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Maize MON 95379

Via NL

We read:

Abstract

Quote: “Genetically modified maize MON 95379 was developed to confer insect protection
against certain lepidopteran species. These properties were achieved by introducing the
crylB.868 and crylDa_7 expression cassettes.”

3.5.1 Effects of processing

Quote: “Based on the outcome of the comparative assessment, processing of the GM maize into
food and feed products is not expected to result in products being different from those of
conventional non-GM maize varieties.”
https://efsa.onlinelibrary.wiley.com/doi/full/10.2903/j.efsa.2022.7588

Our comment: “...is not expected”, assumption, not scientific, pure guesswork.

We have read this news:

(News from 2021) Mexico to replace 16 million tonnes of gm corn by native variaties and ban
the toxic herbicide glyphosate.

“The federal government will go ahead with its plan to stop importing genetically modified
(GM) corn and replace it with homegrown maize, according to Deputy Agriculture Minister
Suérez.



The official also told the news agency Reuters that the government is sticking to its plan to ban
glyphosate, a controversial herbicide.”

https://mexiconewsdaily.com/news/mexico-proceeds-with-plan-to-replace-16mn-tonnes-of-gm-
corn-with-homegrown-variety/

In addition to banning Monsanto/Bayer’s cancer-causing Roundup herbicide by 2024, Mexico is
now pledging to rid the country of GMO corn by the same date.

To do so, it plans to gradually replace 16 million tons in annual imports of GMO corn from the
United States with ancient, indigenous varieties.

https://returntonow.net/2021/11/07/mexico-replaces-16-million-tons-of-gmo-corn-with-native-
varieties/

“The Mexican Society of Organic Producers called the move a victory. The group blames GMO
crops for contaminating the native, ancient varieties of corn while saying that the widespread use
of dangerous pesticides endangers the health of both producers and consumers while

undermining biodiversity.”

https://www.agrinews-pubs.com/business/2021/01/18/mexico-bans-gmo-corn-2024-deadline-
includes-elimination-of-glyphosate-herbicide/

a question from us:
How long will it take before this will happen in every country and with every GM crop?

We, the GMO-free Citizens and Stichting Ekopark in Lelystad, The Netherlands, do not want to
eat this genetically modified maize MON 95379.

We also do not want it as feed for animals. And we don't want you to market this on the EU.
(Under Regulation (EC) No 1829/2003 (application EFSA-GMO-RX-026/2.) (We are shocked
that the application is from the Netherlands!).

When you approve this, which we will regret, we want every product and final product to be
labelled as GMO, even if you can no longer detect it in a final product.

Our conclusion. Poison stacked with poison. Below some examples.
GMO Bt crops on the chopping block due to insect resistance

Published: 30 September 2020

Quote: “EPA proposes phasing out dozens of Bt corn and cotton products

There is now just ONE Bt trait left on the market without documented insect resistance.



Even the claim that Bt seeds reduced insecticide use pre-resistance was questionable, as Bt seeds
are mostly treated with neonicotinoid insecticides — neonic seed treatments rose in parallel with
Bt crops.”

https://www.gmwatch.org/en/main-menu/news-menu-title/archive/100-2020/19542-gmo-bt-
crops-on-the-chopping-block-due-to-insect-resistance

Coalition demands ban on Bt cowpea in Nigeria and neighbour West African countries
Published: 09 March 2022

Quote: "CrylAb has been shown by scientists to be toxic to human and animal liver cells, and
also alters the immune system. The use of this transgene was banned in South Africa, where the
cultivation of genetically modified maize led to enormous pest resistance and infestation.”

https://www.gmwatch.org/en/106-news/latest-news/20003-coalition-demands-ban-on-bt-
cowpea-in-nigeria-and-neighbour-west-african-countries

Maize MON 95379

Organisation: Testbiotech e.V. - Institute for Independent Impact Assessment of
Biotechnology

Country: Germany

Type: Non Profit Organisation

Comments:
1. Systematic literature review

A systematic review as referred to in Regulation (EU) No 503/2013 was not provided by the
applicant. Based on preliminary information, the GMO Panel agreed that there was only limited
value in undertaking a systematic review (EFSA, 2022a). This is not acceptable. The applicant
should have conducted a review including data on each of the toxins produced in the plants.
Further, the EFSA statement that “literature searches did not identify any relevant peer-reviewed
publications on maize MON 95379” can hardly be taken seriously. A simple literature search
instantly delivers several scientific papers on both the event and the newly developed Bt toxins.



Moreover, some of the scientific papers were also mentioned by experts during the consultation
with Member States and even by EFSA itself (EFSA, 2022b).

2. Molecular characterisation

Maize MON 95379 produces two new Bt toxins with no history of safe use. Cry1B.868 gene is
made up of domains I and Il of Cry1Be of Bacillus thuringiensis, of domain I1l of Cry1Ca of
Bacillus thuringiensis subsp. aizawai and the C-terminal protoxin region of the CrylAb protein
of Bacillus thuringiensis subsp. Kurstaki. The CrylDa_7 gene is a mutated sequence with regard
to four amino acids of the CrylDa protein of Bacillus thuringiensis subsp. aizawai. The maize
was produced in a two-step process. The two Bt genes were tranferred into two separate lines
which were then crossed. A marker gene (providing glyphosate resistance) was excised using a
cre/lox system. The cre recombinase was then segregated away through conventional breeding.

Bioinformatics analyses (next generation sequencing) revealed two open reading frames (ORFs)
with allergenic potential. However, EFSA considers the allergenicity risk to be low, as they do
not contain a start codon.

Gene expression data show a very wide range of Bt content in forage and grain, even though no
extreme weather conditions were reported. The high variability of Bt content should have led to
further investigations.

Environmental stress can cause unexpected patterns of expression in the newly introduced DNA
(see, for example, Trtikova et al., 2015). However, the expression of the additional enzymes was
only measured under field conditions in the US for one year. It is unclear, to which extent
specific environmental conditions will influence the overall concentration of the enzymes in the
plants. The plants should have been subjected to a much broader range of defined environmental
conditions and stressors to gather reliable data on gene expression and functional genetic
stability.

Impact of genetic backgrounds on gene expression

It is known that the genomic background of the varieties can influence both the expression of the
inserted genes and plant metabolism (see, for example, Lohn et al., 2020; Trtikova et al., 2015).
However, it appears that the data on gene expression were confined to a single variety.
Therefore, EFSA should also have requested additional data from transgenic maize varieties, e.g.
those cultivated in South America.

However, EFSA has not taken these issues into consideration. Consequently, the GE maize
plants tested in field trials do not sufficiently represent the products intended for import. The data
presented by the applicant are therefore insufficient to conclude on the impact of the genetic
backgrounds on gene expression as requested in EU Regulation 503/2013.

3. Comparative assessment of plant composition and agronomic and phenotypic characteristics

Implementing Regulation 503/2013 requests:



“The different sites selected for the field trials shall reflect the different meteorological and
agronomic conditions under which the crop is to be grown; the choice shall be explicitly
justified. The choice of non-genetically modified reference varieties shall be appropriate for the
chosen sites and shall be justified explicitly.”

The data presented by Bayer do not meet the requirements of Implementing Regulation
503/2013: (1) the field trials were not conducted in all relevant regions where the GE maize will
be cultivated, and not all relevant extreme weather conditions were taken into account (such as
drought); (2) not all relevant genetic backgrounds were taken into account.

Data on environmental factors and stress conditions - and their impact on plant composition and
phenotype

Phenotypic data was obtained from GM maize treated with pesticides. However, the use of
agrochemicals may impact fitness and reduce stress such as competition or herbivory. The
current test design is, therefore, not appropriate for comparative investigations of GMO fitness in
non-agricultural environments.

Field trials to assess plant composition as well as agronomic and phenotypic characteristics of
the GE maize were only conducted in the US for one year. No extreme weather conditions were
reported from the field trials, so no conclusions to be drawn on how gene expression will be
affected by more severe climate stress due to drought, watering or high temperatures. In order to
assess changes gene expression, the plants should have been grown in various environmental
conditions and exposed to well-defined environmental stress conditions.

It should not be overlooked that, for example, Brazil is among the most important countries for
maize imports into the EU: Brazil is a major producer of genetically engineered maize and is one
of the largest exporters of maize to the EU (Commission Committee for the Common
Organisation of Agricultural Markets, 2021).

Nevertheless, EFSA is of the opinion that the design of the field trials is in accordance with the
expected agricultural practices. To justify this opinion, EFSA should have provided a much more
detailed reasoning. Due to current EFSA practices, it is not possible to access the original data
from the companies within the period of consultation. Therefore, the opinion has to provide all
the necessary data to allow other experts to conclude whether the provisions of GMO regulation
are fulfilled. In light of the information available, we assume that the application and the data
provided do not sufficiently represent the bio-regional conditions under which these plants are
likely to be grown.

No experiments were requested to show to which extent specific environmental conditions
influence plant composition and agronomic characteristics. Hence, no data were made available
as requested in Implementing regulation 503/2013 to assess whether the expected environmental
conditions under which the plants are likely to be cultivated will influence the expression of the
studied endpoints.



Impact of genetic backgrounds on plant composition as well as on agronomic and phenotypic
characteristics

Only 9 agronomic and phenotypic endpoints were subjected to statistical analysis, 6 of them
were significantly different (days to flowering, plant height, days to maturity, lodging, final stand
count and seed weight). This high number of significant findings should have prompted further
investigations.

It is known that the genomic background of the varieties can influence both the expression of the
inserted genes and plant metabolism (see, for example, Lohn et al., 2020; Trtikova et al., 2015).
However, it appears that the data on gene expression were confined to a single variety.
Therefore, EFSA should also have requested additional data from transgenic maize varieties that
are, for example, cultivated in South America.

However, EFSA has not taken these issues into consideration. Consequently, the GE maize
plants tested in field trials do not sufficiently represent the products intended for import. The data
presented by the applicant are therefore insufficient to conclude on the impact of the genetic
backgrounds on gene expression as requested in EU Regulation 503/2013.

Data from compositional analysis show the need for further investigations

63 constituents were subjected to statistical analysis. The statistical results show that 32 analytes
were significantly different between the GM maize MON95379 and its conventional counterpart.
This means that >50% of the assessed endpoints are significantly different. According to experts
from Member States, “significant results obtained by chance alone is 10%, considering that the
conventional counterpart is an isogenic non-GM line and 90% confidence intervals are applied.
Due to the high number of significant differences, it is recommended that all significances
observed between the GM crop, its conventional counterpart and any other test material
(including Type 2 analytes) are discussed individually.”

Given the above reasoning on the impact of environmental factors and genetic backgrounds, as
well as a higher number of significant findings, EFSA should indeed have requested more data:
data on agronomic and phenotypic endpoints should be generated from a wider range of clearly
defined stress factors, including all relevant agricultural practices and genetic backgrounds.

A more detailed analysis would have been necessary to investigate changes in plant composition
and phenotype, and also to investigate potential unintended changes in metabolic pathways and
the emergence of unintended biologically active gene products.

The material derived from the plants should have been assessed by using ‘Omics’ techniques to
investigate changes in the gene activity of the transgene and the plant genome, and also to
investigate changes in metabolic pathways and the emergence of unintended biologically active
gene products (see Benevenuto et al., 2022). Such in-depth investigations should not depend on
findings indicating potential adverse effects, they should always be necessary to draw
sufficiently robust conclusions to inform the next steps in risk assessment.



In addition, we strongly recommend establishing a system with independent controls to repeat
the trials and double check the data on plant composition and agronomic characteristics.

Conclusion on the comparative assessment of plant composition as well as on phenotypic and
agronomic characteristics

The data provided by the applicant and accepted by EFSA are insufficient to conclude on the
impact of environmental factors and genetic backgrounds on gene expression, plant metabolism,
plant composition, or on agronomic and phenotypic characteristics.

To gather reliable data on compositional analysis and agronomic characteristics, the plants
should have been subjected to a much broader range of defined environmental conditions and
stressors. Furthermore, EFSA should have requested the applicant to submit data from field trials
which reflect current agricultural practices, including all relevant genetic backgrounds.

However, only samples from field sites located in the US were used to generate the data, and the
impact of environmental factors were not assessed in detail. Only one transgenic variety was
grown in the field trials.

Consequently, the data presented by the applicant and accepted by EFSA are insufficient to
conclude on the impact of environmental factors or different genetic backgrounds on plant
composition and agronomic characteristics.

Based on the available data, no final conclusions can be drawn on the safety of the plants.
Therefore, the data neither fulfill the requirements of Implementing Regulation 503/2013 nor
Regulation 1829/2003. This is also underlined by several statements made by experts from
Member States (EFSA, 2022b).

In summary, the GE maize plants tested in the field trials do not sufficiently represent the
products intended for import.

4. Toxicity
Implementing Regulation 503/2013 requests:
“Toxicological assessment shall be performed in order to:

(a) demonstrate that the intended effect(s) of the genetic modification has no adverse effects on
human and animal health;

(b) demonstrate that unintended effect(s) of the genetic modification(s) identified or assumed to
have occurred based on the preceding comparative molecular, compositional or phenotypic
analyses, have no adverse effects on human and animal health;”

“In accordance with the requirements of Articles 4 and 16 of Regulation (EC) No 1829/2003, the
applicant shall ensure that the final risk characterisation clearly demonstrates that:



(a) the genetically modified food and feed has no adverse effects on human and animal health;”
Findings from molecular characterisation and comparative approach

As explained above, many significant changes were identified: more than half of the parameters
measured for agronomic characteristics and plant composition were significantly different. Even
if the changes taken as isolated data might not directly raise safety concerns, the overall number
of effects should have been considered as a starting point for much more detailed investigation
into their potential health impacts.

However, the data presented by the applicant did not take into account cultivation of the maize
under more extreme drought conditions, i.e. neither under realistic agricultural conditions nor
considering all relevant countries of cultivation. The range of differences and their significance
are likely to be substantially increased in these conditions. Thus, without more data, the true
range of unintended effects cannot be determined and safety cannot be demonstrated as
requested by EU regulation.

Findings from a 90-day feeding study

A 90-day subchronic toxicity study was conducted by the applicant. According to EFSA, “no
adverse effects were observed in rats in this 90-day toxicity study given diets containing maize
MON 95379 up to 50% incorporation rate.”

However, Member States experts voiced several concerns about the study (EFSA, 2022b):

» a high variability was observed for several (significant different) endpoints, which indicates
difficulties with study management and execution of this feeding experiment, and suggests that
the results do not provide a reliable basis for drawing valid conclusions regarding the safety of
GM maize MON95379.

* the power calculation presented by the applicant is not valid. This calculation was in fact only
carried out for eight parameters, and the effect sizes selected by the applicant without
substantiation (e.g. 200% for cholesterol, 100% for alkaline phosphatase or 50% for creatinine)
are not considered to be appropriate.

EFSA response to the concerns remain unsatisfactory. The Agency simply states that “the design
of the 90-day feeding study was considered adequate” and “the outcome of the statistical analysis
were considered adequate by the EFSA GMO Panel”. However, a critical assessment of the
experts’ questions is missing.

Toxicity of Bt toxins

There is new evidence (currently undergoing final peer review) that the toxicity of CrylA
proteins needs to be reassessed: Jneid et al (2022) show that Cry1A toxins induce enterocyte
death and intestinal stem cell (ISC) proliferation in the midgut of Drosophila melanogaster, a
species that is supposed to be non-susceptible to these Bt toxins.



According to their research, after exposure, a high proportion of the ISC daughter cells
differentiated into enteroendocrine cells instead of their initial enterocyte destiny. They show
that that Cry1A toxins weaken the Cadherin-dependent adherens junction between the ISC and
its immediate daughter progenitor, leading the latter to adopt an enteroendocrine fate. Hence,
though not lethal to non-susceptible organisms, Cry toxins can interfere with conserved cell
adhesion mechanisms, thereby disrupting intestinal homeostasis and enteroendocrine functions.

As the mechanisms of intestinal progenitor fate choice are conserved in the animal kingdom, it is
crucial that the risk assessment of Cry1A toxins investigates whether these proteins can also
promote an increased number of enteroendocrine cells (EECs) in other organisms (such as
vertebrates and invertebrates). EECs, through the production of neuropeptides and hormones, are
involved in the regulation of many physiological functions, such as feeding behavior,
metabolism and immune response. Consequences of this increase in EEC number could be, for
example, metabolic dysfunctions or inflammatory pathologies. More studies are needed to
understand the physiological impacts of this change in intestinal cellular composition on
organismal health.

EFSA assumes that the gastrointestinal tract of mammals, including humans, lacks receptors with
high specific affinity to Cry proteins. However, for more than a decade they have ignored that
there are further mechanisms and processes that may render Bt toxins biologically active in so-
called ‘non-target’ organisms. These toxins are produced by bacteria which, in terms of
taxonomy, belong to a group of Bacillus cereus which is known to produce many diseases in
humans and animals. Cry1A toxins, in particular, are under discussion as to whether they cause
severe effects, including in combination with other stressors or several Bt toxins: Grisolia et al.
(2008) report embryo toxicity and developmental delay of mixtures of CrylAa + CrylAc and
Cryl Aa + Cry2A.

Therefore, the safety of the toxin and their combinations can no longer be generally assumed but
has to be demonstrated before any further transgenic plants producing these toxins enter the
market. It should also be taken into account that interactions with plant constituents, such as
proteinase inhibitors, can multiply the toxicity of these toxins (MaclIntosh et al., 1990).

It seems that a systematic literature review on the toxicity of Cry toxins as produced in the plants
is crucial. Since it is a legal obligation, EFSA and Pioneer cannot escape this crucial step in risk
assessment just because they presumed safety of the toxins before the risk assessment was
conducted.

In any case, in regard to toxicology and potential synergistic or other combinatorial effects, the
negative impacts of Bt toxins on human and animal health cannot be excluded a priori. Bt toxins
have several modes of action. They are produced in the plants but their biological characteristics
are altered and not identical to their natural templates (Hilbeck & Otto, 2015).

Several publications describe the effects of Bt toxins in mammals: some Cry toxins are known to
bind to epithelial cells in the intestines of mice (Vazquez-Padron et al., 1999, Vasquez-Padron et
al., 2000). As far as potential effects on health are concerned, Thomas and Ellar (1983), Shimada
et al. (2003) Huffmann et al. (2004), Ito et al. (2004), Mesnage et al. (2013) and Bondzio et al.



(2013) show that Cry proteins could potentially have an impact on the health of mammals.
Further publications (de Souza Freire et al., 2014; Mezzomo et al., 2014) confirm hematotoxicity
of several Cry toxins, including those being used in genetically engineered plants, such as
CrylAb and CrylAc. These effects seem to occur after high concentrations and tend to become
stronger after several days. Such observations call for the study of effects after long-term
exposure to various dosages, including in combination with material sprayed with the
complementary herbicides. In this context, it is important to consider that the stacked maize is
also resistant to the herbicides glyphosate and glufosinate, and the resulting residues should be
seen as potential co-stressors at the stage of consumption (see also Then & Bauer-Panskus,
2017).

Relevant findings show that the selectivity and efficacy of Bt toxins produced in GE plants can
be influenced by many co-factors (see, for example, Then, 2010; Hilbeck & Otto, 2015). Higher
toxicity can also cause lower selectivity (Then, 2010): if synergistic or additive effects occur that
increase efficacy of the Bt toxin, its selectivity may be decreased and a wider range of non-target
organisms may become susceptible.

One crucial impact factor in this context are protease inhibitors (PI), which show synergistic
effects with Bt toxins, strongly enhancing their toxicity. It is likely that P1 delay the degradation
of Bt proteins and thereby also enhance their toxicity. In many of its comments on EFSA
opinions, Testbiotech has highlighted these effects by referring, for example, to Pardo-Lo6pez et
al. (2009). However, EFSA has never provided a detailed response.

Testbiotech is aware of several publications confirming this gap in risk assessment that EFSA
has constantly ignored or denied: as Monsanto already showed in the 1990s, maize, cotton and
soybeans produce protease inhibitors (PI), which considerably enhance the toxicity of Bt proteins
in plants. In the presence of Pls, Bt toxin will degrade much more slowly than in isolation. This
results in a much higher toxicity of the Bt toxin (if it is taken up together with the plant tissue)
compared to the isolated toxin (Maclintosh et al., 1990; Zhao et al., 1999; Zhang et al., 2000;
Guijar et al., 2004; Zhu et al., 2007; Pardo-L6pez et al., 2009; Ma et al., 2013; Mesén-Porras et
al., 2020). The effects described indicate, for example, a 20-fold higher toxicity of Bt proteins if
produced in the plants and taken up with Pls (MaclIntosh et al., 1990).

It also should be taken into account that the toxicity of Bt toxins can not only be enhanced
through interaction with plant enzymes such as PI, but also by Bt toxins (Sharma et al., 2004;
Sharma et al., 2010; Tabashnik et al., 2013; Bghn et al. 2016; Bghn, 2018), gut bacteria
(Broderick et al., 2009), residues from spraying with herbicides (Bghn et al. 2016; Bghn, 2018)
and other co-stressors (Kramarz et al., 2007; Kramarz et al., 2009; Khalique and Ahmed, 2005;
Singh et al., 2007; Zhu et al., 2005; Mason et al., 2011; Reardon et al., 2004; Nawrot-Esposito et
al., 2020).

Therefore, any risk assessment that does not take synergistic effects caused by the combination
of plant material or other stressors with the Bt toxin into account, is not reliable and
systematically underestimates the risks (see also Testbiotech, 2021).



These issues are especially relevant for events expressing several Bt toxins, as the overall
concentration of Bt toxins is higher and combinatorial effects with other stressors (such as
residues from spraying) more likely.

However, as there is no data on interaction of the new Bt toxins there is a clear lack of data.
However, EFSA simply states that it believes that there are no interactions between the two Cry
proteins.

Immunogenicity of the Bt toxins

There are several studies indicating that immune responses in mammals can be triggered by Bt
toxins and have to be considered in this context. Studies with the CrylAc toxin (Moreno-Fierros
et al., 2000; Vazquez-Padrén et al. 1999; Legorreta-Herrera et al., 2010; Jarillo-Luna et al. 2008;
Gonzélez-Gonzélez et al., 2015; Ibarra-Moreno et al., 2014; Guerrero et al. 2007; Guerrero et al.,
2004; Moreno-Fierros et al. 2013; Rubio-Infante et al. 2018) are especially relevant (for review
also see Rubio-Infante et al. 2016). Since CrylAc is also used as an adjuvant in vaccines, the
risks to food consumption can be promoted through synergistic effects, this needs to be
addressed and carefully examined.

The synergistic effects described by Maclntosh et al. (1990), Zhao et al. (1999), Zhang et al.
(2000) Gujar et al. (2004), Zhu et al. (2007), Pardo-Lépez et al. (2009), Ma et al. (2013), Mesén-
Porras et al. (2020) causing higher toxicity of the Bt toxins are also relevant in risk assessment in
regard to the immune system: combination with protease inhibitors is likely to be associated with
a delay in the degradation of the Bt toxins after consumption. This delay in degradation extends
the exposure of the intestinal immune system to Bt toxins and may trigger or enhance chronic
inflammation and other immune responses (see also Testbiotech, 2021).

There are also findings from several whole food and feed studies, indicating a risk of
inflammatory processes caused by maize producing Bt toxins: A study testing corn with a
combination of Bt toxins (Cry1lAb and Cry34Abl) indicates inflammation in rats (Zdziarski et
al., 2018), as well as a study by Carman et al. (2013), feeding a triple stack of NK603, MON863
and MONB810 maize. In addition, Ibrahim & Okasha (2016) found indication of inflammatory
processes in the jenunum of rats fed with MONB810 maize.

In this context, it is relevant that Bt toxins produced by plants can survive digestion to a much
higher degree than has been assumed by EFSA and shown by the data of the applicant.
Chowdhury et al. (2003) and Walsh et al. (2011) showed that when pigs were fed with Bt maize,
Cry1A proteins could frequently and successfully still be found in the colon of pigs at the end of
the digestion process. This means that Bt toxins are not degraded quickly in the gut and can
persist in larger amounts until digestion is completed; therefore, there is enough time for
interaction between various food compounds.

It has to be considered that the concentration of the insecticidal proteins is much higher in gluten
meal produced from the maize, and that it can reach a much higher concentrations compared to
the kernels.



These issues are especially relevant for events expressing several Bt toxins, as the overall
concentration of Bt toxins is higher compared to the parental plants.

Not only is the concentration of Bt toxins higher in the stacked Maize, there is also a higher
likelihood of combinatorial effects with other stressors. However, neither EFSA nor the applicant
considered the potential enhancement of toxic or immunogenic effects caused by interaction with
plant components such as PI. In this context, potential impacts on the microbiome also have to be
taken into account (see below).

EFSA (2022a), states “To date, there is no evidence for adjuvanticity in the GMOs assessed by
the Panel.” However, this statement upends the legal requirements. In accordance with the
precautionary principle, EU regulation requests that the safety of GMOs is demonstrated prior to
applying for import. Since it cannot generally be denied that Cry toxins have adjuvant effects, it
is up to the applicant to provide evidence that these effects are absent in the stacked maize.
Therefore, EFSA cannot simply take a different approach and wait for evidence of adjuvant
effects to appear.

Allergenicity

EFSA assessment of allergenic risks (EFSA, 2022d) is not based on a sufficiently realistic
exposure to newly introduced proteins and their interactions. Different routes of exposure, the
timing of exposure, microbial exposure, oral and gut microbiota composition, epithelial barrier
integrity and/or non-allergenic components of the food matrix, such as immune-modulating
components (adjuvants) of allergenic sources that facilitate immune responses, all have to be
considered. In particular, the high number of proteins additionally expressed in the plants make it
essential for appropriate data to be made available.

However, the necessary methodology is neither provided nor requested by EFSA. Therefore, the
outcome of assessing allergenicity cannot be regarded as being sufficient.

5. Environmental risk assessment

The appearance of teosinte in Spain and France (see Testbiotech, 2016; Trtikova et al., 2017) has
to be considered in more detail. Maize volunteers can be found in the EU on a regular basis as
has been reported from Palaudelmas et al. (2009) in Spain or from Pascher (2016) in Austria.
Further, in awareness of the biological characteristics of the GE maize and the findings of Fang
et al. (2018), the stacked maize needs to be examined in detail regarding next generation effects,
volunteer potential (persistence) and gene flow. Under these circumstances, even a rare single
outcrossing that goes unnoticed can have a huge long-term impact on the agro-ecosystems.

Furthermore, the EFSA (2022a) opinion is also wrong for several reasons:
» Without more data on the teosinte species growing in the EU, the likelihood of gene flow from

the maize to teosinte cannot be assessed (Trtikova et al., 2017). The same is true for gene flow
from teosinte to genetically engineered plants.



« Furthermore, the characteristics of potential hybrids and next generations have to be
investigated and cannot be predicted simply from the data of the original event. It is well known
that there can be next generation effects and interference from genetic background that cannot be
predicted from the assessment of the original event (Bauer-Panskus et al., 2020). This issue is
relevant for gene flow from maize to as well from teosinte to maize. The consideration of
possible next generation effects is still absent in the latest EFSA statement (2022c) regarding the
teosinte situation in France and Spain.

EFSA should have requested data from the applicant to show that no adverse effects can occur
through gene flow from the maize to teosinte and / or from teosinte to the maize volunteers. In
the absence of such data, the risk assessment and the authorisation have to be regarded as not
valid.

Without detailed consideration of the hazards associated with the potential gene flow from maize
to teosinte and from teosinte to maize, no conclusion can be drawn on the environmental risks of
spillage from the stacked maize.

Consequently, environmental risk assessment carried out by EFSA is not acceptable.
6. Others

For monitoring and methods to identify the specific event, Implementing Regulation 503/2013
requests:

The method(s) shall be specific to the transformation event (hereafter referred to as ‘event-
specific’) and thus shall only be functional with the genetically modified organism or genetically
modified based product considered and shall not be functional if applied to other transformation
events already authorised; otherwise the method cannot be applied for unequivocal
detection/identification/quantification. This shall be demonstrated with a selection of non-target
transgenic authorised transformation events and conventional counterparts. This testing shall
include closely related transformation events.

If approval for import is given, the applicant has to ensure that post-market monitoring (PMM) is
developed to collect reliable information on the detection of indications showing whether any
(adverse) effects on health may be related to GM food or feed consumption. Thus, the
monitoring report should at very least contain detailed information on: i) actual volumes of the
GE products imported into the EU, ii) the ports and silos where shipments of the GE products
were unloaded, iii) the processing plants where the GE products was transferred to, iv) the
amount of the GE products used on farms for feed, and v) transport routes of the GE products.
Environmental monitoring should be run in regions where viable material of the GE products
such as kernels are transported, stored, packaged, processed or used for food/feed. In case of
losses and spread of viable material (such as kernels) all receiving environments need to be
monitored. Furthermore, environmental exposure through organic waste material, by-products,
sewage or faeces containing GE products during or after the production process, and during or
after human or animal consumption should be part of the monitoring procedure (see also
comments from Member States experts, EFSA, 2022D).



In addition, the example of maize MON 95379 highlights some general problems. These are:

(1) Due to current EFSA practices it is not possible to access the original data from the
companies within the period of consultation. Therefore, the opinion has to provide all the
necessary data to allow other experts to conclude whether the provisions of GMO regulation
(esp. 503/2013) are fulfilled. We are making this comment after our recent experiences in
requesting access to documents, which in many instances took months to achieve. The
Commission should advise EFSA to improve transparency.

(2) A Testbiotech report published in 2021 (Testbiotech, 2021), shows how the European Food
Safety Authority (EFSA), which is responsible for risk assessment of GE plants, intentionally
puts crucial issues aside. This careless approach exemplifies the overall decrease in general food
safety standards that has been ongoing since the introduction of GE plants. The number of events
authorised for import has, at the same time, steadily increased. In light of these findings, the
Commission should try to avoid ‘rubber stamping’ all applications for import of GE plants, and
thus reduce the overall number of products entering the market, while ensuring that these
products undergo much more thorough risk assessment.
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