Resolution on the scope of patents in plant and animal breeding and the exclusion of essentially biological processes from patentability 

The European Parliament,


[EPC + EU Directive] 
· having regard to the European Patent Convention (EPC) of 5 October 1973, in particular Article 53(b) thereof, which prohibits patents on essentially biological methods for breeding. 
· having regard to the Implementing Regulations to the EPC, in particular Rule 26 thereof which states that Directive 98/44/EC is to be used as a supplementary means of interpretation for European patent applications and patents concerning biotechnological inventions;
· having regard to Directive 98/44/EC of the European Parliament and of the Council of 6 July 1998 on the legal protection of biotechnological inventions[footnoteRef:2], in particular Article 4 thereof, which states that products obtained from essentially biological processes are not patentable; [2: 	OJ L 213, 30.7.1998, p. 13.] 

· having regard to the report of the EU Expert Group on “The development and implications of patent law in the field of biotechnology and genetic engineering”[footnoteRef:3], published by the EU Commission (E02973); [3: 	http://ec.europa.eu/DocsRoom/documents/18604/attachments/1/translations/  ] 

· having regard to to the Commission Notice of 8 November 2016 on certain articles of Directive 98/44/EC of the European Parliament and of the Council on the legal protection of biotechnological inventions[footnoteRef:4], stating „The trigger point for ensuring the patentability of either a plant or an animal is the technical process, such as for instance the insertion of a gene into a genome. Essentially biological processes are not of a technical nature and therefore, according to the position taken by the legislator, they cannot be covered by a patent.“; [footnoteRef:5] [4: 	OJ C 411, 8.11.2016, p. 3.]  [5: 	The notice provided by the EU Commission clearly defines the technicality of methods which are patentable: The meaning of the expression “insertion of a gene into a genome” as a method used in genetic engineering can be understood historically (in regard to Directive 98/44/EC), and also technically and legally, for example, EU Directive 2001/18 and its predecessor Directive 90/220/EEC are based on a similar definition for genetically modified organisms that need to be regulated. ] 

· having regard to the Council conclusions on the Commission Notice on certain Articles of Directive 98/44/EC of the European Parliament and of the Council on the  legal protection of biotechnological inventions;[footnoteRef:6] [6: 	https://data.consilium.europa.eu/doc/document/ST-5808-2017-INIT/en/pdf ] 


[EPO Decisisions] 
· having regard to the Decisions of the Enlarged Board of the European Patent Organisation G2/07[footnoteRef:7] and G1/08[footnoteRef:8] state only processes that contain a step of a technical nature, which “by itself introduces a trait into the genome or modifies a trait in the genome of the plant produced” are not excluded from patentability under Article 53(b) EPC; [7: 	Official Journal of the EPO, 2012, 130, https://www.epo.org/law-practice/case-law-appeals/recent/g070002ex1.html ]  [8: 	Official Journal of the EPO, 2012, 206, https://www.epo.org/law-practice/case-law-appeals/recent/g080001ex1.html ] 

· having regard to the decision of the Administrative Council of the European Patent Organisation of 29 June 2017 amending Rules 27 and 28 of the Implementing Regulations to the EPC (CA/D 6/17)[footnoteRef:9], thereby excluding patents on products derived from essentially biological processes; [9: 	Official Journal of the EPO, A56, 31.7.2017, https://www.epo.org/law-practice/legal-texts/official-journal/2017/07/a56.html.] 

· having regard to the Decision of the Enlarged Board of the European Patent Organisation G3/19[footnoteRef:10] which confirms the applicabilty of Rule 28(2), but restricts its legal effectiveness to patents being applied after 1st July 2017; [10: 	www.epo.org/law-practice/case-law-appeals/recent/g190003ex1.html ] 

· having regard to decision TO420/19 of the EPO which confirms a patent on barley plants which are derived from random mutations;[footnoteRef:11] [11: 	Decided 8 June 2021] 



[EP Resolutions]
· having regard to EP Resolution on the patenting of essential biological processes, 10 May 2012 (2012/2623(RSP))[footnoteRef:12] urging to “to exclude from patenting products derived from conventional breeding and all conventional breeding methods, including SMART breeding (precision breeding) and breeding material used for conventional breeding”; [12: 	OJ CE 261, 10.9.2013, p. 31.] 

· having regard the EP resolution on patents and plant breeders’ rights, 17 December 2015 (2015/2981(RSP)),[footnoteRef:13] requesting the EU Commission “as a matter of urgency, to clarify the scope and interpretation of Directive 98/44/EC, and in particular Articles 4 12(3)(b) and 13(3)(b) thereof, in order to ensure legal clarity regarding the prohibition of the patentability of products obtained from essentially biological processes, and to clarify that breeding with biological material falling under the scope of a patent is permitted.”;  [13: 	OJ C 399, 24.11.2017, p. 188.] 

· having regard the EP Resolution on patents and plant breeders’ rights with a view to submitting a written statement to the Enlarged Board of Appeal of the European Patent Office (case G3/19 (2019/2800(RSP))[footnoteRef:14] calling „on the Commission and the Member States to do everything in their power to secure legal clarity regarding the prohibition of the patentability of products obtained from essentially biological processes by the EPO.“; [14: 	www.europarl.europa.eu/doceo/document/B-9-2019-0040_EN.html] 



A) whereas access to biological plant material, including plant traits, is absolutely necessary for supporting the Green Deal, boosting innovation and developing new varieties in order to guarantee global food security, tackle climate change and prevent monopolies within the breeding sector, and for providing more opportunities for SMEs;
B) whereas intellectual property rights are key to safeguarding economic incentives for the development of new plant products and ensuring competitiveness;
C) whereas patents on products derived from conventional breeding or on genetic material necessary for conventional breeding may undermine the exclusion established in Article 53(b) of the EPC and in Article 4 of Directive 98/44/EC;
D) whereas products obtained from essentially biological processes, such as plants, seeds, native traits and genes, should not be patentable;
E) whereas all methods for non-targeted changes in the genome and conventional methods for crossing or selection should be regarded as ‘essential biological’ in the meaning of European Patent Law; 
F) whereas plant breeding is an innovative process that has been practised by farmers and farming communities since the birth of agriculture, and whereas the unrestricted use of unpatented varieties and breeding methods is important for genetic diversity;
G) whereas Directive 98/44/EC legislates for biotechnological inventions, in particular genetic engineering, but – as carefully substantiated in the Commission Notice of 8 November 2016 – it was not the legislator’s intention to make it possible for products obtained from essentially biological processes to be patented under the directive;
H) whereas the Decisions of the Enlarged Board of the European Patent Organisation G2/07 and G1/08 state that „genetic engineering techniques applied to plants (…) differ profoundly from conventional breeding techniques as they work primarily through the purposeful insertion and/or modification of one or more genes in a plant.“;
I) whereas the Administrative Council in its decision document CA/D 6/17[footnoteRef:15] does not provide such a clear distinction but instead blurs the difference between non-targeted techniques like irradiation or chemical mutagenesis, and site directed techniques such as Zinc Finger Nucleases, CRISPR, TALEN, ODM (oligonucleotide directed mutagenesis);  [15: 	Official Journal of the EPO, A56, 31.7.2017.] 

J) whereas, without a clear distinction between non-technical methods ‘essentially biological processes’ and technical inventions, the scope of patents granted on plants and animals derived from genome editing will get extended to plants and animals derived from conventional breeding with similar characteristics;[footnoteRef:16]  [16: 	A patent on a 'product’ provides absolute product protection, the scope of the patent will cover all plants or animals with same or similar or identical characteristics as described in the patent – independently of the method by which they were produced. ] 

K) whereas targeted methods, by using site directed nucleases, could be applied systematically to mimic the outcome of non-targeted processes and conventional crossings; 
L) whereas several patent applications covering both, traditional methods and genome editing such as WO2020239495 (BASF) are already published;
M) whereas the Decision of the Enlarged Board of the European Patent Organisation G3/19, because of its missing retro-active effect, will substantially delay the development of case law of the EPO in regard to the interpretation of Rule 28 (2), EPC; 
N) whereas the EU Unitary Patent Law will render all patents granted by the EPO with national validity;
O) whereas Article 4 (a) of the EPC requests a conference of the ministers of the contracting states of the EPO every five years, to discuss issues pertaining the European patent system, but no such meetings have taken place within last 20 years;
P) whereas Article 16 of the EU Patent Directive 98/44 requests the EU Commission to annually publish a report on the development and implications of patent law in the field of biotechnology and genetic engineering, but no such report was published since 2016;


1. calls on the Commission and the Member States to do everything in their power to secure legal clarity regarding the prohibition of the patentability of products obtained from essentially biological processes by the EPO;
2. reiterates that the European Patent Directive 98/44 never was meant to expand patentability to non-targeted methods and therefore expects, Rule 28(2) to be applied also for patent applications filed before July 2017;[footnoteRef:17] [17: 	Recitals 1, 2, 52 and 53 as well as in Article 16 uses the expression “genetic engineering”. Further, in Recital 32 the expression “genetic modification” is used and Recital 9 and 10 deal with “biotechnology” in the sense of genetic engineering. This wording – and the history of the Directive – clearly shows that the EU intent is to allow patents on methods of genetic engineering, but not on methods applied in 'conventional' breeding.] 

3. reiterates that the European Patent Directive 98/44 was meant to exclude all non-targeted methods and conventional breeding or selection processes and therefore expects Rule 28(2) to be applied also for patents filed on plants and animals derived thereof [or: derived from random mutagenesis and smart breeding such as marker assisted selection and tilling];
4. urges the Commission and the EU Member States to insist the European Patent Office to define methods of essentially biological methods by taking into account that genetic engineering techniques applied to plants differ profoundly from conventional breeding techniques; 
5. urges the Commission and the EU Member States to request the European Patent Office to take effective measures to limit the scope of patents in the field of plant and animal breeding to technical inventions;[footnoteRef:18]  [18: 	Article 4 of patent directive 98/44 and Art 53 (b), EPC, do not necessarily request ‘product’ patents are granted on plants and animals. The patents might be restricted to technical processes and products derived there off. ] 

6. calls to the EU Member States, in cooperation with the other contracting states, to prepare without any delay for a conference of the contracting states of the EPO to sort out the pertaining legal uncertainties around rule 28 (2) EPC such as the definition of essentially biological processes and to limit the scope of patents in the field of plant and animal breeding to technical inventions; 
7. calls onto the EU Commission to prepare without any delay a report as requested by Article 16 of the EU Patent Directive 98/44 and thereby giving an detailed overview on ongoing discussions about the definition of essentially biological processes and any upcoming problems in regard to the scope of patents in the field of plant and animal breeding; 
8. instructs its President to forward this resolution to the Council and the Commission, and to the governments and parliaments of the Member States and the EPO. 
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