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Trilogue Chronology

- 25.07.2018: CJEU, C-528/16, Dir. 2001/18/EC (targeted mutagenesis, CRISP/Cas is „GMO“) 

- 7. 2. 2023: CJEU, C-688/21, Dir. 2001/18/EC (random mutagenesis is not „GMO“)

- 5.7.2023: EU COM Proposal (COM/2023/411 final): Fast track verification for NGT1, defined by Annex I 

as “a plant is considered equivalent to conventional plants when it differs from the parent plant by no 

more than 20 genetic modifications’. GM is, for example, nucleotide deletion, targeted reversal of a DNA 

sequence, but also any other targeted modification, regardless of size, provided that the resulting DNA 

sequences already exist [...] in a species of the breeder's genetic heritage.”

- 7 February 2024/confirmed 24.4.2024 (10952/24): EP supports simplified registration for plant varieties 

produced using NGTs that are deemed to be equivalent to conventional types, while retaining stricter 

controls for others that are not (plants resulting from targeted mutagenesis and cisgenesis), no patents 

on NGT1

- 7.3.2025: Council (COREPER, 6426/25) agrees on negotiation mandate.

- 14. 5. 2025: Trilogue started
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<https://www.arc2020.eu/eu-heads-towards-deregulation-of-new-gmo-technologies/>
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Patent Issues

1. Linkage of „fast track market approval“ (NGT-1) and „non-patentability“ (NGT 1+2/Annex I B)

2. Scope of patent exclusion (proposed Art. 4 lit. c Dir 98/44/EC) 

a) NGTs

b) Undirected/random mutagenesis

3. Scope of protection

proposed Art. 8 sec. 3 Dir. 98/44 and Art. 9 sec. 2-4 Dir. 98/44/EC
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1. Linkage

1. EP´s ´tit-for-tat ´deal: 

„fast track market approval“ (NGT-1) for „non-patentability“ (NGT 1+2/Annex I B)

➔ „Justifiable“ under the proportionality test?
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‒ CJEU 2018/2023 „targeted“ (+), „random“ (-) mutagenesis under Dir. 2001/18/EC 

‒ COM 2023 „fast-tracks“ NGT-1 under Dir. 2001/18/EC 

‒ EP 2024 approves „fast-tracks“ NGT-1, but excludes NGT 1+2 (both) and random mutagenesis

and cell fusion from patentability

➔ Rationale? 

- „Quid-pro-quo“?

- „A maiore ad minus“?

- consequential argument, but legally restricted (Art. 27 sec. 2 TRIPS)…

Background
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Article 27 TRIPS
Patentable Subject Matter

1. Subject to the provisions of paragraphs 2 and 3, patents shall be available for any inventions, whether products or processes, in all 

fields of technology, provided that they are new, involve an inventive step and are capable of industrial application. (5) Subject to 

paragraph 4 of Article 65, paragraph 8 of Article 70 and paragraph 3 of this Article, patents shall be available and patent rights 

enjoyable without discrimination as to the place of invention, the field of technology and whether products are imported or l ocally 

produced.

2. Members may exclude from patentability inventions, the prevention within their territory of the commercial exploitation of which is 

necessary to protect ordre public or morality, including to protect human, animal or plant life or health or to avoid serious prejudice to 

the environment, provided that such exclusion is not made merely because the exploitation is prohibited by their law.

3. Members may also exclude from patentability:

(a) diagnostic, therapeutic and surgical methods for the treatment of humans or animals;

(b) plants and animals other than micro-organisms, and essentially biological processes for the production of plants or animals other 

than non-biological and microbiological processes. However, Members shall provide for the protection of plant varieties either b y 

patents or by an effective sui generis system or by any combination thereof. The provisions of this subparagraph shall be reviewed 

four years after the date of entry into force of the WTO Agreement

https://www.wto.org/english/docs_e/legal_e/27-trips_04c_e.htm#fnt-5
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➔ Rationale Art. 27 sec. 2 TRIPS 

- Language: patent exclusion cannot be based on regulatory prohibition

- Here: 

(1) „NGT-1 gets de-regulated (inverse direction) 

(2)  Random mutagenesis was never prohibited, 

it was excluded from scope: Art. 3 Dir. 2001/18, Annex I B:
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Against a broadly understood rationale of Art. 27 TRIPS („no synchronism“),

- Random mutagenesis was never prohibited + Art. 4 EU Biopatent-directive exempts: 

Therefore, clarification is welcome. Yet, the language of Art. 33 lit d EP-proposal

should be revised (no linkage of patent law and Dir. 2001/18).

- As to the exclusion of NGTs, the legislative reasoning must be based on a consistent

public policy reason (e.g. included or added to Art. 4 Dir. 98/44 ➔ Art. 53 lit. b EPC-

exemptions). Yet, the reasoning must be clear: The exclusion of „technical“ NGTs can be

justified as „remedy to civil procedure problems of proof“ or as „protection of the bio-

sector“ e.g.), but not only as „tit-for-tat“ ! 

Conclusion (ad 1)
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2. Scope of patent exclusion

EP position

Jan./April 2024

b) Random mutagenesis

a) NGT
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EPC

b) Random mutagenesis
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EPC-guidelines 

2025

EPC Rule 26

General and definitions

(1)

(2)

(3) 

(4) 

(5) A process for the production of plants or 

animals is essentially biological if it consists 

entirely of natural phenomena such as 

crossing or selection.

Defined as:
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Random 

mutagenesis is 

still listed as 

patentable in

EPC-guidelines 

2025 !
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➔ as stipulated in § 2 sec. 2 sentence 3 Austrian Patent Act,

➔ EU Commission shall commit to push for adapting the EPO-guidelines to EU law. 

Conclusion (ad 2)

The EU legislator shall insist on and (clarify) the patent exclusion of random mutagenesis, 

since it is already caught by the patent exclusion of Art. 4 Dir. 98/44, Art. 53 lit. b EPC.
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3. Scope of protection

‒ proposed Art. 8 sec. 3 Dir. 98/44 and Art. 9 sec. 2-4 Dir. 98/44/EC

Full support!

(the result is the

reversal of proof) 

(judicial argumentation

is published 2021)
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As „minus“ to the EP-proposal

Clarify that NGT-process claims are

„working method claims“ only,

Axel Metzger, NGT-Expert opinion, 5. 

Dec. 2024, p. 51

<https://www.gruene-

bundestag.de/fileadmin/dateien/downloads/

Weitere_Dokumente/Rechtsgutachten_Biop

atentrechtsreform_Gruene_Bundestag.pdf>

EPC-guidelines 2025

Pdp-claim or only method-claim?

Upgrade „transparency

and access“ (only) by

„statutory use right“
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Conclusion (ad 3)

‒ A reduction of protective scope makes sense as identified by individual experts

(Metzger 2024; Kim et al 2023; Godt 2021/2025 forthcoming) and expert groups

(ALLEA 2024), based on various reasons (including civil procedure).


