EUROPEAN COMMISSION
INTERNAL MARKET, INDUSTRY, ENTREPRENEURSHIP AND
SMALL AND MEDIUM-SIZED ENTERPRISES
Investment
C4. Intangible Economy
Brussels
GROW.C.4/DD
Ms. G. J. Raaphorst-Travaille
Nordic Maize breeding
nmb.graaphorst@gmail.com
[bookmark: _GoBack]---
Dear Ms Raaphorst-Travaille,
Thank you very much for your e-mail of 2 June to Vice-President Timmermans. I have been asked to reply to you on his behalf.
Supporting the EU crop improvement sector is an important priority for the Commission. Your concerns will therefore be carefully considered in the context of the Commission's monitoring of the application of EU rules on the patenting of biotechnological inventions, as set out in Directive 98/44/EC(1) (Biotech Directive).
We confirm our commitment to maintaining a balanced EU intellectual property framework that maintains incentives for innovation in agricultural biotechnology while ensuring that biotechnology patents are granted only when justified.
In line with this commitment, the Commission published a communication(2) in 2016 clarifying that plants obtained through biological processes, i.e. crossing and selection, are not patentable under the Biotech Directive.
Plants grown using technical processes such as CRISPR to obtain targeted mutation in the plant genome can enjoy patent protection, but must meet the strict general patentability criteria, including novelty and inventive step. Moreover, in line with the above exclusion from patentability, patent claims can be patentable on the basis of technical processes obtained plants do not relate to identical plants obtained through natural processes.
EU member states should ensure that they correctly apply the above principles of the
biotech directive, both directly at the national level and indirectly, by
supervising the European Patent Office, which operates outside the institutional and
legal framework of the EU.
We would also like to point out that the European patent system includes specific measures
to facilitate breeders' access to biological material protected by patents.
easier. For instance, the recently launched unitary patent system provides an
exemption for breeders, which ensures access to protected material for the purpose
the development of new plant varieties.
In your email, you also refer to the risk of contamination of crops by GMOs obtained
obtained with certain new genomic techniques (NGT), if the legal
regulations on GMOs no longer apply to them. In this context, it should
noted that the Commission's proposal of 5 July includes measures to reduce the
unintended presence of certain NGT plants in organic and conventional
crops. However, strict coexistence measures would be difficult, if not
impossible to enforce in relation to NGT plants that cannot be
distinguishable from conventional varieties. To minimise the risk of unwanted mixing of
such plants to a minimum, alternative, voluntary
measures such as communication between farmers on the crops
they want to grow. These voluntary measures would be supported by the
obligation to label all seeds, including NGT plants that are
exempted from GMO regulations.
Finally, let me assure you that the Commission will closely monitor the legal and policy framework for patents
in agricultural biotechnology will be closely monitored in view of the
the emergence and application of new genomic techniques and their products in the EU.

Sincerely,
Kamil Kiljanski
Unit Head
Contacts:
DAMBOIS, Denis, Denis.Dambois@ec.europa.eu
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(1) Directive 98/44/EC of the European Parliament and of the Council of 6 July 1998 on the legal protection of biotechnological inventions (OJ L 213, 30.7.1998, p. 13).
(2) Commission communication on certain articles of Directive 98/44/EC of the European Parliament and of the Council of 6 July 1998 on the legal protection of biotechnological inventions (OJ C 411, 8.11.2016, p. 3).
