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European Parliament resolution on the draft Commission implementing decision
renewing the authorisation for placing on the market of products containing, consisting
of or produced from genetically modified maize MIR162 pursuant to Regulation (EC)
No 1829/2003 of the European Parliament and of the Council and amending
Commission Implementing Decisions (EU) 2016/1685, 2019/1305 and 2019/2087 as
regards the reference material (D090639/03 — 2023/2810(RSP))

The European Parliament,

having regard to Commission implementing decision renewing the authorisation for
placing on the market of products containing, consisting of or produced from
genetically modified maize MIR162 pursuant to Regulation (EC) No 1829/2003 of the
European Parliament and of the Council and amending Commission Implementing
Decisions (EU) 2016/1685, 2019/1305 and 2019/2087 as regards the reference material
(D090639/03),

having regard to Regulation (EC) No 1829/2003 of the European Parliament and of the
Council of 22 September 2003 on genetically modified food and feed', and in particular
Article 9(2), Article 11(3), Article 21(2) and Article 23(3) thereof,

having regard to the vote of the Standing Committee on Plants, Animals, Food and Feed
referred to in Article 35 of Regulation (EC) No 1829/2003, on 3 July 2023, at which no
opinion was delivered, and the vote of the Appeal Committee on 8 September 2023, at
which again no opinion was delivered,

having regard to Articles 11 and 13 of Regulation (EU) No 182/2011 of the European
Parliament and of the Council of 16 February 2011 laying down the rules and general
principles concerning mechanisms for control by Member States of the Commission’s
exercise of implementing powers?,

having regard to the opinion adopted by the European Food Safety Authority (EFSA) on
1 September 2022, and published on 22 September 20223,

having regard to its previous resolutions objecting to the authorisation of genetically
modified organisms (‘GMOs’)?,

I OJL 268, 18.10.2003, p. 1.

2 0JL55,28.2.2011, p. 13.

3 Scientific opinion of the EFSA Panel on Genetically Modified Organisms on the ‘Assessment of genetically
modified maize MIR162 for renewal authorisation under Regulation (EC) No 1829/2003 (application EFSA-
GMO-RX-025)’. EFSA Journal 2022;20(9):7562 https://doi.org/10.2903/j.efsa.2022.7562.

4 In its eighth term, Parliament adopted 36 resolutions objecting to the authorisation of GMOs. Furthermore, in
its ninth term Parliament has adopted the following resolutions:

European Parliament resolution of 10 October 2019 on the draft Commission implementing decision
authorising the placing on the market of products containing, consisting of or produced from genetically
modified maize MZHGOJG (SYN-OOQDJG-2), pursuant to Regulation (EC) No 1829/2003 of the
European Parliament and of the Council (OJ C 202, 28.5.2021, p. 11).

European Parliament resolution of 10 October 2019 on the draft Commission implementing decision
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— having regard to Rule 112(2) and (3) of its Rules of Procedure,

renewing the authorisation for the placing on the market of products containing, consisting of or produced
from genetically modified soybean A2704-12 (ACS-GM@@5-3) pursuant to Regulation (EC)
No 1829/2003 of the European Parliament and of the Council (OJ C 202, 28.5.2021, p. 15).

— European Parliament resolution of 10 October 2019 on the draft Commission implementing decision
authorising the placing on the market of products containing, consisting of or produced from genetically
modified maize MON 89034 x 1507 x MON 88017 x 59122 x DAS-40278-9 and genetically modified
maize combining two, three or four of the single events MON 89034, 1507, MON 88017, 59122 and
DAS-40278-9 pursuant to Regulation (EC) No 1829/2003 of the European Parliament and of the Council
(0J C 202, 28.5.2021, p. 20).

— European Parliament resolution of 14 November 2019 on the draft Commission implementing decision
renewing the authorisation for the placing on the market of products containing, consisting of or produced
from genetically modified cotton LLCotton25 (ACS-GH@@1-3) pursuant to Regulation (EC)

No 1829/2003 of the European Parliament and of the Council (OJ C 208, 1.6.2021, p. 2).

— European Parliament resolution of 14 November 2019 on the draft Commission implementing decision
renewing the authorisation for the placing on the market of products containing, consisting of or produced
from genetically modified soybean MON 89788 (MON-89788-1) pursuant to Regulation (EC)

No 1829/2003 of the European Parliament and of the Council (OJ C 208, 1.6.2021, p. 7).

— European Parliament resolution of 14 November 2019 on the draft Commission implementing decision
authorising the placing on the market of products containing, consisting of or produced from genetically
modified maize MON 89034 x 1507 x NK603 x DAS-40278-9 and sub-combinations MON 89034 x
NK603 x DAS-40278-9, 1507 x NK603 x DAS-40278-9 and NK603 x DAS-40278-9 pursuant to
Regulation (EC) No 1829/2003 of the European Parliament and of the Council (OJ C 208, 1.6.2021, p.
12).

— European Parliament resolution of 14 November 2019 on the draft Commission implementing decision
authorising the placing on the market of products containing, consisting of or produced from genetically
modified maize Bt11 x MIR162 x MIR604 x 1507 x 5307 x GA21 and genetically modified maize
combining two, three, four or five of the single events Btl1, MIR162, MIR604, 1507, 5307 and GA21
pursuant to Regulation (EC) No 1829/2003 of the European Parliament and of the Council (OJ C 208,
1.6.2021, p. 18).

— European Parliament resolution of 14 May 2020 on the draft Commission implementing decision
authorising the placing on the market of products containing, consisting of or produced from genetically
modified soybean MON 87708 x MON 89788 x A5547-127, pursuant to Regulation (EC) No 1829/2003
of the European Parliament and of the Council (OJ C 323, 11.8.2021, p. 7).

— European Parliament resolution of 11 November 2020 on the draft Commission implementing decision
authorising the placing on the market of products containing, consisting of or produced from genetically
modified maize MON 87427 x MON 89034 x MIR162 x NK603 and genetically modified maize
combining two or three of the single events MON 87427, MON 89034, MIR162 and NK603, and
repealing Commission Implementing Decision (EU) 2018/1111 pursuant to Regulation (EC)

No 1829/2003 of the European Parliament and of the Council (OJ C 415, 13.10.2021, p. 2).

— European Parliament resolution of 11 November 2020 on the draft Commission implementing decision
authorising the placing on the market of products containing, consisting of or produced from genetically
modified soybean SYHTOH2 (SYN-O@@H2-5), pursuant to Regulation (EC) No 1829/2003 of the
European Parliament and of the Council (OJ C 415, 13.10.2021, p. 8).

— European Parliament resolution of 11 November 2020 on the draft Commission implementing decision
authorising the placing on the market of products containing, consisting of or produced from genetically
modified maize MON 87427 x MON 87460 x MON 89034 x MIR162 x NK603 and genetically
modified maize combining two, three or four of the single events MON 87427, MON 87460, MON
89034, MIR162 and NK603, pursuant to Regulation (EC) No 1829/2003 of the European Parliament and
of the Council (OJ C 415, 13.10.2021, p. 15).

— European Parliament resolution of 17 December 2020 on the draft Commission implementing decision
authorising the placing on the market of products containing, consisting of or produced from genetically
modified soybean MON 87751 x MON 87701 x MON 87708 x MON 89788, pursuant to Regulation
(EC) No 1829/2003 of the European Parliament and of the Council (OJ C 445, 29.10.2021, p. 36).

— European Parliament resolution of 17 December 2020 on the draft Commission implementing decision
authorising the placing on the market of products containing, consisting of or produced from genetically
modified maize MON 87427 x MON 89034 x MIR162 x MON 87411 and genetically modified maize
combining two or three of the single events MON 87427, MON 89034, MIR162 and MON 87411
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— having regard to the motion for a resolution by the Committee on the Environment,

pursuant to Regulation (EC) No 1829/2003 of the European Parliament and of the Council (OJ C 445,
29.10.2021, p. 43).

— European Parliament resolution of 17 December 2020 on the draft Commission implementing decision
renewing the authorisation for the placing on the market of products containing, consisting of or produced
from genetically modified maize MIR604 (SYN-IR604-5) pursuant to Regulation (EC) No 1829/2003 of
the European Parliament and of the Council (OJ C 445, 29.10.2021, p. 49).

— European Parliament resolution of 17 December 2020 on the draft Commission implementing decision
renewing the authorisation for the placing on the market of products containing, consisting of or produced
from genetically modified maize MON 88017 (MON-88(@17-3) pursuant to Regulation (EC)

No 1829/2003 of the European Parliament and of the Council (OJ C 445, 29.10.2021, p. 56).

— European Parliament resolution of 17 December 2020 on the draft Commission implementing decision
renewing the authorisation for the placing on the market of products containing, consisting of or produced
from genetically modified maize MON 89034 (MON-890334-3) pursuant to Regulation (EC)

No 1829/2003 of the European Parliament and of the Council (OJ C 445, 29.10.2021, p. 63).

— European Parliament resolution of 11 March 2021 on the draft Commission implementing decision
authorising the placing on the market of products containing, consisting of or produced from genetically
modified cotton GHB614 x T304-40 x GHB119 pursuant to Regulation (EC) No 1829/2003 of the
European Parliament and of the Council (OJ C 474, 24.11.2021, p. 66).

— European Parliament resolution of 11 March 2021 on the draft Commission implementing decision
authorising the placing on the market of products containing, consisting of or produced from genetically
modified maize MZIR098 (SYN-@@©X98-3), pursuant to Regulation (EC) No 1829/2003 of the European
Parliament and of the Council (OJ C 474, 24.11.2021, p. 74).

— European Parliament resolution of 7 July 2021 on the draft Commission implementing decision
authorising the placing on the market of products containing, consisting of or produced from genetically
modified soybean DAS-81419-2 pursuant to Regulation (EC) No 1829/2003 of the European Parliament
and of the Council (OJ C 99, 1.3.2022, p. 45).

— European Parliament resolution of 7 July 2021 on the draft Commission implementing decision
authorising the placing on the market of products containing, consisting of or produced from genetically
modified soybean DAS-81419-2 x DAS-44406—6, pursuant to Regulation (EC) No 1829/2003 of the
European Parliament and of the Council (OJ C 99, 1.3.2022, p. 52).

— European Parliament resolution of 7 July 2021 on the draft Commission implementing decision
authorising the placing on the market of products containing, consisting of or produced from genetically
modified maize 1507 xMIR162 x MON810 x NK603 and genetically modified maize combining two or
three of the single events 1507, MIR162, MON810 and NK603, pursuant to Regulation (EC)

No 1829/2003 of the European Parliament and of the Council (OJ C 99, 1.3.2022, p. 59).

— European Parliament resolution of 7 July 2021 on the draft Commission implementing decision renewing
the authorisation for the placing on the market of products containing, consisting of or produced from
genetically modified maize Bt 11 (SYN-BT@11-1) pursuant to Regulation (EC) No 1829/2003 of the
European Parliament and of the Council (OJ C 99, 1.3.2022, p. 66).

— European Parliament resolution of 15 February 2022 on the draft Commission implementing decision
authorising the placing on the market of products containing, consisting of or produced from genetically
modified soybean GMB151 (BCS-GM151-6) pursuant to Regulation (EC) No 1829/2003 of the European
Parliament and of the Council (OJ C 342, 6.9.2022, p. 22).

— European Parliament resolution of 15 February 2022 on the draft Commission implementing decision
renewing the authorisation for the placing on the market of products containing, consisting of or produced
from genetically modified cotton GHB614 (BCS-GHO@2-5) pursuant to Regulation (EC) No 1829/2003
of the European Parliament and of the Council (OJ C 342, 6.9.2022, p. 29).

— European Parliament resolution of 9 March 2022 on the draft Commission implementing decision
authorising the placing on the market of products containing, consisting of or produced from genetically
modified cotton GHB811 (BCS-GH811-4), pursuant to Regulation (EC) No 1829/2003 of the European
Parliament and of the Council (OJ C 347, 9.9.2022, p. 48).

— European Parliament resolution of 9 March 2022 on the draft Commission implementing decision
authorising the placing on the market of products containing, consisting of or produced from genetically
modified oilseed rape 73496 (DP-@73496-4) pursuant to Regulation (EC) No 1829/2003 of the European
Parliament and of the Council (OJ C 347, 9.9.2022, p. 55).

— European Parliament resolution of 6 April 2022 on the draft Commission implementing decision
authorising the placing on the market of products containing, consisting of or produced from genetically
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Public Health and Food Safety,

A.  whereas Commission Implementing Decision 2012/651/EU> authorised the placing on
the market of food and feed containing, consisting of or produced from genetically
modified maize MIR162 (‘the GM maize’); whereas the scope of that authorisation also
covered the placing on the market of products other than food and feed containing or
consisting of the GM maize, for the same uses as any other maize, with the exception of
cultivation;

B.  whereas on 12 February 2021, Syngenta Crop Protection NV/SA, based in Belgium,
submitted, on behalf of Syngenta Crop Protection AG, based in Switzerland, an
application to the Commission, in accordance with Articles 11 and 23 of Regulation
(EC) No 1829/2003, for renewal of the authorisation;

C. whereas, on 31 May 2012, EFSA adopted a favourable opinion, which was published on
21 June 2012, in relation to the initial authorisation application®;

modified soybean MON 87769 x MON 89788 pursuant to Regulation (EC) No 1829/2003 of the
European Parliament and of the Council (OJ C 434, 15.11.2022, p. 42).

— European Parliament resolution of 23 June 2022 on the draft Commission implementing decision
authorising the placing on the market of products containing, consisting of or produced from genetically
modified maize DP4114 x MON 810 x MIR604 x NK603 and genetically modified maize combining two
or three of the single events DP4114, MON 810, MIR604 and NK603, pursuant to Regulation (EC)

No 1829/2003 of the European Parliament and of the Council (OJ C 32,27.1.2023, p. 6).

— European Parliament resolution of 23 June 2022 on Commission Implementing Decision (EU) 2022/797
of 19 May 2022 authorising the placing on the market of products containing, consisting of or produced
from genetically modified maize NK603 x T25 x DAS-40278-9 and its sub-combination T25 x DAS-
40278-9, pursuant to Regulation (EC) No 1829/2003 of the European Parliament and of the Council (OJ
C32,27.1.2023, p. 14).

— European Parliament resolution of 13 December 2022 on the draft Commission implementing decision
renewing the authorisation for the placing on the market of products containing, consisting of or produced
from genetically modified soybean A5547-127 (ACS-GM@©6-4) pursuant to Regulation (EC)

No 1829/2003 of the European Parliament and of the Council (OJ C 177, 17.5.2023, p. 2).

— European Parliament resolution of 14 March 2023 on the draft Commission implementing decision
authorising the placing on the market of products containing, consisting of or produced from genetically
modified oilseed rape MON 94100 (MON-94100-2) pursuant to Regulation (EC) No 1829/2003 of the
European Parliament and of the Council (Texts adopted, P9 TA(2023)0063).

— European Parliament resolution of 11 May 2023 on the draft Commission implementing decision
renewing the authorisation for placing on the market of products containing, consisting of or produced
from genetically modified cotton 281-24-236 x 3006-210-23 pursuant to Regulation (EC) No 1829/2003
of the European Parliament and of the Council (Texts adopted, P9 TA(2023)0202).

— European Parliament resolution of 12 September 2023 on the draft Commission implementing decision
authorising the placing on the market of products containing, consisting of or produced from genetically
modified maize MON 87419 pursuant to Regulation (EC) No 1829/2003 of the European Parliament and
of the Council (Texts adopted, P9_TA(2023)0307).

— European Parliament resolution of 12 September 2023 on the draft Commission implementing decision
authorising the placing on the market of products containing, consisting of or produced from genetically
modified maize GA21 x T25 pursuant to Regulation (EC) No 1829/2003 of the European Parliament and
of the Council (Texts adopted, P9 _TA(2023)0308).

> Commission Implementing Decision 2012/651/EU of 18 October 2012 authorising the placing on the market
of products containing, consisting of, or produced from genetically modified maize MIR162 (SYN-IR162-4)

pursuant to Regulation 1829/2003 of the European Parliament and of the Council (OJ L 290, 20.10.2012,

p.14).

6 Scientific opinion of the EFSA Panel on Genetically Modified Organisms on application (EFSA-GMO-DE-

2010-82) for the placing on the market of insect resistant genetically modified maize MIR162 for food and
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D.  whereas on 1 September 2022, EFSA adopted a favourable opinion in relation to the
renewal of the authorisation of the GM maize, which was published on
22 September 2022;

E.  whereas the GM maize has been engineered to produce the protein VIP3a20 (a ‘Bt
toxin’), which is toxic to certain lepidopteran pests;

Outstanding questions concerning Bt toxins

F.  whereas the toxicity of the Bt toxin was assessed on the basis of feeding studies, using
only the isolated Bt protein produced by bacteria’; whereas little significance can be
attributed to toxicological tests conducted with proteins in isolation, due to the fact that
Bt toxins in GM crops, such as maize, cotton and soybeans, are inherently more toxic
than isolated Bt toxins; whereas this is because protease inhibitors (PI), present in the
plant tissue, can increase the toxicity of Bt toxins by delaying their degradation;
whereas this phenomenon has been demonstrated in a number of scientific studies,
including one conducted for Monsanto thirty years ago which showed that even the
presence of extremely low levels of PI enhanced the toxicity of Bt toxins up to 20-fold?;

G. whereas this enhanced toxicity is not taken into account in EFSA risk assessments, even
though it is relevant for Bt plants approved for import into the Union; whereas risks to
humans and animals that consume food and feed containing Bt toxins and which arise
from this enhanced toxicity due to the interaction between PI and Bt toxins cannot be
ruled out;

H. whereas a number of studies show that side effects have been observed that may affect
the immune system following exposure to Bt toxins and that some Bt toxins may have
adjuvant properties’, meaning that they can increase the allergenicity of other proteins
with which they come into contact;

L. whereas in a patent recently issued by the European Patent Office!?, the patent holder,
Syngenta, claims that maize containing vip3 proteins tend to show decreased fertility;
whereas the patent states: ‘Vip3 has been observed to cause decreased male fertility in
certain inbred maize plants under normal growing conditions (...) The degree to which
male fertility is decreased is also affected by environmental factors, such as water
availability and temperature. In Vip3-induced reductions in male fertility, drought and
high temperature conditions exacerbate the reduction in male fertility’;

feed uses, import and processing under Regulation (EC) No 1829/2003 from Syngenta. EFSA Journal

2012;10(6): 2756. doi:10.2903/j.efsa.2012.2756. Available online:

https://www.efsa.europa.eu/en/efsajournal/pub/2756

EFSA opinion on the initial authorisation, page 13: https://www.efsa.europa.eu/en/efsajournal/pub/2756.

8 Maclntosh, S.C., Kishore, G.M., Perlak, F.J., Marrone, P.G., Stone, T.B., Sims, S.R., Fuchs, R.L.,
‘Potentiation of Bacillus thuringiensis insecticidal activity by serine protease inhibitors’, Journal of
Agricultural and Food Chemistry, 1990, 38, pp. 1145-1152,
https://pubs.acs.org/doi/abs/10.1021/jf00094a051.

°  For a review, see Rubio-Infante, N., Moreno-Fierros, L., ‘An overview of the safety and biological effects
of Bacillus thuringiensis Cry toxins in mammals’, Journal of Applied Toxicology, May 2016, 36(5), pp. 630
648, https://onlinelibrary.wiley.com/doi/full/10.1002/jat.3252.

10 https://data.epo.org/publication-server/pdf-document?pn=3632202&ki=B1&cc=EP&pd=20220720
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whereas, since the observed fertility reduction seems to be more pronounced under
drought and high temperatures, it is a plausible hypothesis that climate change has to be
considered a relevant factor in the risk assessments of GM plants containing vip3 genes,
including the GM Maize, requiring studies to be carried out under a broad range of
environmental conditions;

whereas the information on reduced fertility raises a number of other questions which
should have also been thoroughly investigated as part of the assessment carried out by
EFSA, including to what extent the genetic background of the GM maize is impacted by
the reduced fertility and which other traits of the GM maize may be impacted;

whereas Syngenta failed, however, to disclose this information on decreased fertility to
EFSA as part of the process_for renewal of the authorisation of the GM maize;

whereas, during the consultation period in relation to the initial authorisation
application, Member States submitted many critical comments to EFSA’s draft
opinion'!; whereas those critical comments include that the toxicological assessment
lacks information regarding long-term, reproductive or developmental effects, that there
was a lack of in-depth analysis on the observed significant differences in the agronomic
and comparative assessments, that the data provided by the applicant are not sufficient
to complete the environmental risk assessment and that the extensive labelling of basic
biosafety data related to the biology of the GM maize as ‘confidential business
information’ is unacceptable;

whereas, during the consultation period in relation to the renewal application, Member
States again submitted comments to EFSA’s draft opinion'?; whereas a Member State
authority commenting on the renewal found that the risk assessment cannot be finalised
because important information was missing, especially on the specificity and toxicity of
the insecticidal protein Vip3Aa20 and for all exposure pathways, apart from for loss and
spillage, and that the monitoring plan and the monitoring reports from 2013 to 2020
have many deficiencies and are neither in line with Directive 2001/18/EC of the
European Parliament and of the Council'? and the corresponding guidelines nor with
2011 EFSA guidance on the post-market environmental monitoring of genetically
modified plants;

whereas the use of Bt GM crops leads to continuous exposure of both target and non-
target organisms to Bt toxins; whereas effects on non-target organisms cannot be
excluded; whereas the wide use of Bt GM crops is leading to increased resistance of the
targeted pests;

Undemocratic decision-making

Member State comments, accessible via the OpenEFSA portal: https://open.efsa.europa.cu/

Member State comments, accessible via the OpenEFSA portal: https://open.efsa.europa.cu/

Directive 2001/18/EC of the European Parliament and of the Council of 12 March 2001 on the deliberate
release into the environment of genetically modified organisms and repealing Council Directive 90/220/EEC
(OJL 106, 17.4.2001, p. 1).
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P.  whereas the vote on 3 July 2023 of the Standing Committee on Plants, Animals, Food
and Feed referred to in Article 35 of Regulation (EC) No 1829/2003 delivered no
opinion, meaning that the authorisation was not supported by a qualified majority of
Member States; whereas the vote on 8 September 2023 of the Appeal Committee again
delivered no opinion;

Q. whereas the Commission recognises that the fact that GMO authorisation decisions
continue to be adopted by the Commission without a qualified majority of Member
States in favour, which is very much the exception for product authorisations as a whole
but has become the norm for decision-making on GM food and feed authorisations, is
problematic;

R.  whereas, in its eighth term, Parliament adopted a total of 36 resolutions objecting to the
placing on the market of GMOs for food and feed (33 resolutions) and to the cultivation
of GMOs in the Union (three resolutions); whereas, in its ninth term, Parliament has
already adopted 34 objections to placing GMOs on the market; whereas there was not a
qualified majority of Member States in favour of authorising any of those GMOs;
whereas the reasons for Member States not supporting authorisations include lack of
respect for the precautionary principle in the authorisation process and scientific
concerns relating to the risk assessment;

S.  whereas despite its own acknowledgement of the democratic shortcomings, the lack of
support from Member States and the objections of Parliament, the Commission
continues to authorise imports of GMO crops for food and feed;

1. Considers that the draft Commission implementing decision exceeds the implementing
powers provided for in Regulation (EC) No 1829/2003;

2. Considers that the draft Commission implementing decision is not consistent with
Union law, in that it is not compatible with the aim of Regulation (EC) No 1829/2003,
which is, in accordance with the general principles laid down in Regulation (EC)

No 178/2002 of the European Parliament and of the Council'4, to provide the basis for
ensuring a high level of protection of human life and health, animal health and welfare,
and environmental and consumer interests, in relation to GM food and feed, while
ensuring the effective functioning of the internal market;

3. Calls on the Commission to withdraw its draft implementing decision and to submit a
new draft to the committee;

4.  Calls on EFSA to investigate the substantial differences between native Bt toxins and
those expressed by synthetic transgenes in GM crop plants, and to widen its risk
assessment in order to fully take into account all interactions and combinatorial effects
between Bt-toxins, GM plants and their constituents, the environment as well as impacts
on health and food safety;

14 Regulation (EC) No 178/2002 of the European Parliament and of the Council of 28 January 2002 laying
down the general principles and requirements of food law, establishing the European Food Safety Authority
and laying down procedures in matters of food safety (OJ L 31, 1.2.2002, p. 1).
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5. Calls on EFSA to no longer accept toxicity studies based on isolated proteins which are
likely to be different in structure and biological effects compared to those produced by
the plant itself, and to require that all tests are carried out with tissue from the GM
plant;

6. Instructs its President to forward this resolution to the Council and the Commission, and
to the governments and parliaments of the Member States.
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