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PRESS RELEASE

Classification of new mutagenesis techniques
Biotech industry association criticises European Court of Justice ruling

Berlin (25 July 2018) – The sector association of the biotechnology industry BIO Deutschland has read with concern the ruling of the European Court of Justice (ECJ) published today on the classification of genetic modification techniques known as mutagenesis. The long-awaited decision expressly excludes new genome editing methods from the exemptions laid down in Article 3 paragraph 1 of the GMO Directive 2001/18/EC in conjunction with Annex I B (known as “the mutagenesis exemption”). Organisms obtained by genome editing are now to be treated as GMOs within the meaning of the European Directive on the deliberate release into the environment of genetically modified organisms (2001/18/EC). It is the association’s view that this ruling does not take into account current scientific findings, as these new techniques are able to modify organisms using processes that could occur naturally.

Peter Heinrich, chairman of the board of BIO Deutschland, says: “We are disappointed that today’s ruling does not correspond to the opinion of Advocate General Bobek on the classification of new molecular biological methods for the modification of genetic material. It would have been more appropriate to shift the focus from the process to the end product, i.e. the altered organism. What matters is whether the organism could have developed naturally and whether the precautionary principle is respected – not how the organism is created.”

BIO Deutschland’s Managing Director Viola Bronsema adds: “These new genome editing techniques are extremely precise and targeted compared to mutagenesis induced by chemicals or radiation, which are both long-standing techniques. It is therefore highly regrettable and incomprehensible that the ECJ has decided to remove these more precise methods from the mutagenesis exemption. The ruling prevents groundbreaking scientific findings from being used to develop important innovations in healthcare, climate protection and environmental protection.”
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The position paper can be downloaded here (in German): www.biodeutschland.org/de/positionspapiere-uebersicht.html 

About BIO Deutschland:
The Biotechnology Industry Organisation Deutschland (BIO Deutschland) has more than 330 members – enterprises, bioregions, and services providers. The association has its headquarters in Berlin. The aim of BIO Deutschland is to support and promote the development of an innovative economic branch based on the modern bio-sciences. President of the association is Peter Heinrich.

BIO Deutschland’s supporting members and sector partners are:
AGC Biologics, Avia, Bayer, Boehringer Ingelheim, Centogene, Clariant, CMS Hasche Sigle, Deutsche Bank, EBD Group, Ernst & Young, Euronext, Evotec, Isenbruck, Bösl, Hörschler LLP, Janssen-Cilag, KPMG, M+W Central Europe, Merck, Miltenyi Biotec, MorphoSys, Neuwerk Rechtsanwälte, Phenex Pharmaceuticals, PricewaterhouseCoopers, Qiagen, Roche Diagnostics, Sanofi Aventis Deutschland, SAP, Thermo Fisher Scientific, Vertex Pharmaceuticals, VWR International
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