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Cittaducale, 24 aprile 2026

Dear Members

of the European Parliament

(ENVI Committee —

Environment, Public Health and Food Safety)

Subject: Critical observations and proposals for rebalancing on the Proposal for a Regulation of
the European Parliament and of the Council on plants obtained by means of certain new genomic
techniques (NGTs) — COM(2023) 411 final — with reference to the NGT 1/NGT 2 distinction, Annex
Il and art. 191 TFEU

As representatives of the European institutions, we are addressing you as representatives of the
European institutions to bring to your attention a reasoned and technically based summary of the
critical issues that emerged from the analysis of the Proposal for a Regulation on New Genomic
Techniques (hereinafter "NGT Proposal" or "Draft Regulation"), presented by the European
Commission on 5 July 2023 with COM(2023) 411 final. The Proposal distinguishes two categories of
plants obtained with genome editing techniques (CRISPR/Cas, TALEN, ZFN, etc.):
e NGT 1: artificial modifications considered "small" and similar to conventional breeding,
subject to a simplified verification procedure (not to a full GMO authorization);
e NGT 2: more extensive or artificial modifications, which remain subject to the full GMO
legislation (Directive 2001/18/EC and Regulation (EC) No. 1829/2003).

The distinction is made "by outcome" (genetic result obtained) and not on the basis of the technique
used.

Once the technical criteria of Annex | of the Proposal have been met, NGT 1 plants are presumed
safe and do not require specific labelling or biological traceability, but only documentary traceability.
It is also significant that the process that led to the Proposal did not provide for a broad and
representative public consultation, but was limited to discussions with organized categories, often
strongly influenced by industrial interests. In such a crucial sector for food sovereignty, public health
and ecological transition, the lack of a democratic debate open to citizens risks undermining the very
legitimacy of future legislation.
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The silence of consumers and the marginalization of small supply chains are not a technical vacuum:
they are a democratic deficit. It is a deficit that cannot be ignored, even if it has not been formally
respected.

The epistemological fragility of the NGT distinction.

The distinction between NGT 1 and NGT 2, although formally clear, is based on genetic equivalence
criteria that do not necessarily reflect a functional and ecosystem equivalence verified over time. In
particular, the NGT 1 classification is based on an ex ante presumption of safety, without requiring
longitudinal empirical evidence on complex or cumulative ecological effects.

This introduces an element of structural uncertainty into the regulatory system.

1. Ecological impacts and structural limitations of Annex Il (risk assessment)

Annex Il of the Proposal (which substantially follows Annex Il of Directive 2001/18/EC) reduces
ecosystem complexity to discretionary variables (hazard, exposure, risk). In real biological systems,
however, interactions are non-linear, contextual and cumulative: gene flow to wild species,
alteration of the soil microbiome, effects on food webs and pollinators, evolution of resistances,
stacking of traits. In particular, the approach adopted does not explicitly consider phenomena of co-
exposure and accumulation of effects, nor the possibility of non-additive interactions between
genetic and environmental factors, widely recognized in the ecology of complex systems (Zaidi et al.,
2020; EFSA, 2023).tag. The evaluation model also assumes a relative stability of cause-effect
relationships, while in biological systems these relationships can vary significantly depending on the
environmental context, agricultural practices and the time scale considered. This implies that effects
that are not detectable under controlled experimental conditions may emerge in real-world settings,
especially in the presence of large-scale deployment. A further limitation concerns the difficulty of
intercepting long-term effects and evolutionary dynamics, such as the adaptation of non-target
organisms, the selection of resistances or the modification of soil microbial communities. Such
processes, by their nature, are not fully observable in the initial stages of evaluation and would
require continuous monitoring and adaptive review approaches (Perrino 2011). It follows that the
risk assessment model, although formally compliant with existing standards, risks being structurally
inadequate to represent the complexity of agro-ecological systems, leading to a potential

European Consumers APS Tel.: (+39) 0746.1725856

Associazione di Promozione Sociale Mob.: (+39) 339.7714893

Via Trento, 2 - 02015 Cittaducale (Rieti) Email: info@europeanconsumers.it
ITALIA PEC: europeanconsumers@pec.it

C.F.: 97341880587 Web: http://www.europeanconsumers.it

Iscrizione nel Registro del Terzo Settore rep. n.37192


mailto:info@europeanconsumers.it
mailto:europeanconsumers@pec.it
http://www.europeanconsumers.it/

European
APS

A | Consumers

ee

underestimation of indirect, cumulative and deferred effects. In this context, uncertainty cannot be
considered residual, but must be treated as a central element of the assessment.

In fact, the most important verification is missing: that is, the presence of that long tradition of safety
of these NGT 1 and NGT 2 plants, required by the ruling of the EU Court of Justice which would make
Directive 2001/18/EC on GMOs and plants assimilable to GMOs, including NGTs, not applicable to
them. Judgment of the Court of Justice of the EU of 25 July 2018, C-528/16 binding on the EU
legislator and which, therefore, also prevails over the rules of the Regulation in question (relating to
NGT 1 and NGT 2) declared, by the same Regulation: "lex specialis".

2. Precautionary principle under Article 191(2) TFEU

Art. Article 191 TFEU requires that the EU's environmental policy be based on the precautionary
principle. The Proposal, on the other hand, "internalizes" the precaution in the technical-legal
classification NGT 1/NGT 2 and therefore, once the technical threshold (minus 20 nucleotides) is
exceeded, the plant is presumed safe. This configures a form of deregulation by administrative
threshold, replacing concrete ecological analysis with a molecular equivalence. This approach also
involves a substantial shift in risk management from the ex ante assessment phase to the ex post
environmental dissemination phase, risking emptying the precautionary principle of any effective
content (Bolgan, 2023). In the presence of structural scientific uncertainties, as recognised by the
case-law of the Court of Justice, the precautionary principle requires a proportionate but prudential
approach, based on a continuous and adaptive risk assessment. In the present case, the presumption
of safety associated with the NGT 1 classification is likely to restrict the scope of the principle itself,
transforming it from a substantive decision-making criterion to a mere procedural threshold. This
could lead to a tension with the Union's obligation to ensure a high level of protection of the
environment and human health under Articles 191 and 168 TFEU.

3. Traceability, labelling and coexistence with organic and conventional farming
NGT 1 plants are often analytically indistinguishable from natural mutations. Traceability therefore

becomes exclusively documentary (breeder's file). In the absence of reliable analytical tools to
systematically distinguish NGT 1 plants from those obtained by spontaneous or conventional
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mutation, the control system is necessarily based on biased statements and documentary
mechanisms. This leads to a shift in control from the material to the administrative level, with a
consequent reduction in independent verifiability by the authorities and operators. One of the most
critical aspects of the Proposal concerns the concrete possibility of coexistence between NGT 1 crops
and organic farming. As implicitly recognized by the regulatory framework itself, many NGT 1 plants
are indistinguishable, from a molecular point of view, from natural mutations or mutations obtained
through conventional techniques. In the absence of exogenous sequences or specific markers, there
are currently no standardized and universally applicable analytical methods to identify them with
certainty. This configuration generates a particularly relevant criticality for the organic sector. The
organic system, pursuant to Regulation (EU) 2018/848, is based on the separation of supply chains,
the prevention of contamination and the possibility of demonstrating the conformity of products
through verifiable controls. However, in the case of NGT 1, a structurally asymmetrical situation is
created: an organic farmer may suffer unintentional contamination, but does not have the necessary
analytical tools to demonstrate, with adequate evidentiary standards, that such contamination
derives from an NGT plant. It follows that the principle of "coexistence", although formally recalled,
risks remaining devoid of concrete effectiveness. The economic and operational risk of
contamination is, in fact, transferred to organic operators, who remain exposed without adequate
means of protection.

On this point, therefore, the precautionary principle is once again ignored, which requires us to
evaluate in advance:

1 - the effects in the field of these plants, whether NGT 1 and NGT 2;

2 - the possible irreversible pollution of the areas to be cultivated;

3 - their dominant effect on organic and conventional plants and, therefore,
4 - their possible coexistence with them without polluting them.

These aspects are ignored by the Commission's study on NGTSs, as, in essence, by the Regulation
considered here.

Furthermore, the aforementioned Regulation authorizes this (unreliable) Commission to adopt
delegated acts (not better defined) to ascertain the presence of NGT plants or (but it is not clear) to
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verify the agri-environmental impact of these, with ex post controls, i.e. after any irreversible
pollution of cultivated areas has been consumed, ignoring (it is repeated) the obligation to
implement the aforementioned precautionary principle in this regard.

In the meantime, however, having declared NGT 1 plants equivalent to conventional plants by law,
they are considered not to be subject to particular investigations and authorizations, i.e. cultivable.

Strange, however, that a conventional vegetable can be an NGT 1 vegetable and that, at the same
time, an NGT 1 vegetable can be a conventional vegetable.

In essence, it is not clear whether this NGT 1 plant should be considered existing or non-existent,
stable or non-stable, and who is responsible for verifying this ex ante and not ex post stability of all
NGT 1 and NGT 2 plants and their effects in the field.

According to the above, it is presumed that the Commission has already declared itself in favour of
the cultivation of these "new mutagenesis" plants, including NGTs, without having carried out any
verification of the presence or absence of that long tradition of safety required by the
aforementioned ruling of the EU Court of Justice.

4. Risks to human health and the principle of substantial equivalence

It should be added that off-target effects, pleiotropy and possible toxicological or allergenic impacts
are not excluded from the mere sequence comparison. The use of substantial equivalence risks
underestimating subtle metabolic differences. As also highlighted in the European scientific
opinions, the absence of newly identified risks does not equate to the absence of risk, but reflects
the limitations of the currently available evidence and the case-by-case nature of the assessment. In
this context, the possible presence of unintended effects (off-target or pleiotropic) requires analysis
approaches that go beyond simple sequence comparison, including in-depth functional and
metabolic assessments. This is contrary to the obligation of a high level of health protection provided
for by art. 168 TFEU and the General Regulation on Food Safety (Reg. (EC) No. 178/2002).

As highlighted in European scientific opinions, the absence of newly identified risks does not equate
to the absence of risk, but reflects the limitations of the currently available evidence and the case-
by-case nature of the assessment (EFSA, 2023).
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5. Unacceptable economic, intellectual property and governance implications

The Proposal favours greater concentration of the seed market and creates risk asymmetries: control
costs and the consequences of contamination fall mainly on small businesses and organic operators.
In terms of intellectual property, the patentability of changes that are not biologically distinguishable
risks generating irresolvable conflicts between patent holders and farmers in the event of accidental
presence (see Articles 4 and 5 of Directive 98/44/EC).

Conclusion

In a context characterized by high biological complexity and intrinsic limits of scientific predictability,
the regulatory choice does not only concern the level of innovation allowed, but the way in which
uncertainty is distributed between the authorization phase and the environmental diffusion phase.
Once released into the environment, NGT changes become effectively irreversible.

It is therefore essential that European legislation maintains a high level of protection, as required by
the Treaty.

In order to bring the Proposal into line with the principles of the Treaty, it is respectfully suggested
that consideration be given to the inclusion of the following measures:

a) introduction of a periodic review and feedback loop mechanism between post-market monitoring and NGT
classification 1; (b) possibility of establishing agricultural zones or districts with enhanced protection for
organic farming and GMO/NGT free farming; c) joint liability regime along the supply chain for damage from
unintentional contamination; d) obligation of greater public transparency on the territorial data of NGT crops;
e) explicit reaffirmation of the precautionary principle as a dynamic instrument and not only ex ante
procedural, with the right for Member States to adopt more stringent measures justifying them pursuant to
art. 191 TFEU

(f) to launch a transparent popular consultation process involving farmers, consumers, independent scientists
and representatives of organic farming before any approval or deregulation, to ensure that the governance
of biotechnology responds to the democratic values of the Union.
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Only in this way can the agroecological transition be truly sustainable, fair and democratic.

We remain at your complete disposal for a more in-depth comparison and we provide the full text of the
scientific and technical-legal analyses from which this summary is taken, drawn up on the basis of the
aforementioned analytical studies, drawn up by Dr. Loretta Bolgan (here her document), Dr. Pietro Perrino
(here his document) and Dr. Enrico Lucconi (here his document) copies of which we provide you with the

texts in hyperlink.

Kind regads,

European Consumers APS

Associazione di Promozione Sociale

Via Trento, 2 - 02015 Cittaducale (Rieti)

ITALIA

C.F.: 97341880587
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