Follow up to the European Parliament resolution on patents and plant breeders' rights, adopted by the Commission on 23 March 2016
1.
Political Groups which tabled the resolution pursuant to Rules 128(5) and 123(4) of the European Parliament's Rules of procedure: EPP, S&D, ECR, ALDE
2.
EP reference number: B8-1394/2015 / P8_TA-PROV(2015)0473
3.
Date of adoption of the resolution: 17 December 2015

4.
Subject: Patents and plant breeders' rights

5.
Brief analysis/assessment of the resolution and requests made in it:
The recent decisions of the Enlarged Board of Appeal of the European Patent Office (EPO) in cases G 2/12 (tomatoes) and G 2/13 (broccoli), where it was ruled that plant products obtained by essentially biological processes, i.e. based on crossing and selection, are patentable, if they fulfil the general criteria of patentability, have triggered immediate reactions from the breeders' community. The breeders are worried that such patents prevent them from accessing the patented biological material/ traits for further breeding and development of new plant varieties. Intellectual Property Rights should not unnecessarily restrict the access to genetic resources, taking into account that plant diversity is the main source of innovation and that breeding is an incremental activity and fundamental for sustainable agriculture, food security and adaptation to climate change.

The AGRI Committee initiated a discussion on the current interface between patents and plant breeders' rights in the European Parliament on 13 October 2015. MEPs across all political groups agreed to prepare a resolution on the issue in question.

This resolution covers patent and plant breeders' rights and comes at the time when the Dutch presidency intends to look for a pragmatic solution on how to improve the legal framework in this area, without the need to revise the Biotech Directive 98/44/EC. It reiterates several requests for the Commission to clarify the current legal situation in this domain.

Policy recommendations:

The resolution:

· "Calls on the 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"; (paragraph 2)
· "Calls on the Commission to communicate its forthcoming clarification regarding the patentability of products obtained from essentially biological processes to the European Patent Office (EPO) so that it can be used as a supplementary means of interpretation"; (paragraph 3)
· "Calls on the Commission and the Member States to ensure that the Union will safeguard guaranteed access to, and use of, material obtained from essentially biological processes for plant breeding, in order – where applicable – not to interfere with practices guaranteeing breeders’ exemption"; (paragraph 4)
· "Calls on the Commission to pursue the exclusion from patentability of essentially biological processes in the context of multilateral patent law harmonisation discussions"; (paragraph 5)
· "Calls on the Commission to report on the development and implications of patent law in the field of biotechnology and genetic engineering, as required in Article 16(c) of Directive 98/44/EC and as requested by Parliament in its resolution of 10 May 2012 on the patenting of essential biological processes"; (paragraph 6)
6.
Response to requests and overview of actions taken, or intended to be taken, by the Commission:
The Commission takes note of the outcome of the plant decisions issued by the Enlarged Board of Appeal of the EPO which allow patenting of plants and plant parts obtained by essentially biological processes, and is closely analysing the content of these decisions. The Commission understands that the breeders' concerns are related to the patentability of plants obtained through an essentially biological process because, even though not patentable, the use of the essentially biological process itself to produce the patentable product could lead to patent infringement. The Commission is aware of the sensitivity of this issue and closely follows the discussions in the institutions.

The Commission is considering workable and well balanced solutions for clarifying the legal situation between patent law and plant breeders' rights, without revising the Biotech Directive. It has also commissioned an expert group (Biotech Expert Group) to generally report on the development and implications of patent law in the field of biotechnology and genetic engineering.

Regarding the concerns of the plant breeders, the Commission is ready to closely cooperate with the Parliament. It is also discussing with the current Dutch Presidency that opened discussions on patents and plant breeders' rights at the Competitiveness Council on 29 February 2016 and aims to report to the Agri/ Fish Council on the debate at the Competitiveness Council.

To the extent necessary, the analysis of the Biotech Expert Group should assist European policy-makers to develop non-legislative measures that would help reducing legal uncertainty identified in this field and above all seek to assist in providing safeguards to breeders.

Such measures could conceivably include: exploring ways to clarify the issue of patentability of products obtained by essentially biological processes and of the breeder's exemption(s), compulsory cross-licensing; enhanced/ improved cooperation between the EPO and the Community Plant Variety Office (CPVO) on prior art in the plant breeding sector facilitating the assessment of the patentability requirements for patent applications, and promoting the use of voluntary licensing platforms. Discussions on cooperation between EPO and CPVO regarding administrative and operational activities of common interest have already been launched.

Interpretation of the Biotech Directive 98/44/EC

Further to the decisions of the Enlarged Board of Appeal (EBoA) on the tomato and broccoli cases, uncertainty exists in Europe on the patentability of the products deriving from essentially biological processes. While such products might be patentable according to the decisions of the EBoA and to the legislation of some Member States, this is not the case in others. The Commission could consider ways to clarify its understanding of the meaning of Article 4 of Directive 98/44/EC on the basis of its analysis of the text and the legislative history of the Directive as not allowing patenting of plant varieties, bearing in mind that legally binding interpretation can ultimately only be provided by the Court of Justice. Such clarification could also be considered on the issue of compulsory cross-licensing between plant variety rights and patents (foreseen in Article 12 of the Directive).

New 16(c) Report
In the context of Article 16(c) of the Biotech Directive, the Commission established in November 2012 an expert group on the development and implications of patent law in the field of biotechnology and genetic engineering. This group of 15 experts in patent law and biotechnology includes, amongst others, representatives from the plant breeding industry, namely the European Seed Association, and NGOs represented by No patents on seeds.

The group started its work in December 2013. It is set to provide the Commission with analyses and position papers on issues considered of relevance for the application of the Biotech Directive. The group focusses inter alia on the questions of patentability of plant products obtained by essentially biological processes, the notion of breeders' exemption in relation to all currently available breeding techniques, compulsory cross-licensing, and the interface between plant variety rights and patents.

The objective is to publish the analysis and reports of the expert group on the Commission's website before the end of April 2016.
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