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Mon810 maize is the only transgenic GM plant authorized for commercial cultivation in the
European Union. This authorization was initially granted, via France, almost 30 years ago, in 1998,
for an initial period of 10 years. A renewal application was submitted in 2007. Since then, no
decision has been taken by the European authorities. How this maize, which authorization
theoretically expired in 2008, can still be grown legally in Europe? Simply because European law
accepts that, as long as the European Commission has not responded to a request for renewal, the
initial authorization remains valid. To date, it's been 15 years that the Commission fails to respond
to Bayer/Monsanto's request.

On July 4, 2024, the European Commission renewed for the 3rd time the commercial authorization
to import Mon810 transgenic maize for food or feed usel. Less than 6 months after receiving a
favorable opinion from its experts, the European Commission issued the authorization,
demonstrating its speed. But when it comes to authorizing the commercial cultivation of this same
maize, the European Commission is taking its time. Bayer/Monsanto has been waiting for 15 years
for the European Commission to renew the initial authorization obtained in 1998... which expired in
2008!

European law imposes a timetable for applications

Old times, old procedures. On April 22, 19981, the European Commission gave France, the country
that had received the initial application, the green light to authorize the commercial cultivation of
Mon810 transgenic maize on a European scale. This authorization had been requested by
Monsanto, which had genetically modified a maize line to produce an insecticidal protein against
the European corn borer and Mediterranean corn borer. On August 3, 1998, the French
government issued its consent for this commercial cultivation. Monsanto was granted a 10-year
authorization, valid until 2008.

Subsequently, European legislation on GMOs changed, with the adoption of Directive 2001/18 and
Regulation 1829/2003. The latter became the reference in the case of Mon810 maize, as Monsanto


https://infogm.org/

chose to follow the administrative procedure established by this regulation. Regulation 1829/2003
required Monsanto to apply for renewal of its 1998 authorization no later than one year before it
expired, i.e. by August 2, 2007!Y. The company met this deadline, submitting its application for
renewal of the authorization to cultivate Mon810 maize to the European Commission on May 4,
2007Y. From this date onwards, the European Commission rapidly forwarded the application for
renewal of authorization to the European Food Safety Authority (EFSA), on June 18 2007V,

Two years to assess the risks... and ten for a vote !

The EFSA took “only” two years to assess the risks associated with the cultivation of Mon810
maize, adopting a positive opinion on June 15 2009, officially published on June 30 2009Y!". On the
basis of this opinion, the European Commission was in a position to decide whether to submit an
authorization decision or a refusal decision to the Member States. At this stage, the timetable
followed by the European Commission is beginning to slip. On the basis of the experts' opinion, the

rocedure¥!! provides that the Commission may propose to the Member States a refusal or
acceptance to grant authorization. If the Member States fail to reach a majority, the proposal is
presented to them a second time. If, once again, no majority is reached, the European Commission
takes the final decision. It may adopt its own proposal or reject it.

In the case of the application to renew the authorization for the commercial cultivation of Mon810
maize, it will, from the EFSA's opinion in 2019, take 8 years for member states to receive a
proposal of authorization from the European Commission. It’s true that, in the meantime, many
Member States had decided to request the exclusion of their territory from the geographical scope
covered by the 1998 authorization!X. By the end of 2015, 18 member statesX had requested and
obtained such an exclusion. The concomitance of these numerous bans is linked to the adoption of
directive 2015/412X. While Member States could previously ban GMO cultivation (via safeguard
clauses - Directive 2001/18 - or emergency measures - Regulation 1829/2003), in 2015 the Council
of the European Union and the European Parliament deemed it “appropriate to grant Member
States, in accordance with the principle of subsidiarity, more flexibility to decide whether or not they
wish to cultivate GMOs on their territory™*!!,

The French government, for example, which granted the initial authorization in 1998, asked on
September 15, 2015 “to exclude the entire French territory from the authorization granted to
MONSANTO following Commission Decision 98/294/EC and the final consent granted on August 3,
1998 for genetically modified maize MON8L10, as far as cultivation is concerned™!!. The same
number of countries, including FranceX!, have already asked to be excluded, in whole or in part,
from any renewal of their authorization.

As these 18 Member States represent at least a 71.5% majority within the Council of the European
Union, the European Commission was in a position to assume that a proposal to renew the initial
authorization could therefore be rejected. The initial authorization to cultivate the one and only
transgenic plant would then have lapsed. However, in 2017, 10 years after receiving Monsanto's
initial request to renew its 1998 authorization, the European Commission chose to have the Council
of the European Union vote on the matter. Paradoxically, on January 27, 2017%Y, the member
states failed to reach a majority to refuse to renew the authorization of Mon810 maize for _
cultivation. This lack of a majority was again noted on March 27, 2017, following a second voteXV.,

A legal provision to the advantage of Bayer/Monsanto

The authorization to import Mon810 maize, like those issued this summer for two Corteva maize
plants, show that the European Commission knows how to manage a timetable of less than 6



https://infogm.org/ue-nouvelle-comitologie-le-changement-dans-la-continuite/
https://infogm.org/ue-nouvelle-comitologie-le-changement-dans-la-continuite/
https://infogm.org/transgenese-crispr-cas9-arni-package-total-pour-deux-mais-ogm/
https://infogm.org/transgenese-crispr-cas9-arni-package-total-pour-deux-mais-ogm/

months between receiving the opinion of European experts on the risks associated with a GMO
and its final authorization decision*¥!!, But when it comes to renewing the authorization for the
cultivation of Mon810 maize, the Commission is following a different timetable. With the European
experts having delivered their opinion in June 2009, the Commission could submit a proposal to the
Member States in the following two months, either for or against the renewal. As we have seen, it
will take 10 years...

Following the two formal votes by member states in 2017, which resulted in a non-decision, the
European Commission is now free to make the final decision. It can decide to renew the
authorization or refuse to renew it. It has had this freedom since March 27, 2017. But to date,
almost 8 years later, no decision has been taken. Questioned by e-mail by InfOGM, the European
Commission replied on October 24, 2024, that it “reflects on the way forward”, specifying that “in
accordance with Regulation (EC) No 1829/2003, the period of authorisation is automatically
extended until a decision is taken on its renewal”.

Article 11 of Regulation 1829/2003 states that “where, for reasons beyond the control of the
authorisation-holder, no decision is taken on the renewal of an authorisation before its expiry date,
the period of authorisation of the product shall automatically be extended until a decision is taken”.
Once again questioned by InfOGM to find out why the Commission had decided not to take a
decision in 7 years, the Commission reaffirmed on October 28, 2024 that it was continuing “to work
assessing the best way forward”, adding it “cannot to share further information at this stage”. A
fundamental point needs to be made here: the European Commission is not bound by any legal
deadline for making its decision. In fact, there is no legal requirement for the European
Commission to take a decision within a given timeframe once the member states have voted. This
situation is all the more worrying given that, if the Commission were to issue a renewal of
authorization for the commercial cultivation of Mon810 maize, it would do so in 2024 on the basis of
a dossier submitted in 2007, containing 17 years old scientific data...

As with the procedure applied to pesticides&i“, whether the European Commission issues a formal
authorization renewal or does not respond to Bayer/Monsanto's application submitted in 2007, the
initial authorization remains valid and Mon810 maize can continue to be cultivated in member
states that have not banned it. However, on the one hand, the European Union hardly receives
applications for authorization to commercially cultivate GMOs, and on the other, the Commission
has proposed deregulation of a large number of them in 2023. In view of these two facts, it seems
that the Commission has decided not to take the risk of crystallizing the debate by appearing to
defend the cultivation of transgenic GMOs in a European Union that has largely chosen to have
them grown elsewhere. It'se ven more true given that, as long as it does not respond, the
commercial cultivation of this maize is still legal, even if the surface area is decreasing from year to
yearX® Silence is golden for the Commission (and Bayer/Monsanto).

Other requests for 1st authorization in the hands of the Commission

The European register of applications for GMO cultivation authorization under the 2001/18
procedure also lists three “pending” applications. Amylogéne's application for its transgenic potato
with modified starch composition, filed in 1996, has been withdrawn by the company. But Syngenta
is still awaiting a response to its 1996 application for its Bt11 maize. Dow Agrosciences (now
Corteva), for its part, has been waiting since 2001 for its TC1507** maize. In both cases, the EFSA
issued its (favorable) opinions on the risks associated with the cultivation of these maize varieties
in 2005.
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Unlike Mon810 maize, it took the European Commission not 10 but 12 years to submit a positive
response to these two requests for authorization to the votes of Member States in 2017. However,
on January 27XX and March 27 2017XXil no qualified majority could be obtained from the Member
States. The European Commission is therefore now in the position to take the final decision to
authorize or refuse to authorize the commercial cultivation of these two transgenic maize plants.
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