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Disclaimer

12TH GRUR MEETS BRUSSELS WORKSHOP The views expressed in this presentation are those of the author and do not reflect the views of
any client, employer, or other person. The information is not intended to be and should not be
considered legal advice, nor is it intended to constitute an attorney-client relationship. This
handout is for personal use only and not for further distribution.
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State of the trilogue

Calendar
05.07.2023 Commission legislative proposal
24.04.2024 Parliament position (first reading)
07.03.2025 Council position (Mandate for negotiations with the European Parliament)
03.04.2025 Council document: Initial positions of the institutions
08.04.2025 Mandate to start trilogue negotiations
06.05.2025 1st Trilogue Meeting
|:>| 05/06.2025 9 informal tripartite meetings (ITM): NGT Cat. Il > NGT. Cat. | =2 IP (June 23/25)
30.06.2025 2" Trilogue Meeting

Critical points:
« Traceability & labeling: Only labelling of NGT-seed or also of products made therefrom?

« Criteria for Cat.l: Exclusion of herbicide tolerance, sustainability requirement, quantity of edits

« Patents: Study, transparency, exclusion from patentability or patent rights?
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NGTs and Patents

The WHY
The WHAT
The HOW
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WHY a debate about patents on NGT derived plants?

 NGTs enable precision breeding ("breeding-by-editing") with short development cycles.
Complex breeding goals (e.g. climate resilience) are achieved by influencing several
target genes in parallel ("multiplexing").

- NGTs are patentable, technical processes. ||/ \/  \/ S
Resul ti ng plan tS are no t eXCIU de d from | Innovation 1 II Innovation 2 || Innovation 3 | |nn0vatl_o)nNI;: Ii;l::;clla( I;:U years
D atentablllty While Changes could occur N~ S
naturally, most of them will be "new". Y aVaVatlh\

. [ Innovation Lifecycle = 10 years
| Innovatiomiovétidndovatiolndovation 4 | - Moderate IP stacking
" " " (2 generations)

* Breeding of new varieties is based on

innovation cycles, patented properties N
MAY rapidly accumulate in plant varieties. ||/ /o amfomomions | Innoyation Lifecy e = 5 years
(4 generations)
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The WHY: NGTs and patents — legal complexity

Two types of patents:
« General technology and process patents (not limited to specific plant characteristics)
« Patents on plants with new specific characteristics

Technology and Process Patents Product Patents

Plant Product
Products

Cas System Regeneration

Transformation &

Edited Plant

(Gene scissors) Editing Process Process

Transfection Processes

Examples Examples Examples Examples Examples Examples

* DNA-free transfection * Cas Systems » Base Editing * Regeneration Booster * Input / agronomic » Malt with

(RNPs) * Optimized sequences * PRIDE Editing * Hormone Protocols traits: Yield, improved brewing
* Genotype-independent (codon usage) « Template-based water/nitrogen- * Oil with

transformation *"Guide" — Design sequence replacement use, disease “healthier” profile
» Nanovesicles & Needles resistance » Food with reduced
» Cell culture technologies * Output / quality / allergenicity

(protoplasts, etc.) consumer t.r.aits:
* Target Tissue Procedure Taste, nutrition,

seedless

Largely "invisible"

In principle
"visible"

Uncertainty: Extension to plants?
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The WHY: NGTs and patents - quantitative complexity

» Steady increase: Currently ~5000 families (28.4.24)
* Trend: Increase will plateau in the medium term.

NGT Patent Applications (Tech & Plants)
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/ NGT Process Patents \
with relevance to plants

0 — L —— — France
2013 2014 2015 2016 2017 2018 2019 2020 2021 2022 2023 2024

/ Patents on NGT plants \
>1 Example with CRISPR on plants

» Slow increase: Currently ~800 families (28.4.24)
» Trend: Increase with falling regulatory hurdles.

NGT Patent Applications (Plants)

Most (>90%) Chinese patents
are filed only in China.
But: Important import country.
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The WHY: Patents on NGT plants: Consequences for breeders and farmers

Challenge Consequences / Concerns

Transparency Lack of transparency -> Increased due diligence & costs
Which patents are relevant? |« Patent identification and valuation

Legal uncertainties - Deterrence, unnecessary licenses
« Patent: Scope of process claims, cross-license, breeder's exemption
 PBR: DUS criteria and EDV definition for NGT varieties

Limited access > Reduced competitiveness
Guaranteed Access _
Secure licenses » Transaction cost
(i) Patented characteristics * Risk of license denial, financial losses
i i ? . . .
(i) Patented technologies (?) |, Restricted genetics for further breeding

Legal certainty

Do | need a license?

» In principle: Farmer’s exemption applies to patents
Farmers « Short term: Uncertainty for farm-saved-seed royalties (several holders)
* Mid term: Reduced competition — fewer offers — higher prices

Can existing (or improved) transparency, access, and legal clarity
solve these issues and be more than a transition?

&
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Towards the WHAT: Categories of plants

Impacted by patents

Non-GMO

Conventional

plants with
“native traits”

Plants with naturally existing traits introgressed by
essentially biological processes (crossing and selection)
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GMO

Plants with traits
covered by Dir. 2001/18

Plants excepted
from effect of Dir.

2001/18 (Annex IB)
Random mutants
Protoplast fusions

NGT Cat. |

“‘equivalence to
conventional
plants®

Plants which could be made by
essentially biological processes?
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The WHAT: EU NGT Regulation and Patents
Parliament’'s Approach | : Patentability - Proposed amendments of Art. 4 Dir.98/44

Article 4

1. The following shall not be patentable:
(a) plant and animal varieties;

(b) essentially biological processes for the production of plants or animals.
(c) NGT plants, plant material, parts thereof, genetic information and process features they

(d) plants, plant material, parts thereof, genetic information and process features they contain
that can be yielded by techniques excluded from the scope of Dir. 2001/18/EC as listed in
Annex | B to that directive.’

2. Inventions which concern plants or animals shall be patentable if the technical feasibility of the invention is not confined to a particular
plant or animal variety.

3. Paragraph 1(b) shall be without prejudice to the patentability of inventions which concern a microbiological or other technical process or a
product obtained by means of such a process.

4. Paragraph 2 and 3 shall be without prejudice to the exclusions from patentability covered in paragraph 1.
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The WHAT: EU NGT Regulation and Patents
Parliament’'s Approach | : Patentability - Proposed amendments of Art. 4 Dir.98/44

Article 4 ‘I%efln!tlon r_lot harmonized with EPQ
onsist entirely of natural phenomena.
1. The following shall not be patentable: No extension to plants.

(a) plant and animal varieties;
(b) essentially biological processes for the production of plants or animals.
(c) NGT plants, plant material, parts thereof, genetic information and process features they

netic infor What is a process feature?

(d) plants, plant material,
Art.8(2): Specific characteristics as a result of the invention.?

that can be yielded b
Annex | B to that directive.'

uded from

2. Inventions which concern plants.orani ot confined to a particular

plant or animal variety.

3. Paragraph 1(b) shall be witho What is the effect on patentabmty er technical process or a

product obtained by means of . .
?
4. Paragraph 2 and 3 shall b wi for the different categories of plants *
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The WHAT: Patentability of Plants

Native Traits Transgenics ":GT that. : &t I Rartldolm rtnfuta_nts,
(no change) (no change) ( argeted mutants, pr(_) oplast fusions
cisgenesis) (Dir. 2001/18 Annex IB)
Claim I';egél Rule 28(2) EPC Dir. 98/44 NGT Reg. = Dir.98/44 Amendment
asis
Plants Non-patentable
Plant material Partially P.atentablle
(Dead material: wort, silage)
Partially Patentable
Plant parts :
P (Technically treated seed) Patentable Not patentable Not patentable
_Genetlc i Patentable
information
Process Partially Patentable
features (Selection processes)

Imolementation Disclaimer for plant - Requires change of Dir. 98/44 and EPC!
piementatio claims ?7? Disclaimer for the entire patent ??
Effect Patents filed after July 1, - Patents filed after a future change of the EPC

2017 enters into force.

=
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EU NGT Regulation and Patents
Parliament’'s Approach Il: Scope of patent rights - Proposed amendment of Art. 8 Dir.98/44

Article 8

1. The protection conferred by a patent on a biological material possessing specific characteristics as a result of the invention
shall extend to any biological material derived from that biological material through propagation or multiplication in an
identical or divergent form and possessing those same characteristics.

2. The protection conferred by a patent on a process that enables a biological material to be produced possessing specific
characteristics as a result of the invention shall extend to biological material directly obtained through that process and to
any other biological material derived from the directly obtained biological material through propagation or multiplication in
an identical or divergent form and possessing those same characteristics.

3. By way of derogation from paragraphs 1 and 2, the protection conferred by a patent on a
biological material possessing specific characteristics as a result of the invention shall not extend
to biological material possessing the same characteristics that is obtained independently of the
patented biological material and from essentially biological processes, or to biological material
obtained from such material through propagation or multiplication.’
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EU NGT Regulation and Patents
Parliament’'s Approach II: Scope of patent rights - Proposed amendment of Art. 8 Dir.98/44

Article 8

1. The protection conferred by a patent on a biological material possessing specific characteristics as a result of the invention
shall extend to any biological material derived from that biological material through propagation or multiplication in an
identical or divergent form and possessing those same characteristics.

aat on a process that enables a biological material to be produced possessing specific
= [UNVEIhIR N g (e =NAFE (i ER I tion shall extend to biological material directly obtained through that process and to
YAETple[Slo el ==l [STEREY T eliels il rom the directly obtained biological material through propagation or multiplication in
an identical or diverge and possessing those same characteristics.

3. By way of derogation from paragraphs 1 and 2, the protection conferred by a patent on a
biological material possessing specific characteristics as a result of the invention shall not extend
to biological material possessing the same characteristics that is obtained independently of the

|patented biOIOQical materiallang What is “patented biologica| material’? al material

obtained from such material througm =1l RN ERIELE I REo]]o] IR To Nla) Tale[lo] SEF
A variety made by the patentee or licensee?

Or by anybody practicing the patent?
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EU NGT Regulation and Patents
Parliament’'s Approach Il: Scope of patent rights - Proposed amendments of Art. 9 Dir.98/44

Article 9

1. The protection conferred by a patent on a product containing or consisting of genetic information shall extend to all
material, save as provided in Article 5(1), in which the product in incorporated and in which the genetic information is
contained and performs its function.

2. By way of derogation from paragraph 1, a plant product containing or consisting of genetic information
obtained by a patentable technical process shall not be patentable if it is not distinguishable from plant
products containing or consisting of the same genetic information obtained by an essentially biological
process.

3. By way of derogation from paragraph 1, the protection conferred by a patent on a product containing or
consisting of genetic information shall not extend to plant material in which the product is incorporated and
in which the genetic information is contained and performs its function but which is not distinguishable from
plant material obtained or which can be obtained by an essentially biological process.

4. The protection conferred by a patent on a technical process that enables the production of a product
containing or consisting of genetic information shall not extend to plant material in which the product is
incorporated and in which the genetic information is contained and performs its function but which is not
distinguishable from plant material obtained or which can be obtained by an essentially biological process.

() 14
consulting
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EU NGT Regulation and Patents
Parliament’'s Approach Il: Scope of patent rights - Proposed amendments of Art. 9 Dir.98/44

Article 9 “Containing or consisting of genetic information”
- C428/08: “Dead” material not affected?
1. The protection conferred by a patent on a product d - Relevant for innovative “quality traits” xtend to all

material, save as provided in Article 5(1), in which the produc
contained and performs its function.

e geneliC Information is

2. By way of derogation from paragraph 1, a plant product|containing or consisting of genetic information |
obtained by a patentable technical process shall not be patentable if it is not distinguishable from plant
products containing or consisting of the same genetic information obtained|by an essentially biological |

Drocess.
_ = conventional plants?

3. By way of derogation from paragraph 1, the protection c Only Cat.| NGTs? product |containing orl|

| consisting of genetic information] shall not extend to plant material in which the product is incorporated and

in which the genetic information is contained and performs its function but which is not distinguishable from
plant material obtained or which can be obtained|by an essentially biological process]

4. The protection conferred by a patent on a technical process that enables the production of a product
| containing or consisting of genetic information] shall not extend to plant material in which the product is
incorporated and in which the genetic information is contained and performs its function but which is not
distinguishable from plant material obtained or which can be obtained py an essentially biological process |
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EU NGT Regulation and Patents
Parliament’'s Approach Il: Scope of patent rights - Proposed amendments of Art. 9 Dir.98/44

Article 9
1.

obtained by a patentable technical procesq shall not be patentable]if it is not distinguishable from plant

products containing or consisting of t Only “obtained” on |Jobtained by an essentially biological

process. Redundant = Novelty?

3. By way of derogation from paragraph 1, the protection conferred by a patent on a product containing or
consisting of genetic information shall not extend to plant material in which the product is incorporated and
in which the genetic information is contained and performs its function but which is not distinguishable from
plant material obtained or which|can be obtained|by an essentially biological process.

4. The protection Conferred by a patent on a technical process that enables the production of a product
containjae=a ion shall not extend to plant material in which the product is

fileegels  nterpretation “can be obtained™ ation is contained and performs its function but which is not
disting Theoretically, practically ... ? —

Classification: Public — © M Kock 2025 @ 16
ock cons g



What is the effect on patent rights

for the different categories of plants ?
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EU NGT Regulation and Patents
Parliament's Approach Il: Scope of patent rights - Proposed amendments of Art. 8 & 9 Dir.98/44

Claim . . Random Protoplast :
Native Traits P NGT Cat.1 | NGT Cat. Il | Transgenics
! mutants fusions
Plant Unclear: Is random
mutagenesis
Plant part Exempted essentially biological?
if (independently) - AT Patent Law Not exempted Not
developed by an # EPO Practice (likely: not Exempted exempted
DNA - - btainable b - Not
essentially Exempted if olElinz o (2h (likely: not
biological process independently essentially obtainable by exempted
developed by essentially biological .
Process S essentially
Plologieal process process) biological process)
Plant material Not Not Not
(dead, quality traits) exempted exempted exempted
Implementation | Dir. 98/44 - UPC & National Patent Law of all EU Member States
Effect Retroactivity: All unexpired patents and patent applications
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EU NGT Regulation and Patents

Council’'s Approach: Transparency

Article 6

3x. The requester shall, acting to the best of their knowledge, submit a written statement
identifying patents claiming modifications of biological material of the NGT plant resulting
in particular traits, or published applications for granting such patents, or declaring the
absence of such patents or published applications for granting such patents (patent
information).

3xx. The requester may submit a written declaration of the holder of a patent identified
under paragraph 3x confirming his their willingness to licence the protected subject under
equitable conditions in all Member States where the patent holder is entitled to grant such
a licence (licence declaration).

3xxx. The patent information and the licence declaration shall not be subject to
verification and shall only have declaratory value.

(Similar in Article 7; 2x.-2xxx)

&
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EU NGT Regulation and Patents

Council's Approach: Transparency Not holistic: Does not include process

patents which extent to plant material.

Article 6

3x. The requester shall, acting to the best of their KRdwledge, submit a written statement
identifying patents claiming modifications of biological material of the NGT plant resulting
in particular traits, or published applications for granting such patents, or declaring the
absence of such patents or published applications for granting such patents (patent
information).

3xx. The requester may submit a wrltten declaratlon of the holder of a patent identified

under paragraph 3x confirming hij ge protected subject under
No Iegal consequences.

equitable conditions in all Memb Forfeiture of rights? er is entitled to grant such

a licence (licence declaration). Patent-Mismarking®?

3xxx. The patent information and t icence declaration shall not be subject to
verification and shall only have declaratory value.

(Similar in Article 7; 2x.-2xxx)
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EU NGT Regulation and Patents
Council’'s Approach: Expert Group & Study

Article 30 bis NGT patent expert group and the study on the impact of patenting practices

1. Commission to establish an expert group on the effect of patents on NGT plants: Effect of
patent law on access to genetic resources, innovation in the field of NGT plants, incl. patent
licensing practices, [...] and patent enforcement practices vis a vis farmers.

2. Commission to conduct a study on impact of patenting of plants, licensing and transparency
practices and impact on innovation in plant breeding, breeders’ access to plant genetic material
and techniques, and availability of plant reproductive material to farmers, competitiveness of
the EU plant breeding industry.

3. If no follow-up is deemed necessary, the Commission shall conduct another study no sooner
than 4 years and no later than 6 years after the first report.
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NGT Regulation and Patents

Conclusions
Approach Assessment
» Unclear situation for "native traits"
Parliament: » Unclear implementation for process patents. Risk of collateral damage.

Exceptions to
patentability

 Amendment to Dir. 98/44 and the EPC (Unanimity 38 Member States)
« No retroactivity
- Conclusion: Not holistic, limited effect, uncertain implementation

Parliament:
Limits to patent
rights

 Amendment Dir. 98/44 - Amendment of national patent laws/Unitary Patent
* Unclear wording and scope
- Conclusion: Conceivable (in principle), not holistic, unnecessary complex.

BE/PL Presidency:
Patent waiver
(withdrawn)

« Mixing private and public law.

» Arbitrary trade barrier (WTQO); legal uncertainty for users (trade)

« "Mission Impossible" for third-party patents, especially universities (NPES)
- Conclusion: Interesting idea, not effective, uncertain implementation, risks.

Council:
Patent transparency
License readiness

» Declaratory character: No consequences for incorrect naming or "non-naming”
- Conclusion: No change in the status quo (limitation of forfeiture/mismarking?)
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NGT Regulation and Patents
Summary

* IF there is desire/need to limit patents on NGT plants, limitations to patent rights
could be an effective approach with limited risk of collateral damage.

« WHAT: Clear(er) solutions are possible = “Full breeders exemption” (,Humboldt Whitepaper®)
« HOW: Regulation = Direct effect for member states (see CPVR Reg. 2100/94 Art.91)

« WHEN: (i) Now or (ii) if and when patented NGT-varieties obtain a certain market share?

* Important: Adapt PBR system to precision breeding (DUS, EDV)
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THANK YOU VERY MUCH!
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Dr. Michael A. Kock, Swiss Patent Attorney, European Patent Attorney
Direct +41 61 564 02 15 | Mobile +41 78 694 58 62 | michael@dr-kock-consulting.com

dr. kock consulting | Teichgasslein 9 | CH-4058 Basel | Switzerland
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