Public comments maize T25

Organisation: None
Country: Germany
Type: Individual

a. Assessment:
Others

The decision not to monitor Effects on health at the stage of consumption of genetically
engineered food, violates the requirements of EU regulations. Directive 2001/18 and
Regulation 1829/2003 both require that potential adverse effects on human health of
genetically modified plants are controlled during the use and consumption stage, including
those cases where such effects are unlikely to occur. Thus, the EFSA opinion that monitoring
of health effects is unnecessary iswrong and contradicts current EU regulations.

3. Environmental risk assessment

Much more data on spillage, persistence and invasiveness are needed before any decision can
be taken on risks for the environment. There are other maize varieties available, derived from
conventional breeding that are climatized. There is no identifiable reason why this specific
mai ze should be imported or cultivated.

5. Others

| object to yet another GMO to be approved, aslong as there is conflicting research on the
safety of those modified plants.

Organisation: Nature & Progrés
Country: France
Type: Association

a. Assessment:
4. Conclusions and recommendations

The precautionary principle must be applied: no GMOs should be authorised because of
uncertainties concerning their propagation and their impact on health.



Organisation: individual
Country: France
Type: Individual

a. Assessment:
Others

It is very dangerous for the population to depend on private enterprises for their food. Private
enterprises can come to a sudden end, or acquire a monopoly on a product. Moreover, their
grip on global resourcesistightening. This means that nations are impoverished at the same
time as big business grows richer. Asademocrat, | cannot endorse this socio-economic
model. | am therefore opposed to any institutional body authorising this type of monopoly on
living organisms, on my food, and indeed on the entire economic chain. We have already
witnessed the fragility of this model, which staggers from crisisto crisis, wrecking social
cohesion in the process.

3. Environmental risk assessment

Itis KNOWN that GM Ps cause long-term interference to their environment by giving rise to
mutant plants and/or animals. The transmutation of flora and fauna, and of biotopes, is
irreversible, and this cannot be acceptable in as much as science has not found away of
making them safe. Quite the contrary: the various studies which have been performed
highlight the increasingly apparent and irreversible dangers to living beings, and hence to our
societies. It should also be borne in mind that the manufacturers and supporters of these
products are not ashamed to use propaganda aimed at tricking us into acquiescing in their
actions. This deliberate deception is unacceptable, especially as our legal systems are
powerless to stop the spread of these products. To be more specific, the world being shaped
by big business, whose power surpasses that of the nation states, is undemocratic and
therefore unacceptable. The ability of big business to circumvent the law and democratic
principles must not be allowed to force us into accepting decisions which benefit them in their
attempts to undermine our principles and institutions. The most blatant example of thisisthe
EU, whose structures make it an anti-democratic monster: witness both the manner of its birth
and the way in which it operates. It is an infringement of human rights and an insult to the
rational human mind which seeks justice, solidarity and peace.

4. Conclusions and recommendations

Refuse to allow these predatory businesses to do further harm, by forbidding them to make
money from monopolising food production and causing uncontrollable and irreversible
damage to the biosphere.



Organisation: Testbiotech
Country: Germany
Type: Non-Profit Organisation

a. Assessment:
Molecular characterisation

The genetic modification led to the formation of several open reading frames (ORFs). The
molecular characterisation should take into account not only the possible emergence of new
proteins and tRNA but also the new double stranded RNA products that might be transmitted
at the consumption stage as a biological active substance.

Data should be requested on the impact of the newly introduced DNA, its gene products and
the new metabolic pathway in the plants own gene regulation.

Comparative analysis (for compositional analysis and agronomic traits and GM
phenotype)

Several field trials were conducted to prove that maize T25 is compositionally equivalent to
itsisogenic line. There were several findings indicating that site-specific effectsled to
significant differences between T25 and its comparator. Further, the expression of the PAT
protein in the kernels shows considerabl e variation, which seem to be impacted by specific
environmental conditions. But instead of systematic investigation of environmental x genome
interaction, EFSA just gives avery general statement that cannot be considered as a scientific
conclusion based on verifiable facts: “The EFSA GMO Panel considered the observed
compositional differences between maize grain produced from maize T25 and its
conventional counterpartsin the light of the field trial design, measured biological variation
and the level of the studied compounds in non-GM commercial varieties, and concluded that
no biologically relevant differences were identified in the compositional characteristics of
grain produced from maize T25 compared with its conventional counterpart, and that its
composition falls within the range of non-GM commercial varieties, except for the expression
of the PAT protein.”

Furthermore, data from sweet maize T25 ( the most relevant product for human consumption)
showed several significant findings which were not assessed by EFSA because
“compositional changes during post-harvest storage of the sweet maize could not be
excluded”

This statement rai ses questions about why EFSA did not request any new data to find out if,
and which, compositional changes occur during storage. Such changes are relevant for risk
assessment if meaningful differences between T25 and its comparator are identified.

b. Food Safety Assessment:
Toxicology



A 90-day rodent study carried out by the applicant was rejected because of fundamental flaws
in study design. A 42-day nutritional study was also rejected by the panel. Instead of asking
the applicant to produce valid toxicological data, EFSA refersto the outcomes of a second 42-
day nutritional study, which showed no differences between a diet containing maize T25 and
adiet containing the isogenic line. However, the results from nutritional studies are only of
minor relevance for toxicity assessment.

It isamatter of concern that more than 15 years after T25 was developed, thereis still no
reliable long-term feeding study or targeted monitoring of the effects on health. No final
conclusion regarding the toxicity of maize T25 can be drawn based on the data available.

Aller genicity

Although EFSA guidance requires an investigation into the changes in the overall
alergenicity of the maize, thiswas not carried out, and the only publication mentioned in the
EFSA opinion was identified as unreliable. Instead of requesting reliable data EFSA
concludes:. “In the context of this application, and based on the available information, thereis
no evidence that the genetic modification might significantly change the overall allergenicity
of maize T25.”

This statement shows that EFSA”s opinion follows a do not seek and you will not find
approach.

Others

Several other genetically engineered plants with tolerance to various herbicides have pending
applications for market authorisation in the EU, making a systematic approach necessary to
deal with new patterns of exposure, with interactions between the substances and the
accumulated impact on human and animal health. Risk assessment should take potential
interactions and accumulated effects between the residues from spraying with glufosinate and
residues from spraying with other herbicides into account. Furthermore, the residues left in
other genetically engineered plants from spraying with herbicides, potential interactions and
accumul ated effects should al be taken into account as these plants can be mixed with T25in
food and feed.

Glufosinate is regarded as potentially damaging to health (EFSA, 2005). According to the
German Agricultural Ministry, glufosinate will be phased out in the EU in 2017 for reasons of
reproductive toxicity (BMELV, 2009). Furthermore, it has been shown that the metabolite of
glufosinate (called NAG) produced by the transgenic plants can be partially reconverted into
the pesticide itself by gut bacteria, leading to increased health risks for animals and consumers
(Bremmer & Leist, 1997).
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4. Conclusions and recommendations

There was no investigation of indications for site-specific impacts on the plant’ s genome.
Toxicology and allergenicity was not investigated properly. Instead, EFSA made several
assumptions not based on verifiable data. Residues from spraying with glufosinate were not
considered. Therefore, no final conclusion on the safety maize T25 can be reached. EFSA's
opinion should be rejected.

5. Others

Monitoring taking the residues from spraying into account must be carried out at the
consumption stage. If T25 is authorised, main use of T25islikely to be in feed products. Thus
national veterinary networks and services should be involved in the monitoring of effects on
animal health.
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