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“ Plant science is constantly evolving

The efficiency and accuracy with which plant traits can be improved is increasing

Desyr:exg_ngene Many genes transferred and recombined

///////// Beginning in 10,000 BC: +

Plant Breeding

Plant with A Trait Plant with = Trait Plant C (with traits A + )
Beginning in the 1990s: @ o
Genome Editing %) ‘
Deactivate an unfavorable characteristic Enable a beneficial characteristic
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Leverage partnerships and
investment to accelerate the best
solutions for ag through combined
expertise and IP

Genomics expertise, discovery
capabilities across R&D platforms,
regulatory experience, and the
ability to work across the
healthcare, food and agriculture
industries uniquely positions Bayer

Engaging widely across
stakeholder groups to find
common ground; building new
collaborations to address previously
unmet needs for ag and society
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Bayer prioritizing open innovation, transparency and
sustainability on genome editing

Strategic investments Partnerships & collaborations

&

pairwise

A
-

CoverCress

Pairwise Plants

Co-founder and minority shareholder;
multi-million collaboration and
exclusive licensing agreement for
work in row crops

CoverCress

BGV - Leveraging breeding and gene
editing to convert pennycress into a
winter cover crop used as oll
feedstock and animal feed

Field trials
ongoing

Licensing & Technology Access Eg

Grants4AgQ
Testing4Ag

WISCONSIN

A

NANAID DANLOEI N
PLANT SCIFNCGE CENTEH
Hewsa [ty i

BROAD

INSTITUTE

Global alliance against TR4 fungus
in bananas

Collaborators include consumer brands,
NGOs, farmers and academia working to find
genetic, crop protection and infrastructure
solutions for banana growers

University of Wisconsin

Bayer has enabled a crop improvement
center with transformation technology to
further corn and soy editing in academia

D. Danforth Plant Science Center
Tool discovery, product advising

University of Freiburg
Editing target discovery

/524 ToolGen/ MeiogeniX /




A main challenge in the genome editing regulatory landscape is
«= the diversity in exemption criteria

GMO or non-GMQO? That is the question.]

GM plant(s)

Generation/evaluation/selection

Edited plant(s)

Generation/evaluation/selection

N

Edit-by-Edit
Exclusion evaluation

Qualifies for
Does not qualify exclusion/
@) for exclusions exemption

GMO trait submissions
Long timeline, comprehensive data set

Conventionally-bred plants
Generation/evaluation/selection

S

NO Submission
No added timelines and cost

Non-GMO confirmation request or
GMO-Lite trait submission

Shorter timeline and less data
Material treated as GMO

@
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Material treated as conventional



“= Should genome edited plants be regulated as GMOs?

Underlying Principle T

“Plant varieties developed through the R

latest breeding methods should not be i, T T i

differentially requlated if they are e LB R companes
similar or indistinguishable from varieties e
that could have been produced through = . &8 sgyational

:, Seed :

earller_breedlng methods or can be Aeongition
found In nature. F—

Like products should be treated the same under the law




CANADA

Product based approach;
Health Canada and CFIA
guidance for food finalized
excluding plants without
foreign DNA, CFIA guidance on
feed tbd

USA

USDA excludes certain
products: others case-by-case;
EPA: exempts certain
products; FDA: tbd

GUATEMALA, HONDURAS,
EL SALVADOR

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

COSTA RICA, URUGUAY
Draft case-by-case approach,
excluding certain gene edited
products without novel
combinations of DNA

ARGENTINA, CHILE, BRAZIL,
COLOMBIA, PARAGUAY
Case-by-case approach,
excluding certain gene edited
products without novel
combinations of DNA

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

ENGLAND

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

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

Draft proposal where products considered GMO's but with simplified assessment
procedure/requiy§mets Meeting /// April 2024
[ Products considered GMO's but with simplified assessment procedure/requirements

ETHIOPIA,BURKINA FASO, GHANA
Draft guidance excluding certain gene
edited PBI products

EUROPE

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

':imm

EU

GHANA

BURKINAC ..
Faso | B
’ -

i

SOUTH AFRICA
Government notice that NBTs
are GMOs, ongoing appeal

nracediire

ISRAEL

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

{ ISRAEL

MALAWI l.

nrodiicte

NIGERIA, MALAWI, KENYA
Case-by-case approach
excluding certain gene edited

RUSSIA

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

v  NEW zuy

AUSTRALIA-OGTR

Revised gene tech regulation excludes
SDN-1 gene editing applications, new
leaiclation ic exnected

(' s F lsr;?dnln:ganal Seed Federation

CHINA
Provisional “GMO-light”
guidance

SOUTH KOREA, THAILAND
Proposed revised LMO act
(GMO-light)

JAPAN

Case-by-case approach
excluding certain gene edited
products

PHILIPPINES

Case-by-case approach ex-
cluding gene edited products
without foreign DNA

INDONESIA, SINGAPORE
Draft proposal to exempt
certain gene edited products

INDIA
Exclusion of SDN1/2,
case-by-case approach

AU-NZ-FSANZ
Proposal for updated framework
for food/feed expected

NEW ZEALAND
High Court decision that
specific techniques are GMOs



== International Policy: General Observations

/ Positives:

/- Growing alignment in recognizing that not all gene edited plants should be treated as GMOs
(e.g., no foreign DNA in final product, conventional-like).

/ Case-by-case consultation process.
/' Many countries allow for consultation at early-stage development (at product conception stage).
/ Regional harmonization are underway (e.g., Central and South America).
/ Challenges remain:
/' Differences in information required for review.
/' Differences in timelines for review.
/' Lack of experience with more complex edits.
/ Edit by edit review (GMO model).

Il AEIC Meeting /il April 2024 Slide adapted from Fan-Li Chou (VP Scientific Affairs and Policy, ASTA)



Three agencies can have oversight of GM and genome edited
¢+ plants in the U.S.

m Food, Feed ‘Pesticidal’ substances
Is it safe to grow? [ Is it safe to eat? Is it safe for the —

Shipping environment? .

Field testing
Permits Plant-Incorporated Protectants (PIPs)
Notifications (pre-'21) - >10 acre Field Testing

precommercial - Tolerance Exemption (allowed in food)
commercial
PIP Registrations
Determination of Food and Feed B PIP renewals

non-regulated status safety consultation FIFRA
Plant Protection Act Food Drug Cosmetic Act Food Drug Cosmetic Act

¢ Iif AEIC Meeting /ij April 2024 FIFRA — Federal Insecticide, Fungicide & Rodenticide Act



«+» Three U.S. agencies —three different approaches

I
—_/
Proposed rule: June 2019
Final rule: May 2020

< EPA

Proposed rule: Oct 2020

Public notice: Jan 2017
Final Guidance: Feb 2024

WY EEtE
' T, o

R0 // April 2024
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Voluntary notification process
“Conventional like” Exemptions
» Currently three categories of modifications
» Proposed five additional categories
The types of plants that qualify for these exemptions can also be created through conventional breeding
Plant-Trait-Mode of Action Exemptions: reviewed and determined to be not regulated

Regulatory Status Review: for products that are not exempted

Notification or/and confirmation process

_ PIPs created through genetic engineering from a sexually compatible plant
Exemptions [ _

Loss of function PIPs
PIPs developed through genome editing pose no greater risk than similar PIPs created through
conventional breeding that have been exempt since 2001.

Voluntarily processes for developers to inform FDA

Premarket review is not necessary

Long history of safe food from new plant varieties developed through the plant breeding process, genome
editing as plant breeding method with greater control and can produce foods with same characteristics as
compared to foods from older methods

Slide from Fan-Li Chou (VP Scientific Affairs and Policy, ASTA)




“2 ASTA actively engaged in U.S. policy developments
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MEMBER BENEFITS ~ E-NEWS

€D rm

EPA TURNS BACK THE CLOCK ON INNOVATION

EPA Turns Back the Clock on Innovation

Alexandria, VA—May 25, 2023—The following statement is released on behalf of American Seed Trade Association (ASTA) President
U.S. Environmental Protection Agency's (EPA) announcement today of its final rule on Plant Incorporated Protectants (PIPs),

“EPA's publication of its final rule on Plant Incorporated Protectants (PIPs) is a disappointing blow to plant breeders, public and prival
varieties to U.S. farmers and producers. Rather than improving and modernizing the U.S. biotechnology regulatory system, as called
new rule adds bureaucratic layers of red tape for the development of improved plant varieties created using innovative plant breedir|
even though the agency views those products as posing no greater risk than their conventional counterparts.

“The competitiveness of the U.S. seed industry, and agriculture as a whole, rely on domestic and global policy alignment. At the dom
for interagency alignment under the U.S. Coordinated Framework, in essence negating much of the regulatory streamlining enable
recent revisions to its Part 340 regulations.

“Internationally, EPA is handing a strategic advantage to foreign seed development and will delay U.S. farmers’ access to improved sq
of the world. The rule is out of step with a growing list of international regulatory authorities that have used a science-based rationalt
support commercialization of innovative products. Notably, Canada, the U.S. top trading partner for seeds, very recently announced
breeding innovation. In contrast to EPA's rule, the updated Canadian policy focuses on the characteristic of the product, and not the

CONTACT

MEMBERLOGIN | O

A | 1 Sections v | < Browse v Q Search v & ReaderAids v Search Documents Q

32 MyFR +

. FEDERAL REGISTER

-

s
NATIONAL The Daily Journal of the United States Government
ARCHIVES

® Notice l
Movement of Organisms Modified or Produced Through
Genetic Engineering; Notice of Proposed Exemptions

A Notice by the Animal and Plant Health Inspection Service on 11/15/2023 \‘ v

DOCUMENT DET?

Printed version:

[ start Printed Page 78285

PDF
AGENCY:
> Publication Date:
Animal and Plant Health Inspection Service, USDA. 11/15/2023
Agencies:
ACTION: Department of Agricutture
- Animal and Plant Health
| Lo Notice. Inspection Service
Dates:
SUMMARY: We will consider all comments

that we receive on or before

We are advising the public that we are proposing to add five new types of genetic December 15, 2023,

modifications a plant can contain and be exempt from the regulations for the Comments Close:

movement of organisms modified or produced through genetic engineering 12/15/2023

‘because such modifications could otherwise be achieved through conventional Document Type:

‘breeding methods. First, we propose any diploid or autopolyploid plant with any Notice
- Document Citation:

88 FR 78285

combination of loss of function modifications ( i.e., a modification that

eliminates a gene's function) in one to all alleles of a single genetic locus, or any

Session Details

Name

Innovation in Plant Breeding Subcommittee (Closed to media,

Date & Time
Sunday, January 28, 2024, 2:00 PM - 3:30 PM

Location Name
Steinbeck Ill (Monterey Conference Center)

lescription

his is a meeting for members of the Innovation in Plant Breeding Working Group. Working group members will review
d discuss priority issues and activities pertaining to developments in international and national regulatory policies for
oducts of plant breeding innovations. such as genome editing

'you would like to request participation, contact flchou@betterseed.org.

Fogram Description

€8 PBI SubCommittee Agenda_DRAFT docx

peakers
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Developer profile

Type of traits

Despite global complexities crop genome edited products are
commercially available in niche markets

U.S. (USDA)

Products confirmed exempt
from regulation*

Academic
Institutions
8%

Small and Medium Sized
Enterprises
81%

Total of 69 confirmed exemptions

for genome edited plants

USDA Animal and Plant Health Inspection Service
G U5 OEPARTMENT OF AGRICULTURE

a 504 OVD-19) LEARN MORE

Confirmation Letters

200 ontrmaton reques: ant pon o et e erermot he tate me

jumber  Requestor Plant Scientific Name  Trait Exemption  Response  Confimation  Confirmation
Category Request Response
ani Age - .~ -
averCr Fenmy a3 1
Coverc: e =
Rea Pants o o
Corporaton —
CoverCress ¥ s Awred Sees
Comooston
e sered Sees

(Status: April 2024)

Determination of requlatory
status does not equal
commercial availability

1 commercial genome
edited plant product on US
market, 1 in Japan

Pairwise
Introduces Conscious™
Greens into U.S. Restaurants

Q@sanatechseed

This product is brought you by Gene Editing.
\NUITFICA’HON SUBMITTED AS GENE EDITED I'RO[)UCy



https://www.aphis.usda.gov/aphis/ourfocus/biotechnology/regulatory-processes/confirmations/responses/cr-table

ASTA international engagement in key markets for US seed
“= partnering with global and local seed associations

International - ASTA - (betterseed.orq)

12

ASTA LEADS TRIP FOR SEED INDUSTRY EXECUTIVES TO JAPAN

Alexandria, VA—February 23, 2024— T
trip to Japan. The grous Dr. Fa

“The meetings deepened the colsboration between the U.S. and Japaness seed industries and our public sector partners. Our conversations N
genome editing integrated into plant breeding programs develops solutions to challenges facing agriculture and food systems,” =3/ .
meetings in Japan, and in our ongoing advocacy across the United States and with our global partners, ASTA continues to advocate for pro-inn}
sciences and support the use of all breeding tools, including genomel

that ensure and pr in agri
breeding to bring improved varieties to market.”

“Javan's coupled with suooort for of.

o - [

D ey

ASTA ATTENDS 2023 ASIAN SEED CONGRESS

In Novernber, ASTA joined aver 1,300 representatives from nearly 40 countries at the 2023 Asian Seed Congress, the lar]
ASTA's Senior Director, International Programs and Policy, Sam Crowell presented on the launch of ASTA's updated

30 April - 4 May » 2023

IS/BR

SYMPOSIUM
ST. LOUIS, MO - USA

* T
16th oy A o

ASTA ATTENDS ISF MID-TERM MEETINGS

PLANT BREEDING INNOVATION
REGULATORY LANDSCAPE IN THE AMERICAS

[EDED =

ASTA PARTICIPATES IN APEC 2023

Plant Breeding Roundtable
China Seed Congress
March 18,2024

Fan-Li Chou
flchou@betterseed.org

American Seed Trade Association

WWW.Betterseed.org @, z
ASTA was proud to support the United States' Asia-Pacific Economic Ceoperation (APEC) conference held earlier this menth in Seattle. | american
Policy Dialog for Agricultural Biotechnology (HLPDAB) and Policy Partnership for Feod Security (PPFS).
S seed trade
In its presentation, ASTA provided recommendations to APEC economies on how to facilitate global seed trade, including through mod association
for seed products and global regulatory alignment on phytosanitary, biotechnology, and intellectual property measures.
www.betterseed.org
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Canada

SF

Semences
Canada

SBGU Association
of the Americas

seeds

Embraceng Habure


https://www.betterseed.org/the-issues/international/

Canada’s PBI Regulatory Space

~ Aligned and coordinated policies amongst
== different agencies in Canada

R

=z
g
)
G
@)
-
Health Canada and CFIA both » Foreign DNA in final product I§

Issued rationale that
conclude:
Targeted editing of a plant’s own

DNA poses the same level of ris
as conventional plant breeding

CFIA PBO Novel Plants

* Health Canada:
* New or increased allergens or toxins

* Impacts on key nutrients composition
« Change in the food use of the plant

Pre-market
K Assessment

Required If « CFIA (environment):

« Herbicide Tolerance (focussed on stewardship)

« Does “not foresee” any other endpoints that would
require premarket safety assessment

The end-product should be
regulated, not the method of

production

r

 CFIA (feed) NOT YET FINALIZED
« The guidance, as drafted, is workable by industry

« There are opportunities to provide further clarification
and refine through the consultation

Slide from Fan-Li Chou (VP Scientific Affairs and Policy, ASTA)
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~= Canadian transparency initiatives for

Health Canada introduced the voluntary Transparency
Initiative (T1) specifically for gene-edited plant products:

Government-led Processes

*that do not meet the definition of a novel food

for which no novelty determination has been sought from Health

Canada

List of non-novel products of plant breeding for food use

Plant
developer

RiceTec,
Inc.

Limagrain
Cereal
Seeds, LLC

Agriculture
and Agri-
Food
Canada
(AAFC)

Pairwise
Plant
Services,
Inc.

Technology

Conventional
breeding;
classic
mutagenesis
Conventional
breeding;
classic
mutagenesis

Conventional
breeding;
classic
mutagenesis

Gene editing -
CRISPR/Cas12a

Characteristic(s)

Herbicide
tolerance

Herbicide
tolerance

Herhicide
tolerance

Reduced
pungency to
improve flavour

Mechanism(s) of
Action

Mutation in a
gene encoding a
spatacsin-like
protein

Mutation in a
gene encoding an
acetyl CoA
carboxylase
(aACCase)
involved in lipid
biosynthesis

Mutation in a
gene encoding an
acetolactate
synthase (ALS)
involved in amino
acid synthesis

Deletions,
insertions, and/or
inversions in a
gene encoding a
myrosinase
enzyme involved
in the breakdown
of glucosinolates

Earliest

Entry to
Food Market
Use(s) Date

Whole rice 2026
and rice-

derived
ingredients

Foruseas 2024

wheat
flour

Condiment 2028
mustard
usage

Leafy 2023
greens
food usage

Product
Date Name Plant
2023- RTM1 Rice Rice (Oryza
10-20 sativa)
2023- AXigen® Wheat
05-09 Wheat (Triticum
aestivum
L)
2023- YM-ALS- Yellow
03-20 205 mustard
(Sinapis
alba)
2023- GT22, Mustard
03-07 GT23, greens
GT24, (Brassica
GT28, Juncea)
GT29, GT30
14 /Il AEIC Meeting /// April 2024

genome edited crops

Industry-led Processes

Canadian Variety
Transparency Database

This database is part of a broader, seed industry-led effort to provide varietal level transparency.

In accordance to the Health Canada Transparency Initiative, where a variety has been
developed using gene editing technology and does not meet the definition of a “novel food”,
“Required” will appear under “Health Canada Notification” column of the database. More
information on these varieties can be found on the non-novel list.

Varietal data s obtained from the records af the Canadian Food Inspection Agency (CFIA) and
Seeds Canada members and partners.

You can download the database by clicking below or search using the search box balow.

1f you have any questions, please contact us at info@seeds-canada.ca.

Any Crop ~ Any Status v Any Notification ~

Variety Reg.# Variety Crop ‘Canadian Representative Status Health Canads
Barley, (Forage Type), sik-  WAGON WHEEL SEED CORP. (ROGER&  National o

11 BINSCARTH  \ spring WARREN KAEDING) Registration ot required

6301 CORCY Barley, (Forage Type), s- 4 o000 FEDEREE T e
row, spring Registration

4805 soMmmervILLE D21 (FOrB0e TYpe) b o osons LITED National —t required
row, spring Registration

5146 wesTFoRp  Doriey. (Forage Type). b o s soLUTIONS INC. Retonal | i recuired
row, spring Registration
Barley, (Forage Type), sk~ OFFICE OF INTELECTUAL PROPERTY  National

5296 ACRANGER Not required
row, spring AND COMMERCIALIZATION (AAFC) Registration | e

5423 DILLON Bariey, (Forage Type). %= ;i AG SOLUTIONS ING. National ¢ required
row, spring Registration

Slide from Fan-Li Chou (VP Scientific Affairs and Policy, ASTA)
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Harmonized approach by many countries in Latin America

General Observations:

Many national laws include
definition of “GMQ” that is
based on the “LMO” definition in
the Cartagena Protocol on
Biosafety

LMO definition: possesses a
novel combination of genetic
material obtained through the
use of modern biotechnology

Case by Case Consultative
Process

It"s not a risk assessment rather
a confirmation of regulatory
status

/Il AEIC Meeting /// April 2024

General Consultative Process:

Final product / Conceptual product

Does it have a new combination of genetic material?

Does it contain foreign DNA?

Could be otherwise achieved through conventional breeding?
Could occur in nature through spontaneous mutation?

No ‘ Yes

| |

Conventional
GMO

ot GMO Subj I GMO lati
Subject to all conventional regulations >UPJect to all GMO regulations

Slide from Fan-Li Chou (VP Scientific Affairs and Policy, ASTA)
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The European Commission proposes distinction between two
types of NGT plants

/' Proposal covers deliberate release and placing on the market of NGT plants and derived products.

/" Proposed distinction between:
Category 1 (“conventional-like”) =» meet specific criteria, subject to verification process.
Category 2 = all other NGT plants that do not meet specific criteria, subject to “GMO-like” authorization process.

~

_______________ o Category 1 Category 2 GMOs
’ Annex | AN NGT NGT

Max. 20 genetic modifications of

the following types:

1) Substitution or insertion of no
more than 20 nucleotides;

2) deletions;

3) insertion / substitution of Seed bag labelling + GMO labelling regime (including coexistence) +
contiguous DNA sequence from public register public GMO register
breeder’s gene pool (cisgenesis)|-
no interruption of endogenous
gene;

Verification procedure Adapted GMO risk GMO risk assessment
assessment

R ——

I
] (Adapted) detection
4) targeted inversions; i methods
i
1

No detection methods Detection methods

5) any other targeted modification
that results in DNA sequences
occurring in breeder’s gene pool,

Not allowed for organic farming

S - Opt out by MS

/Il AEIC Meeting /// April 2024




The road towards a final EU regulation is long and unpredictable

Critical elements:
- Patent exemption

|

EP adopts its negotiation : :
|

|

| - Sustainability criteria }
|

|

| |

I |

position in plenary February

- Herbicide tolerance as NGT2

=S | Mandatory Labeling !

e adoption followed

European Parliament (EP) _ by secondary

“Voice of the people” legislations

EP elections
— Jul 2023 Feb 2024 — Apr 2024 — Jun 2024 — Jan 2025 — Jul 2025 — 20257 —— 2025-2028? >
s Presidency: Presidency: Presidency: Presidency:

B —— Belgium Hungary Poland Denmark P

-

= =k 4 ..

= e = I D e =

- L 2D B I e e I

| =

- -

European Commission
(EC) Proposal
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https://food.ec.europa.eu/plants/genetically-modified-organisms/new-techniques-biotechnology_en

“» Common theme across regulatory policies around the globe

Edits are considered exempt/excluded/as-safe-as conventional if the edit

“Can be generated through
conventional breeding”




B ™
A
|BAYER
E
R

“Editing to Breed” is where genome editing can make the
highest impact to drive innovation and advance agriculture

https://doi.org/10.1093/plcell /koac243

THE

PLANT

Science Bulletin 69 (2024) 281-284

Contents lists available at ScienceDirect

Science Bulletin

journal homepage: www.elsevier.com/locate/scib

News & Views
Unlocking crop diversity: Enhancing variations through genom

,"? Kevin Debray (» ,"? Denia Herwegh

.} Wout Vandeputte

Christian Damian Lorenzo
,"? Dries Schaumont

"2 Yara De Boe ® ,"? Kirin Demuynck
,"? Thomas B. Jacobs (®,"? Tom Ruttink

Jinpeng Zou™', Yong Huang*', Caixia Gao ™", Kejian Wang **-*

*State Key Laboratory of Rice Biology and Breeding, China National Rice Research Institute, Chinese Academy of Agricultural Sciences,
® New Comerstone Science Laboratory, Center for Genome Editing, Institute of Genetics and Developmental Biology, Chinese Academy
© College of Advanced Agriculrural Sciences, University of Chinese Academy of Sciences, Beijing 100049, China

4 Hainan Yazhou Bay Seed Laboratory, Sanya 572025, China

Lennert Impens
Griet Coussens
Laurens Pauwels
Dirk Inzé @ "***

BREEDIT: a multiplex genome editing strategy
improve complex quantitative traits in maize

,'? Stijn Aesaert
"2 Tom Van Hautegem ©® ,
,> Hilde Nelissen

"2 Ward Develte|
1,2
,

1

12 ang

1 Center for Plant Systems Biology, VIB, B-9052 Gent, Belgium
2 Department of Plant Biotechnology and Bioinformatics, Ghent University, B-9052 Gent, Belgiury
3 Flanders Research Institute for Agriculture, Fisheries and Food (ILVO), B-9820 Merelbeke, Belgiy
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“One cross, you can introduce the trait into any elite varieties or hybrids you would like” said Wu.

Perhaps the largest opportunity zhead for CRISPR is how gene editing can be applied to complex traits where you need complex, multiple gene modifications
or pathways.

“This can happen taday; we ses the opportunity and the potential” Wu said. “With gene editing in combination with machine learning, now even artificial
intelligence, we can now create designed genetic variations. The variations can give you outcomes with high predictability and today we see examples

demonstrating that. So, this opportunity is going to be huge”

The next stage for CRISPR is likely to be its most exciting, and its opportunity to make its biggest impact on the market.

Variation generation through crossing,
genome editing*, mutagenesis and
more.

Breeding cycles and selection processes

*Edits do not contain foreign DNA

19 /Il AEIC Meeting /// April 2024
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VISION: From product-to-product assessment to certified
«  processes for genome edits

| Edited plant(s)

I Generation/evaluation/selection

v

for each relevant

Exclusion evaluation J

‘_ country/agency

Regulator

Edit by Edit Verified

Regulator ] Certification
Determinati |
Does not qualify for exclusions eermination Qualifies for exclusion/exemption N Program
, W i Certified processes for
“GMO?” trait submissions Non-GMO confirmation request or \F/?gl'gtt'ﬁglge”erat'on
Longer timeline, comprehensive data set | GMO-Lite trait submission Material mgmt.
Shorter timeline and less data % Scale up

Material treated like GMO Material treated like conventional = Commercialization

0> P
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BAYER

Key messages:

Regulatory modernization process is not short, nor straight, nor easy.
Key for success:
Regulators open to looking at scientific opinion and eager to develop science-based regulation.
Government, private sector, public sector committed to co-development, partnership and open dialogue.
Evidence of success:
Alignment among regions.
Domestic developers, more diversity in types of plant species.
Preparing for the future:

Sustained government, private sector, public sector engagement to ensure regulatory approach is
flexible to accommodate scientific progress.

International engagement: government to government, and private sector.

/Il AEIC Meeting /// April 2024 Slide from Fan-Li Chou (VP Scientific Affairs and Policy, ASTA)


https://www.betterseed.org/the-issues/innovation-and-policy/
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https://twitter.com/Bayer
https://www.facebook.com/Bayer
https://www.instagram.com/bayerofficial/
https://www.linkedin.com/company/1893/
https://www.youtube.com/user/BayerTVinternational
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