher for options 1 and 2)

Farmers to implement coexistence measures.
Coexistence costs are highly context dependent (farm structure, topography, environment etc.)

Some negative impacts can occur due to detection challenges and regulatory divergence with non-EU countries
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Impacts: Organic production

Option 4 Z

v’ Transparency measures (register, variety catalogues, seeds label) enables identification
of NGTs and allows exclude them in organic production

v Impacts to depend on whether the use of NGTs determined to be equivalent to

conventional products is:

Treated as GMOs and banned in organic
production:

v" Organic sector to tale precautionary
measures to main separation of value chains
v As in all options, certain challenges linked to
detection and regulatory divergence
v Missed opportunities from NGTs

Treated as conventional products for the
purpose of organic production:

v Established value chain separation between
organic and conventional production to operate
based on transparency measures
v Risk of non-acceptance and erosion of
consumer trust
v" Possibility to use under the same conditions as
conventional products and potentially contribute

benefits
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Preferred option

For products that could also

occur naturally or through For all other products
conventional breeding

Option 4 Option 2

y23y  Tailored regulatory procedures to ensure NGT
%% products reaching the market are as safe as
conventional counterparts

‘E.".' _

Plants that could contribute to sustainability
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plants-produced-by-certain-new-genomic-techniques

https://food.ec.europa.eu/plants/genetically-modified-organisms/new-techniques-
biotechnology en
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