|
MINISTRY OF

SOCIAL AFEAIRS AND HEALTH B8 Ref. Ares(2018)587708k(2Bi0z/2018

Reg. no 002/J2018 15.11.2018
Board for Gene Technology

European Commission
DG SANTE

ECJ RULING ON MUTAGENESISTECHNIQUES

The Finnish Competent Authority for Directive 2009/41/EC, the Board for Gene Technolo-
gy, decided on its meeting on October 17th 2018 to send a request to the Commission on the
interpretation of the European Court of Justice (ECJ) ruling on July 27 2018 on case C-
528/16. The case brought to ECJ concerned the legal status of mutagenesis techniques as
stipulated in the Directive 2001/18/EC on the deliberate release of genetically modified or-
ganisms (GMOs) to the environment. The ECJ ruling does not refer to Directive 2009/41/EC
on the contained use of genetically modified micro-organisms (GMMs). Therefore, it is cur-
rently unclear if the ECJ ruling applies also to contained use.

Part A of Annex |1 of Directive 2009/41/EC exclusively states that mutagenesis techniques
are excluded from the Directive “on condition that they do not involve the use of recombi-
nant-nucleic acid molecules or GMMs other than those produced by one or more of the tech-
niques/methods listed below”. Moreover, Directive 2009/41/EC does not contain anything
similar to Recital 17 of Directive 2001/18/EC, which played a central rolein the justifica-
tions of the ECJ Ruling.

During the past years - also after the ECJ ruling - the Board for Gene Technology has re-
ceived several requests regarding the legal status of a certain type of mutagenesis, namely a
situation where site-specific mutagenesis results in a deletion in the genome without leaving
any foreign genetic material in the organism. As deletion mutagenesis is a commonly used
technique in the basic research field within the Union, the Board now wishes to have a har-
monized interpretation by the Commission Legal Service on the applicability of the ECJ rul-
ing of such techniquesin contained use.

The Board, which is also the Competent Authority for Directive 2001/18/EC, aso wishes to
have further clarifications as to the deliberate rel ease of GM Os produced with mutagenesis
techniques. The issues needing clarification are as follows:

. The ECJ ruling specifically mentioned chemical and radiation mutagenesis as tech-
niques which are out of scope of Directive 2001/18/EC because they have a long safety rec-
ord. Transposon mutagenesis is a technique that has been used for along time e.g. for maize,
fruit flies and bacteria. Should the ECJ decision be interpreted so that transposon mutagene-
sisisalso out of scope, or isit just out of scope for these particular organisms?

. The ECJ ruling stressed the importance of along safety record for the exempted mu-
tagenesis techniques, which indicates that the safety of a mutagenesis technique should be
evaluated after a certain time point. How is the Court Decision to be interpreted as to the
time point and criteriafor evaluating the safety of a mutagenesis method?
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. How should the ECJ ruling refocus the M S inspections on imported products, what are
the most relevant analysis methods for new mutagenesis techniquesin accredited |aborato-
ries and is there any estimate on the costs for supervision?

. How isthe ECJruling interpreted as to the LM O definition according to the Conven-
tion of Biological Diversity (CBD); i.e. are the obligations of the Cartagena Protocol cate-
gorically applicable to organisms modified with novel mutagenesi s techniques?

. How should the ECJ ruling be applied with regard to the regulations on the transporta-
tion of dangerous goods; i.e. does the Court Decision mean that all the organisms mutagen-
ized with site-specific techniques should be treated as dangerous goods?

The Board also wants to address the recent COM proposal for a regulation on the making
available on the market of CE marked fertilizing products (2018/C 346/46). The proposal
aimsin facilitating circular economy when it comes to fertilizing products. The Board has
handled several requests by biotech companies wanting to recycle their Class 1 GMM fer-
menting waste through composting to produce fertilizers. In addition to the added value of
the end product, composting is considered environmentally more sustainable than incinerat-
ing the wet biomass. Whereas the fermentation process itself is clearly contained use, mar-
keting the composted product potentially still containing living GMOs would be subject to
the Part C notification procedures laid down in the Directive 2001/18/EC. Such an expensive
notification processis not likely to be a suitable option for the industry. As organisms pro-
duced with new mutagenesis techniques are an appealing tool for the biotech industry, the
legal and practical problems about handling fermenting waste are likely to scale up after the
ECJRuling. The situation is not due to specific national legislation and, hence, needs to be
addressed at the EU level to be solved.

On behalf of the Board for Gene Technology
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