Oilseed rape MON 94100

Organisation: The European GMO-free Citizens (De Gentechvrije Burgers)
Country: The Netherlands
Type: Others...

Comments:
We read:

“No 503/2013 has not been provided in support to the risk assessment of application EFSA-
GMO-NL-2020-169. Based on the outcome of the scoping review, the GMO Panel agrees
that there is limited value of undertaking a systematic review for oilseed rape MON 94100 at
present. The GMO Panel considered the overall quality of the performed literature searches
acceptable. The literature searches did not identify any relevant peer-reviewed publications
on oilseed rape Mon 94100. However, the applicant retrieved three relevant records of
assessment issued by Canada (Health Canada), Australia and New Zealand (FSANZ) and
Japan (MAFF) based on MON 94100. None of the relevant records identified through the
literature searches reported information pointing to safety issues associated with MON 94100
relevant to the scope of this application.” Quote www.efsa.europa.eu/efsajournal7 EFSA
Journal 2022;20(7):7411

Our comments:

We are shocked because it is automatically assumed that this genetically-modified oilseed
rape would not cause any problems, according to the applicant’s own data. This is
unbelievable! And what makes it even worse in our view is that it is an application from the
Netherlands.

Because it goes on to read:

“The herbicide dicamba was supposed to solve farmers’ weed problems — instead, it’s making
farming harder for many of them.”

Quote:

“In 2021, thousands of U.S. growers reported to the Environmental Protection Agency that
dicamba sprayed by other farmers — sometimes up to a mile and a half away — damaged crops
in their fields. Complaints came from all over the country.”

https://theconversation.com/the-herbicide-dicamba-was-supposed-to-solve-farmers-weed-
problems-instead-its-making-farming-harder-for-many-of-them-174181



Via GMWatch: https://www.gmwatch.org/en/main-menu/news-menu-title/archive/100-
2020/19393-national-institutes-of-health-study-links-dicamba-to-increased-cancer-risk

"National Institutes of Health study links dicamba to increased cancer risk".
Published: 05 May 2020

“Researchers at the National Institutes of Health have found that use of the pesticide dicamba
can increase the risk of developing numerous cancers, including liver and intrahepatic bile
duct cancers, acute and chronic lymphocytic leukemia, and mantle cell lymphoma.” Quote

Abstract
Background

“The herbicide dicamba has been commonly used agriculturally and residentially. Recent
approval of genetically engineered dicamba-resistant crops is expected to lead to increased
dicamba use, and there has been growing interest in potential human health effects. A prior
analysis in the Agricultural Health Study (AHS) suggested associations between dicamba and
colon and lung cancer........ “ Quote, MORE:
https://academic.oup.com/ije/article/49/4/1326/5827818

MISCELLANEOUS/ off topic

“GMWatch has published the transcript of a fascinating podcast interview with Michael
Antoniou — a scientist who is outspoken about the dangers involved in deregulating gene-
edited crops. Dr Antoniou cannot easily be dismissed as ignorant of genetics or unfamiliar
with the technology involved. He is a career-long molecular geneticist who has long used “all
manner of genetic engineering technologies”, including gene editing. What makes this
interview particularly compelling is that the podcast host Patrick Holden, as a farmer himself,
the former director of the Soil Association and the co-founder with Anthony Rodale of the
Sustainable Food Trust, brings a wealth of knowledge of farming and the food industry to this
lively but in-depth discussion.”

https://gmwatch.org/en/106-news/latest-news/20055
Open Access
Published: 28 July 2022

“Glyphosate infiltrates the brain and increases pro-inflammatory cytokine TNFa::
implications for neurodegenerative disorders

In a new study, Arizona State University Graduate Research Assisstant Joanna Winstone,
Assistant Professor Ramon Velazquez and their colleagues at the Translational Genomics
Research Institute explore the effects of glyphosate exposure on the brains of mice.

The research demonstrates, for the first time, that glyphosate successfully crosses the blood-
brain barrier and infiltrates the brain. .....” MORE from ASU news.



https://news.asu.edu/20220728-new-study-shows-commonly-used-agricultural-herbicide-
crosses-bloodbrain-barrier

The paper itself. https://jneuroinflammation.biomedcentral.com/articles/10.1186/s12974-022-
02544-5

We, the European GM-free Citizens, wrote it before: we don't want GM crops such as
Oilseed rape MON 94100 on our plate, nor do we want to feed it to the animals. We are for

promoting organic farming. This is the future for the earth with a clean environment. Also
supported by the Ekopark Lelystad Foundation. (Stichting Ekopark, Lelystad, NL).

Oilseed rape MON 94100

Organisation: OGM dangers
Country: France
Type: Non Profit Organisation

Comments:

First, We contest that the only language be English for this consultation.

Second we do not trust in any good will of the Commission for consultations. They are only a
spectacle of hearings. Not any reply was given to us for various reports (whether tricky
scientific argument or rough political argument).

Third. The assessement is almost scientifically void since Dicamba is

3.1) not authorized.

3.2) should be banned

3.3) is only anersatz for the loss of use of roundup due to GMO ... SO the aurthorisation of
GMO for dicamba will be fought since it is the best proof that GMO make us enter into an
endless race with nature. It is promoted by Commission. So we will denounce the collusion
of Commission with biotechnologists (and neither citizens, not consumers, nor retailers, nor

Nature).

4) the whole assessement process relies on reductionnism.



4.1) EFSSA assesses the active principle (but not the adjuvants, surfactants, and so on ..
mainly if the list is not yet made public !

4.2) EFSSA does not assess the GMO with the use of this herbicide. Since life does not
amount only to one or some genes, there may be some interactions. So the presence of
Dicamba could trigger the appearance of a protein (not looked for) that would interact (or its
miRNA ) with other proteins, RNA of genes ...

5) anyway, we only promote the systematic prohibition of any synthetic pesticide. Even non-
synthetic pesticides should be regulated not to be used too much and trigger a resistance.

IN conclusion we do contest all of the validation of Dicamba as well as what turns aroud it
(GMO and their companies). | notice that provided there will be a patent on Dicamba, the
owner will have a tool more to increase its power over SME. Incidentally this proves that not
any patent may be given if COmmision wants to promote pesticides and GMOs. Since we
refuse GMO ans patents, we believe we are coherent. Inn case of further inquiries, please
contact us, we have soe replis to some questions and always agree to discuss with good will
people.

Oilseed rape MON 94100

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

Country: Germany

Type: Non Profit Organisation

Comments:
1. Systematic literature review

A systematic literature review as referred to in Regulation (EU) No 503/2013 was provided
by the applicant. However it seems, the review was narrowly focused on the specific event. It
did not identify any peer-reviewed publications. The applicant should have applied much
broader research also taking into account other transgenic plants which were made resistant
to dicamba. Furthermore, at least in regard to environmental risks, it is necessary to also
review literature which might indicate indirect, delayed and cumulative long term risks, also
on interaction with other genetically engineered plants which might occur from spillage and
further crossings. Therefore, the literature research should especially take into account
potential persistence, spread and crossings with other transgenic plants which also enter the
environment via spillage along transport routes etc. In this context, also the biological



characteristics of potential offspring are relevant for the application. Therefore, literature
research should include all relevant publications concerning the crop species and its relatives.
Furthermore, also the environmental risk assessment should take into account indirect,
unintended, delayed and long-term cumulative effects of animal excretions. Therefore,
literature research should include all genetically engineered plants which may become mixed
in the diet and may cause environmental hazards.

In addition, in regard to food and feed safety, there is the need to consider interactions with
other genetically engineered plants which might be mixed with the event in diets.
Implementing Regulation 503/2013 (point 3.2.3) requests that “the applicant shall evaluate
the data generated to estimate possible short-term and long-term risks to human or animal
health associated with the consumption of genetically modified food or feed with respect to
the expression of new proteins/metabolites, as well as significantly altered levels of original
plant proteins/metabolites.” Apparently, this legal request is not limited to the specific event.
It comprises risk assessment of mixed diets in equivalence to risk assessment of stacked
events, since also the risks are equivalent. Therefore, also a much more comprehensive
literature review is needed about potential interactions with other regulated GMOs.

2. Molecular characterisation and gene expression
Annex Il of Implementing Regulation 503/2013 requests that

* “Protein expression data, including the raw data, obtained from field trials and related to the
conditions in which the crop is grown (in regard to the newly expressed proteins).” (Scientific
requirements 1.2.2.3)

* “In the case of herbicide tolerant genetically modified plants and in order to assess whether
the expected agricultural practices influence the expression of the studied endpoints, three
test materials shall be compared: the genetically modified plant exposed to the intended
herbicide; the conventional counterpart treated with conventional herbicide management
regimes; and the genetically modified plant treated with the same conventional herbicide
management regimes.” (Scientific requirements 1.3.1)

* “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.” (Scientific requirements 1.3.2.1)

Open reading frames and gene insertion

The genetic engineering process led to the emergence of many new open reading frames in
the genome of the plants. In order to assess the sequences encoding the newly expressed
proteins, or any other open reading frames (ORFs) present within the insert and spanning the
junction sites, it was assumed that proteins that may emerge from these DNA sequences
would raise no safety concerns. Other gene products, such as ncRNASs (non-coding RNA)
from additional open reading frames, were not assessed. This is astonishing since not only the
boarder sequences may give raise to biological active molecules. Also the complex gene
construct as inserted in the genome, should be considered as a potential source of biological
active molecules which are not present in the conventionally bred comparators. The inserted
construct comprises genetic information from two viruses, two other plants species and



bacteria: The expression cassette which was introduced consists of the PCISV promoter from
peanut chlorotic streak caulimovirus, the 5’ untranslated leader sequence from the RNA of
tobacco etch virus (TEV), a sequence encoding 27 amino acids of the chloroplast targeting
peptide from the Rubisco (rbcS) gene of Pisum sativum, and from an intervening sequence
(DMO + 27), the coding sequence of the dicamba mono-oxygenase gene (dmo) from
Stenotrophomonas maltophilia, and the 3’ untranslated sequence of the guf-Mt1 gene from
Medicago truncatula.

In addition, two further (combined) expression cassettes were used for transformation (with
further transgenes from plants, viruses and bacteria), which are supposed to be segregated by
further breeding. However, no full whole genome sequencing was applied to detect
unintended remaining fragments or other unintended genetic alterations which are unlikely to
occur from conventional breeding. Instead the genome was only screened for specific sites.

Thus, uncertainties remain about other biologically effects arising from the method of genetic
engineering and the newly introduced gene constructs (for potential uptake of the molecules
for example see also Davalos et al., 2019). In this case, ‘Omics’ should be applied to
investigate the rate of intended and unintended gene products under various genetic
conditions. Without this information, the next steps in risk and exposure assessment, can not
be conducted. It should not be overlooked that Regulation 503/2013 under point 1.4.2 also
requests “testing of new constituents other than proteins”.

Impact of environmental factors, agricultural practice and genetic backgrounds

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 plants
may be cultivated, and extreme weather conditions were not taken into account
systematically; (2) the field trials did not take all relevant agricultural management practices
into account; (3) no sufficiently broad range of relevant genetic backgrounds was taken into
account.

Data on environmental factors, stress conditions and their impact on gene expression

Data was only presented from field trials carried out at five sites in the US and Canada for
just one year. No unusual weather conditions are mentioned in the EFSA opinion. It seems
that in some regions, drought conditions were observed, however irrigation was applied. In
summary, EFSA concludes “that the meteorological data set falls within the historical range
of climatic conditions normally occurring at these sites.” This might be true. However, it is
not sufficient to fulfill the legal provisions which request data which are representative for all
“different meteorological and agronomic conditions under which the crop is to be grown”. In
this regard, the regions chosen and the climatic conditions described do not seem to be
sufficient. In addition, it is wrong to only consider the historical data, since the plants are
about to be grown in future under the conditions of ongoing climate change. Therefore, the
plants should also be exposed to experimental climatic conditions (for example in climate
chamber) to make sure, the necessary data on gene expression are made available.

However, no experiments were requested to show to which extent specific environmental
conditions may influence the gene expression of the additionally inserted genes. Hence, data
as made available seem not to be sufficient to fulfill the requirements of 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.

Data on herbicide application rates and their impact on gene expression

It is quite unusual that the applicant can not give empirical data on the expected range of
herbicide applications but only some reasoned estimation. Under these conditions, the highest
dosage should be applied that can be tolerated by the plants and which may be applied if
herbicide resistant weeds are occurring in the fields. Also repeated spraying should be
applied, since this may become agronomic practice.

In light of the information available, we assume that the application and the data provided
may not sufficiently represent the agricultural practices, which could include the use of each
of the herbicides alone and higher dosages.

Consequently, the GE plants tested in field trials are likely to not sufficiently represent the
products intended for import. The data presented by the applicant are insufficient to conclude
on the impact of the herbicide applications on gene expression, plant composition or
biological characteristics of the plant as requested in EU Regulation 503/2013.

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). Therefore, EFSA should also have requested additional data from transgenic plant
varieties.

However, EFSA has not taken these issues into consideration. Consequently, the GE plants

tested in field trials are likely to not sufficiently represent the products intended for import.

The data presented by the applicant are 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:

“In the case of herbicide tolerant genetically modified plants and in order to assess whether
the expected agricultural practices influence the expression of the studied endpoints, three
test materials shall be compared: the genetically modified plant exposed to the intended
herbicide; the conventional counterpart treated with conventional herbicide management
regimes; and the genetically modified plant treated with the same conventional herbicide
management regimes.”

“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 plants
will be cultivated, and no sufficiently defined extreme weather conditions were taken into
account; (2) the field trials did not take all relevant agricultural management practices into
account; (3) no sufficiently broad range of relevant genetic backgrounds (belonging to several
maturity groups) was taken into account.

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

Field trials to assess plant composition as well as agronomic and phenotypic characteristics of
the GE plants were only conducted in the US and Canada at eight sites and just for one year.
No unusual weather conditions are mentioned in the EFSA. It seems in some regions, drought
conditions were observed, however irrigation was applied. In summary, EFSA concludes
“that the meteorological data set falls within the historical range of climatic conditions
normally occurring at these sites.” This might be true. However, it is not sufficient to fulfill
the legal provisions which request data which are representative for all “different
meteorological and agronomic conditions under which the crop is to be grown”. In this
regard, the regions chosen and the climatic conditions described do not seem to be sufficient.
In addition, it is wrong to only consider the historical data, since the plants are about to be
grown in future under the conditions of ongoing climate change. Therefore, the plants should
also be grown under experimental and controlled climate conditions (for example in climate
chamber) to make sure, the necessary data on gene expression are made available.

However, no experiments were requested to show to which extent specific environmental
conditions influence plant composition and agronomic characteristics. Hence, data as made
available seem not to be sufficient to fulfill the requirements of 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.

Data on herbicide application rates and their impact on plant composition as well as
agronomic and phenotypic characteristics

It is quite unusual that the applicant can not give empirical data on the expected range of
herbicide applications but only some reasoned estimation. Under these conditions, the highest
dosage should be applied that can tolerated by the plants and which may be applied if
herbicide resistant weeds are occurring in the fields. Also repeated spraying should be
applied, as this may become agronomic practice.

In light of the information available, we assume that the application and the data provided do
not sufficiently represent the agricultural practices, which could include the use of the each of
the herbicide alone and higher dosages.

EFSA should have requested the applicant to submit data from field trials that include many
more agricultural practices, active ingredients, dosages and all combinations of the herbicides
that might be used in agricultural practice of the GE plants producing countries. Without
these data, no reliable conclusion can be drawn as requested in Implementing Regulation
503/2013 (in particular for herbicide tolerant GE plants) to assess whether anticipated
agricultural practices influence the outcome of the studied endpoints (see also Miyazaki et al.,
2019).



Consequently, the GE plants tested in field trials are likely to not sufficiently represent the
products intended for import. The data presented by the applicant are insufficient to conclude
on the impact of the herbicide applications on gene expression, plant composition or
biological characteristics of the plant as requested in EU Regulation 503/2013.

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

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). Therefore, EFSA should also have requested additional data from transgenic plant
varieties.

However, EFSA has not taken these issues into consideration. Consequently, the GE 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 and phenotypical analysis show the need for further investigations

For agronomic and phenotypic analysis, only ten criteria were considered. Three of those
criteria were significantly different to the data from comparator if not treated with the
complementary herbicide, four after treatment. Three of the endpoints were consistently
found, with and without spraying. This underlines that the process of genetic engineering is a
likely cause of these changes.

In regard to compositional analysis, 13 out of 46 criteria were significantly different to the
data from comparator, no matter if or if not treated with the complementary herbicide. Some
of these findings fell into the highest category of significant differences. The same endpoints
were consistently found being different, with and without spraying. This underlines that the
process of genetic engineering is a likely cause of these changes.

Given the above reasoning on the impact of environmental factors, herbicide applications and
genetic backgrounds, EFSA should 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. In addition it is
not acceptable that only data from kernels were used for compositional analysis. Since the
whole plants may enter the environment via spillage, also data from the whole plant are
necessary for their risk assessment.

In any case, more data and 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 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. 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, in awareness of the absence of any independent data on this GE plants (see
literature review, EFSA, 2022a), 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

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 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;”

Effects of residues from spraying with complementary herbicide specific to GE plants and
their mixed toxicity

The residues from spraying were considered to be outside the remit of the GMO Panel.
However, without detailed assessment of these residues, no conclusion can be drawn on the
safety of the imported products: due to specific agricultural management practices in the
cultivation of the herbicide-resistant plants, there are, for example, specific patterns of
spraying, exposure, occurrence of specific metabolites that require special attention. It should
not be overlooked that, without genetic engineering, dicamba was not used as an on top
herbicide in oilseed rape. This specific application only occurs in genetically engineered



plants and therefore, its hazards and risks have to be assessed before approval of food & feed
products derived.

Both, EU pesticide regulation and GMO regulation, require a high level of protection for
health and the environment. Thus, in regard to herbicide-resistant plants, specific assessment
of residues from spraying with complementary herbicides must be considered a prerequisite
for granting authorisation.

EU legal provisions such as Regulation 1829/2003 (and Implementing Regulation 503/2013)
state that “any risks which they present for human and animal health and, as the case may be,
for the environment” have to be avoided.

Therefore, potential adverse effects resulting from exposure to whole food and feed need to
be tested for mixed toxicity (EFSA, 2019b). This need to assess the whole food and feed
should also be considered in regard to changes in the intestinal microbiome. For example,
Liao et al., 2021 describe effects of dicamba on soil organisms, causing prevalence of
antibiotic resistance genes (ARGs) and mobile genetic elements (MGES) in soil microbiomes.
Similar or different effects may also be relevant for the intestinal microbiome at the stage of
consumption and therefore needs to be taken into account in case of dicamba resistant GE
plants. The described effects which may enhance the uptake of DNA from the transgenic
plants by gut bacteria, are not considered under pesticide regulation, they have to be assessed
within GMO risk assessment. The reason: These effects are highly dependent on the specific
dosages applied on the GE plants, their metabolism and the resulting pattern of exposure in
food and feed. Also cumulative effects (mixtures of GE plants in one diet) may play a
decisive role. Under Directive 2001/18/EC such effects could be considered as indirect
effects which may be immediate, delayed or cumulative. Implementing Regulation 503/2013
(point 1.4.2) requires “testing of new constituents other than proteins”. To our opinion this
requirement includes also the assessment of residues of the complementary herbicides which
necessarily become constituents of all genetically engineered plants which were made
resistant to it.

In regard to food and feed safety, EFSA (2020) considers microbiomes to be highly relevant
to the health status of their hosts. Therefore, it is desirable to understand the importance of
their role in risk assessment. EFSA expects that gut microbiome research (not only in the case
of GE plants) will play a relevant role in regulatory science with potential implications for
future risk assessments and predictive risk models. As EFSA states: “considering that the gut
microbiome is a biological component directly and indirectly involved in the metabolism of
food/feed components and chemicals and in the protection of the host against adverse
environmental exposure, it would be useful to establish criteria on how to evaluate the
potential adverse impacts of perturbators on this defensive barrier, and consequently, on
human/animal health.”

In general, antibiotic effects and other adverse health effects might occur from exposure to a
diet containing these plants that were not assessed under pesticide regulation. These adverse
effects on health might be triggered by the residues from spraying with the complementary
herbicide. Further attention should be paid to the specific toxicity of the metabolites of the
pesticide active ingredients that might occur specifically in the GE plant and therefore might
escape pesticide regulation.



However, no attempts have been made to integrate the microbiome into the risk assessment
of food and feed derived from the GE plants. This is in direct contradiction to Regulation
1829/2003 which requests “genetically modified food and feed should only be authorised for
placing on the Community market after a scientific evaluation of the highest possible
standard, to be undertaken under the responsibility of the European Food Safety Authority
(Authority), of any risks which they present for human and animal health and, as the case
may be, for the environment.” (Recital 9).

Feeding study

A 90 day feeding study was performed, however only with low dosages (15% and 5%). The
safety of rapeseed oil has not been documented by this study, carried out in the absence of a
lipid fraction, present in too small an amount in delipidated rapeseed oil cake. This is a major
deficiency since oil will be the most relevant product when it comes to exposure of
consumers via the food chain.

Several significant effects were observed as also summarized in the comments from several
Experts of Member States. These findings also include dose-related changes and specific data
such as

* lower mean haemoglobin, haematocrit and also red blood cells. The mean haemoglobin
level is reported to be outside the range of the historical control data which, according to the
experts from member states, may indicate that the administration of GM oilseed rape meal
has adversely affected blood haematology in the test group animals.

» Statistically significantly higher mean testes weight was measured in the “test group high”
male animals. The mean for this group is reported to be outside the range of the historical
control data.

« Statistically significantly higher mean heart weight relative to final body weight.

* Increased organ weights (testes in males, relative uterus weight in females, as well as
pituitary, adrenal glands, and relative weights of adrenal gland, heart and liver in combined
sex).

However, EFSA did not see the need for further, more targeted investigations. One reasoning
is that no histopathology findings were reported. This is a relevant argument. However the
findings from the feeding study might also indicate physiological reactions under chronical
exposure effects in histopathological findings.

It should not be overlooked that Implementing Regulation 503/2013 (point 3.2.3) requires
that “the applicant shall evaluate the data generated to estimate possible short-term and long-
term risks to human or animal health associated with the consumption of genetically modified
food or feed with respect to the expression of new proteins/metabolites, as well as
significantly altered levels of original plant proteins/metabolites.” We come to the conclusion
that this requirement, which for example also comprises long term accumulated effects, is not
fulfilled and safety was not demonstrated.

Environmental risk assessment



Oilseed rape (Brassica napus) can spread via pollen and seeds, and seeds can remain viable in
the soil for more than ten years (seed dormancy). Europe is the centre of origin and genetic
diversity for the group of Brassica plants to which oilseed rape belongs. Some native plant
populations, such as Brassica rapa (turnip), can hybridise with oilseed rape. Brassica napus
itself occurs mainly as a cultivated plant, but still maintains significant characteristics of a
wild plant. Disturbed soil promotes the establishment of Brassica napus beyond the fields,
whereas dense vegetation will hinder establishment. However, Brassica napus growing in the
wild is found primarily in habitats where wild relatives of the Brassica genus and related
genera grow. In addition, many related species which can hybridise with oilseed rape occur in
environments such as road verges, industrial or feral sites. Gene flow to wild relatives is
possible and likely to happen, even if Brassica napus itself only has a reduced potential to
spread in a densely vegetated environment (Bauer-Panskus et al., 2013). A recent publication
(Sohn et al., 2021) shows that the uncontrolled spread of genetically engineered (GE) oilseed
rape is already happening in 14 countries on five continents. These are countries which either
allow the cultivation of GE oilseed rape (such as the USA and Canada), or have tested it in
experimental releases (such as Germany), or allow the import of kernels (such as Japan).
Moreover, it has to be assumed that there is a high number of undetected cases, as many
regions do not have systematic monitoring. In many cases, the plants have persisted in or
around the fields and along of transport routes for several years, and have been found to have
a higher potential for environmental spread than previously assumed.

Also in case of MON94100 it is likely that the plants will persist in the environment after
spillage and start to propagate. This would allow next generation effects to emerge that were
neither assessed by the applicant nor by EFSA (Bauer-Panskus et al., 2020). They also may
cross with other GE oilseed rape which already entered the environment via spillage before.
However, risk assessment of EFSA did not assess direct and indirect effects which maybe
immediate, delayed or accumulated as required by Directive 2001/18/EC in the case of
environmental risk assessment. Instead EFSA claims that no further uncertainties were
detected, which indicates an extraordinary degree of intended ignorance. In any case, the EU
Commission should not allow the import of viable kernels.

Others

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, 2022b).
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