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CZECHIA
CESKO

Regulation (EC) 1107/2009

Art. 3 (34-2)
The Czech Republic does not agree with the proposed amendmient to the definition of biostimulants,

which it considers inaccurate and misleading, and insists on maintaining the original definition set
out in Regulation (EC) No 1107/2009; alternatively, it could support the wording proposed by the

Commission.

Justification:

The proposed changes introduce unclear scientific concepts related to plant hormonal regulation (for
example, “interfering with plant hormone signalling pathways”), which does not correspond to
current scientific understanding, according to which physiological processes are interconnected.

In practice, this could lead to ordinary plant biostimulants or nutrients being classified as plant
protection products. This would require an individual assessment of each product, increase the
administrative burden, and create a risk of divergent interpretations among Member States. The result
would be uncertainty for manufacturers and farmers, as well as the possible withdrawal of products
already available on the market. The proposal is therefore contrary to the objective of Omnibus X to

simplify legislation.

Art. 27a

The Czech Republic calls for a technical discussion on the new wording of Article 27a of Regulation
(EC) No 1107/2009.

Justification:

Article 27a newly expands the criteria that will lead to a limitation of the approval period for active
substances. We request an explanation from the Presidency as to why the classification criteria (Carc.

2, Repr. 2, Muta. 2) are explicitly listed.

Art. 53

The Czech Republic calls for a technical discussion on the new wording of Article 53.

Justification:

The new provision proposes the possibility of taking over the assessment of another Member State,
which is already possible under the current wording of the Article. We would consider it a step
towards simplification and towards enabling a timely response to emergency situations in plant

protection if mutual recognition of products authorised under Article 53 were made possible. This
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should be optional mutual recognition, i.e. pursuant to Article 40(1)(b). However, this provision
should explicitly state that, in the case of such mutual recognition, all conditions laid down in Article

53(1) must be fulfilled.

Regulation (EC) 396/2005

Art. 14

The Czech Republic calls for a discussion on the German proposal to amend Article 14 of Regulation
(EC) No 396/2005. The proposal responds to the concerns of a number of Member States and was
supported by a significant number of delegations at the meeting on 9 July.

Justification:

From the Czech Republic’s perspective, the current wording still does not sufficiently address the
concerns of Member States. The proposed changes to the approach to maximum residue levels
represent a fundamental systemic change with potentially far-reaching consequences for the agri-food
sector, trade, and EU competitiveness. In our view, such changes should not be adopted before a
comprehensive impact assessment has been completed, particularly because the current maximum
residue levels have already been established on the basis of a scientific assessment and available data.
The German proposal removes the Czech Republic’s main concerns. It removes the negative effects
on bees and groundwater as a condition, thereby returning the proposal to where it belongs, namely
solely to the area of human health. It explicitly incorporates into the text the requirement to assess the
impact of lowering MRLs, including impacts on trade. This proposal therefore brings the text

significantly closer to the Czech Republic’s position.



Narizeni (ES) ¢. 1107/2009

Cl. 3 bod 34-2

Ceska republika nesouhlasi s navrhovanou tpravou definice biostimulantti, kterou povaZzuje za
nepfesnou a zavadéjici, a trva na zachovani ptivodni definice uvedené v natizeni (ES) ¢. 1107/2009;
ptfipadné by mohla podpofit znéni navrzené Komisi.

Odtivodnéni:

Navrhované zmeény zavadéji nejasné védecké pojmy souvisejici s hormonalni regulaci rostlin
(naptiklad ,,zasahovéani do signalnich drah rostlinnych hormonii*), coz neodpovida soucasnému
védeckému poznani, podle néhoz jsou fyziologické procesy vzajemné propojené.

V praxi by to mohlo vést k zatazeni béznych rostlinnych biostimulantti nebo zivin mezi pripravky na
ochranu rostlin. To by vyZadovalo individudlni posouzeni kazdého ptipravku, zvySilo administrativni
zatéz a vytvorilo riziko rozdilnych vykladi mezi €lenskymi staty. Vysledkem by byla nejistota pro
vyrobce i zeméd¢lce a také mozné stazeni vyrobk jiz dostupnych na trhu. Navrh je proto v rozporu
s cilem Omnibus X zjednodusit pravni predpisy.

Cl.27a

Ceska republika pozaduje technickou diskusi k novému znéni &lanku 27a naiizeni (ES) &. 1107/2009.
Odivodnéni:

Clanek 27a nové rozsifuje kritéria, ktera povedou k omezeni doby schvaleni ti¢innych latek. Zadame
pfedsednictvi o vysvétleni, pro¢ jsou klasifika¢ni kritéria (Carc. 2, Repr. 2, Muta. 2) vyslovné
uvedena.

C1.53

Ceska republika pozaduje technickou diskusi k novému znéni &lanku 53.

Odtivodnéni:

Nové ustanoveni navrhuje moZnost prevzeti posouzeni jiného ¢lenského statu, coZ je mozné jiz podle
soucasného znéni ¢lanku. Za krok ke zjednoduseni a k umoznéni v€asné reakce na mimoradné situace
v ochrané rostlin bychom povazovali umoZnéni vzdjemného uzndvani ptipravkil povolenych podle
¢lanku 53. Mélo by jit o nepovinné vzajemné uznavani, tj. podle ¢l. 40 odst. 1 pism. b). Toto
ustanoveni by vSak mélo vyslovné uvadét, ze v piipadé takového vziajemného uznani musi byt

splnény vSechny podminky stanovené v ¢l. 53 odst. 1.

Natizeni (ES) & 396/2005
ClL 14



Ceska republika pozaduje diskusi k némeckému navrhu na Gpravu ¢lanku 14 nafizeni (ES) &.
396/2005. Navrh reaguje na obavy fady ¢lenskych statl a na jednani dne 9. Cervence jej podpofil

vyznamny pocet delegaci.

Odivodnéni:

Z pohledu Ceské republiky souasné znéni stale dostateéné nefesi obavy ¢lenskych statii. Navrhované
zmény v piistupu k maximalnim limittim rezidui piedstavuji zasadni systémovou zménu s potencialné
dalekosahlymi dopady na zemédélsko-potravinaisky sektor, obchod a konkurenceschopnost EU.
Podle naseho nazoru by takové zmény nemély byt piijaty pred dokoncenim komplexniho posouzeni
dopadli, zejména proto, ze soucasné maximalni limity rezidui jiz byly stanoveny na zakladé
veédeckého posouzeni a dostupnych udajt.

Némecky navrh odstrafiuje hlavni obavy Ceské republiky. Odstrafiuje negativni Gi¢inky na véely a
podzemni vody jako podminku, ¢imz vraci ndvrh tam, kam vécné patii, tedy vyluéné do oblasti
ochrany lidského zdravi. Do textu vyslovné zaclenuje pozadavek na posouzeni dopadtl snizeni MRL,

véetné dopadii na obchod. Tento navrh proto vyznamné pfiblizuje text pozici Ceské republiky.

oKk



DENMARK
DANMARK

Relevant documents
— CM 3522/1/26
— WK 9779/2026
— ST 11412/2026

1. Omnibus X: Food and feed safety

Proposal for a REGULATION OF THE EUROPEAN PARLIAMENT AND OF THE COUNCIL
amending Regulations (EC) No 999/2001, (EC) No 1829/2003, (EC) No 1831/2003, (EC) No
852/2004, (EC) No 853/2004, (EC) No 396/2005, (EC) No 1099/2009, (EC) No 1107/2009, (EU) No
528/2012, (EU) 2017/625 as regards the simplification and strengthening of food and feed safety
requirements

First round
Guiding question: Do delegations consider that these changes bring a satisfactory balance of
simplification with adequate safeguards?

e  Denmark appreciates that there have been made important improvements during the negotiation
but still finds that there are insufficient safeguards to achieve a satisfactory balance between
simplification and protection of the environment and human health.

e  Denmark can support the clarification proposed in recital 34 regarding the approval periods for
already approved substances as well as the changes to article 14(2), 18a(1) and article 21(1).

e Denmark is very concerned about the addition of ‘risk management measures and application
techniques to the wording of article 4(1) and 4(3) as technical knowledge. While the use of new
precision application techniques is positive, the proposed amendment will lower the bar for
approval of active substances and introduce active substances which would not be approved
under the current rules, because of unacceptable risks to the environment and human health.

Second round
Guiding question: Do delegations consider that these changes bring sufficient simplification?

e Regarding tacit agreement on mutual recognition, Denmark would prefer reverting to the
wording of the fourth compromise proposal, under which mutual recognition by tacit agreement
applies to only low-risk active substances.

e Denmark do not support the additions to 33(2)(b), which will make the simplified one-zone
approach applicable to all new active substances, not just low-risk active substances. We should
promote active substances that are low-risk, but cannot see a justification for giving preferential
treatment to substances, only because they are new. New is not necessarily safer or better for
human health and the environment, and we need to create incentives for innovation in low-risk
substances.

e Denmark is opposed to the one-zone approach suggested in article 33(2)(b) as well as article
40(1)(c), since it may lead to an increase in complexity of the single assessment, a lot of
coordination, and more of the assessment being left to the member states.



e Denmark do not support the addition to article 53(1) allowing a Member State to grant an
emergency authorisation based on an existing assessment made by another Member State in the
same zone without making an individual assessment. Emergency authorizations should only be
used in exceptional cases.

Additional remarks on pesticides and biocides (1107/2009 and 528/2012)

e  Denmark still supports the compromise proposal from the Presidency where the current principle
for renewals of biocidal active substances continues to be maintained.

e  Furthermore, Denmark supports that unlimited approvals/authorizations will only apply to low-
risk active substances and for the products containing them.

e  Denmark still finds the previous changes to article 4(7) unacceptable. It is unacceptable to allow
active substances with proven unacceptable risk to human health and environment to be approved
for five years.

e Denmark is strongly opposed to the extension of the grace period from 18 months to three years
in article 20 as this will negatively affect the protection level.

Additional remarks on MRL (396/2005)

e  Denmark acknowledges the efforts to find a compromise but are sceptical about moving forward
without a robust impact assessment of the proposed changes.

e Denmark finds it is of importance, that prior to lowering the MRL both a risk assessment of the
Authority, and an assessment of the impact on the food and feed chain in the Member States are
considered.

e  Denmark supports the compromise presented by Germany.

oKk



GERMANY
DEUTSCHLAND

DE Compromise Proposal on Maximum Residue Levels
Recital (27)

(27) Regulation (EC) No 396/20056 sets the procedure for defining maximum residue levels
(“MRLs”) of pesticides in or on food and feed of plant and animal origin. In the Vision for
Agriculture and Food, the Commission announced it would pursue a stronger alignment of
production standards applied to imported products, notably on pesticides and establish the principle,
in compliance with the EU‘s international obligations, that the most hazardous pesticides banned in
the EU for health and environmental reasons should not be allowed back to the EU through
imported products. To advance on this, the Commission has launched in November 2025 a study to
prepare an impact assessment that will consider the impacts on the EU’s competitive position and
the international implications. On this basis the Commission may, if appropriate, propose
amendments to the legal framework, including to Article 14 of Regulation (EC) No 396/2005. In
the meantime, the procedure for setting out MRLs in Regulation (EC) No 396/2005 should already

be amended to provide that, for substances that are not approved in the Union and that have certain
MRLs that have been set based on good agricultural
ractices in third countries or Codex maximum limits ﬂ
_ set at the limit of quantification (technical zero), if appropriate based on a prior impact

assessment. The decision on setting or lowering MRLs should take into account, in addition to the
risk assessment of the Authority, an assessment of the impact on the food and feed chain in the
Member States, in compliance with international obligations, in particular the General Agreement
on Tariffs and Trade 1994 and the Sanitary and Phytosanitary Measures Agreement.

Article 3
Amendments to Regulation (EC) No 396/2005

Regulation (EC) No 396/2005 is amended as follows:

(..)

Article 14 is amended as follows:
(a)  Inparagraph(2);-a new subparagraph (2a) is insertedis-added:
“-2a. By way of derogation from paragraph 2, point (¢), where the active substance
has one or more of the properties set out in points 3.6.2 to 3.6.5, 3.7.1 to 3.7.3,

and 3.8.2 of Annex II to Regulation (EC) No 1107/20095er-dees not meet
ﬁ, according to the latest available

evaluation under Regulation (EC) No 1107/2009 or to a specific evaluation in
accordance with Article 43 of this Regulatwn—éE@—Ne%Qé@@Oé a MRL t.hat

feveked—aﬁd shall be set n accordance Wlth

Article 18(1)(b) or Article 16 H#eonstdered-appropriate-in-the ightofthe
outcome-ofan of this Regulation based on a prior impact assessment, -




By derogation from the duration foreseen in Article 14(1), the Commission
shall submit to the Committee referred to in Article 45(1) the results of the
impact assessment and, where appropriate, the draft Regulation, without
delay and at the latest within six months after:

(i) an evaluation under Article 43 of this Regulation establishes-thatthe

subparagraph; or
(ii)  the expiry of the maximum grace period established at the adoption
of a Regulation under Regulation (EC) No 1107/2009 non-approving,
non-renewing or withdrawing the approval of an active substance
meeting one or more of the properties or criteria referred to in the
first subparagraph.
This paragraph shall not apply to MRLs for products on which uses of
plant protection products containing the active substance are authorised
in the Union in accordance with the derogation set out in Article 4(7) of
Regulation (EC) No 1107/2009.’;

Regulation (EC) No 1107/2009

We would like to thank the Irish Presidency for the compromise text under consideration
and explicitly commend their dedicated approach to finding a solution.

We do not support the fact that the proposal no longer consistently restricts the procedural
advantages for product authorization to "low-risk" substances.

Clarification of criteria for targeted reassessment (Article 18a(1)) & Mandating of EFSA to review

where necessary (Article 21(1), Recital 15b)

To what extent is the envisioned mandating of EFSA intended to differ from the
Commission's existing possibility under Article 21(2) to request EFSA's assistance? Is this
intended to introduce an additional special review? What criteria would apply to it? We are
concerned that this could lead to legal uncertainty and protracted procedures.

Emergency derogations (Article 53(1))

We view the proposal for a simplified emergency authorization with a degree of skepticism,
as emergency authorizations must always be the response to a specific, acute regional
emergency and must not become a blanket authorization through the back door. At the same
time, however, we recognize the underlying intent to reduce red tape: if the exact same
emergency is demonstrably present within the same climatic zone, national authorities
should be free to rely on already evaluated data in order to react promptly and
unbureauocratically in times of crisis.

One-zone approach for low-risk substances (Article 33(2)(b))

We favor the one-zone approach exclusively for greenhouse applications, post-harvest and
seed treatments, the control of listed harmful organisms, and low-risk substances.

Mutual recognition based on one zone approach for newly approved substances (Article 40(1)(c))

We favor the one-zone approach exclusively for greenhouse applications, post-harvest and
seed treatments, the control of listed harmful organisms, and low-risk substances.

Upon closer examination, we maintain concerns regarding the proposals for the demarcation
between biostimulants and plant growth regulators. We see the necessity of keeping plant



growth regulators within the scope of Regulation (EC) No 1107/2009. In particular, the
enumeration of the modes of action in Recital 6 could inadvertently exclude potential
biostimulants. If necessary, this demarcation should be discussed further with Member State
experts in order to establish a proper and regulatorily secure definition without
unintentionally altering the legal scope of Regulation (EU) No 2019/1009. At this juncture,
the existing definition for biostimulants pursuant to Article 47 of Regulation (EU)
2019/1009 should therefore be maintained.

Proposal: Deletion of Recital 6, Article 2(a), and Article 3(b).

Regarding the definition of greenhouses in Article 3, point 27, we would like to point out
that while a structure that prevents the escape of plant protection products into the
environment is beneficial from an environmental protection perspective, such a closed
structure poses a higher risk to operator health. Furthermore, the degradation behavior of
active substances in such environments differs drastically from open-field conditions. The
proposed definition, however, completely overlooks this conflict of objectives between
environmental protection and operator safety. A differentiated definition that clearly
distinguishes between open and closed greenhouses would therefore be more appropriate.
Proposal: Deletion of "27. ‘greenhouse’ means a walk-in, static, closed place of crop
production with a usually translucent outer shell, and which effectively restricts the release
of plant protection products into the environment. Open tunnel structures are not considered
greenhouses.; For the purpose of this Regulation, closed places of plant production where
the outer shell is not translucent (for example, for production of mushrooms or witloof) are
also considered as greenhouses.".

skksk
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ESTONIA
EESTI

Omnibus X: Food and feed safety

Proposal for a REGULATION OF THE EUROPEAN PARLIAMENT AND OF THE COUNCIL
amending Regulations (EC) No 999/2001, (EC) No 1829/2003, (EC) No 1831/2003, (EC) No
852/2004, (EC) No 853/2004, (EC) No 396/2005, (EC) No 1099/2009, (EC) No 1107/2009, (EU) No
528/2012, (EU) 2017/625 as regards the simplification and strengthening of food and feed safety
requirements

Examination of the Presidency compromise text
First Round

Article 4(1) and (3)

Estonia cannot support the proposed amendment, as it introduces additional criteria to be taken into

account instead of simplifying the approval process.
Article 4(7)

Estonia maintains its position that a socio-economic impact assessment criterion should be included
for both active substances and plant protection products. Given the continuous loss of available
plant protection products from the market, farmers are left with an increasingly limited toolbox to

protect crops and safeguard food security.
A drafting proposal submitted by several Member States is attached in a separate document.
Article 14(2)

Estonia could accept this as a compromise. However, Estonia continues to favour approvals without
a fixed expiry date, as originally proposed by the Commission, since this would constitute a

significant simplification and reduce administrative burden.
Article 18a(1)

Estonia has no specific comments on the proposed clarification and does not object to specifying

that one or more of the listed criteria may be sufficient to trigger a targeted reassessment.

Article 21(1) and Recital 15b

11



The obligation for EFSA to assess available scientific literature and monitoring data on approved
active substances is already, in substance, reflected in the current Regulation. Estonia considers that
this amendment should not diminish the effect of the amendment introduced in Article 36 regarding
the definition of the most recent assessment, namely that this refers to the latest assessment carried

out at EU level.

Further clarification is needed as to why this additional provision is necessary and what objective it

1s intended to achieve.

Article 27a(2)(b)

Estonia would welcome clarification on the rationale for establishing a list of already approved
active substances whose approvals will not be renewed following the entry into force of this
proposal. Given the already very limited availability of plant protection products, further restricting

farmers' toolbox raises concerns.

Article 27a and Article 81a

Estonia supports the proposed amendments.

Recital 34

Estonia has a positive view of the proposed recital.

Second Round

Article 33(2)(b) and Recital 10

Estonia enters a scrutiny reservation.

The proposed text is unclear, and the recital creates additional ambiguity. The wording could be
interpreted as extending the one-zone approach to all new active substances rather than limiting it to

low-risk active substances.

Further clarification is needed as to whether the Presidency intends to apply the one-zone approach
only to low-risk active substances, whereby the assessment would be carried out by a single

Member State, as suggested in Recital 10.

Article 37(5) and Article 42(3)

12



Estonia does not object to the proposed amendments. However, these changes do not appear to

contribute to simplification.

Article 40(1)(c)

The proposed amendment is unclear. It is not evident how an authorisation could be granted for a

plant protection product containing active substances that have not yet been approved.

Article 53(1)

Estonia has no position at this stage, as this is a new proposal requiring further assessment.

While the proposal is of interest, reopening this provision could ultimately result in additional
restrictions, further limiting the already constrained toolbox available to farmers for addressing

emerging plant protection challenges.

Regarding the MRL Regulation, as stated at the meeting Estonia can support Germany proposal,
we find it creates the necessary clarity.

Since the proposed changes to 396 are fundamental, it is important that an impact assessment is
carried out before such changes are made. It is therefore appropriate to also remove the part
concerning bees and groundwater from the draft, which is intended as a temporary solution.

skksk
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GREECE
ELLADA
1) REGULATION (EC) 1107/2009

We welcome the efforts of the Presidency to address the concerns expressed by Member States and
to identify balanced compromise solutions on a number of key issues discussed during the
negotiations.

In addition to the amendments commented upon in the attached document, we would also like to
reiterate a number of comments previously submitted and which we consider particularly important
for the further development of the discussions.

Our comments focus on a number of key issues that, in our view, are fundamental to preserving the
scientific basis, effectiveness and workability of the current regulatory framework. In particular, we
stress the need to facilitate farmers’ access to new safe and effective active substances, while
maintaining robust assessment standards and ensuring that any simplification measures remain
proportionate and scientifically justified.

We also reiterate our concerns regarding proposals that could weaken the zonal authorisation system,
extend simplified procedures beyond genuinely low-risk plant protection products, or introduce new
mechanisms whose practical implementation, workload implications and added value have not yet
been sufficiently demonstrated. Furthermore, we consider it important to preserve Member States’
responsibilities in areas such as emergency authorisations and to avoid creating additional
administrative burdens without clear benefits.

Recital (4)

The current wording has to be simplified to indicate clearly that. The fundamental objective is not
simply to increase the availability of a particular category of plant protection products, but to ensure
that farmers have timely access to new active substances that are safe, effective and capable of
addressing the increasingly serious plant protection challenges they face. The number of available
solutions has already declined significantly and is expected to continue decreasing rapidly as more
existing active substances are withdrawn. Therefore, the legislative framework should focus on
facilitating innovation and accelerating access to new, safe active substances that provide effective
crop protection while maintaining a high level of protection for human health and the environment.

Proposed redrafting:

In order to reduce farmers' dependency on older plant protection products and in line with the
objectives of the Communication A Vision for Agriculture and Food, access to innovative plant
protection products should be facilitated by improving the availability of products containing new
active substances Including biocontrol active substances that provide safe and effective solutions to
current and emerging plant protection challenges. The regulatory framework should therefore
facilitate the timely authorisation and market access of plant protection products containing new
active substances, that have not previously been approved in the Union [at the date of entry into force
of this Regulation] while ensuring a high level of protection for human health and the environment.

Recital (7)

Following the amendment proposed in Recital 4, priority should not be limited to biocontrol active
substances alone. Farmers need timely access to all innovative active substances that provide safe and
effective solutions to current and emerging plant protection challenges.

Proposed redrafting:

For the same purpose, the evaluation of applications for the approval of new active substances,
including biocontrol active substances, and for the authorisation of plant protection products
14



containing only low-risk active substances should be given priority to ensure timely crop protection
from existing pests and diseases.

Recital (9)
The same applies also in the last paragraph of this recital
Proposed redrafting:

As regards plant protection products containing as active substances only of new active substances,
including biocontrol substances, those that can benefit from the provisional authorisation are those
which meet the low-risk criteria set out in Annex II, point 5, of this Regulation.

Recital (10)
We cannot support the proposed approach and consider it a red line.

As we have repeatedly underlined during the discussions, the authorisation of a plant protection
product in the European Union cannot be based on the concept of a single evaluation considering EU
as one authorisation zone. Significant differences exist between Member States between zones, even
within the same zone with regard to environmental and agronomic conditions, pest pressure, cropping
practices and, above all, the efficacy of plant protection products. These differences require an
appropriate scientific assessment at zonal level and cannot be adequately addressed through a single
zonal evaluation.

Furthermore, with the proposed extension of the scope beyond low-risk active substances, we cannot
support the simplified procedure. Suchan approach could compromise the quality of the assessment
and does not adequately reflect the substantial differences between Member States within each
authorisation zone.

For these reasons, we cannot support the proposed amendment.

Recital (15b)

We do not clearly understand the purpose or the added value of the final sentence introducing the
possibility for the Commission to request the Authority to review relevant scientific literature and
monitoring data on approved active substances.

Regulation (EC) No 1107/2009 already contains appropriate provisions to address situations where
new scientific or technical information becomes available after the approval of an active substance.
In particular, it provides mechanisms for the review, amendment or withdrawal of approvals where
there are indications that the approval criteria may no longer be fulfilled.

We therefore consider that the current legal framework is sufficient to ensure that new evidence is
appropriately assessed whenever concerns arise regarding an approved active substance.

Article 3 point 17 “for plant protection products containing as active substances only low-risk
active substances, the zone means all zones defined in Annex I”’

We consider that the presence of low-risk active substances alone should not be sufficient to justify
the application of this approach.

In our view, such provisions should apply only to plant protection products that are themselves
classified as low-risk plant protection products in accordance with Regulation (EC) No 1107/2009.
Consequently, both conditions should be fulfilled: the product should contain only low-risk active
substances and the plant protection product itself should meet the criteria for classification as a low-
risk product.
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This principle should be applied consistently throughout the text. In several provisions, reference is
made to plant protection products containing low-risk active substances without specifying that the
plant protection products themselves must also qualify as low-risk products. We consider that this
should be clarified in the final text. Whenever specific advantages, simplified procedures or
derogations are granted on the basis of the low-risk status, eligibility should be limited to plant
protection products that are themselves authorised as low-risk plant protection products and not
merely to products containing low-risk active substances.

Otherwise, we would not be in a position to support the proposed approach, as it could extend the
benefits of the simplified regime to products that have not been assessed and recognized as low-risk
at product level.

‘Article 14 Renewal of approval point 2

We would welcome further clarification regarding the final sentence stating that "4 shorter period
may be established in accordance with Article6(j).”

It is not clear how this provision is intended to operate in practice, particularly in the context of the
proposed unlimited approval period for low-risk active substances. The relationship between an
unlimited approval and the possibility of establishing a shorter approval period under Article 6(j) is
not sufficiently explained, and it is therefore difficult to understand the practical effect and added
value of this provision.

We would therefore appreciate further clarification on the intended scope and application of this
sentence.

As already indicated in our previous comments, we acknowledge the objective of reducing the
administrative burden through longer approval periods and recognize the potential benefits of
introducing unlimited approvals for low-risk active substances. However, we have also expressed
reservations regarding the practical implementation of the proposed targeted reassessment system, as
several key aspects remain unclear. At this stage, we are not convinced that the proposed system
would provide a clear added value over the current renewal framework, particularly considering that
the extension of approval periods under the existing system already contributes significantly to
reducing the administrative burden. In this context, further clarification on the purpose and operation
of the proposed provision is necessary.

Article 18a Targeted reassessment of active substances

As we have already stated in our previous comments, we support the objective of reducing the
administrative burden and recognize that extending approval periods, including the introduction of
unlimited approvals for low-risk active substances, could contribute to this objective and allow
competent authorities to focus resources on the assessment of new active substances.

However, we remain unconvinced that the proposed targeted reassessment system would provide a
clear added value compared with the existing renewal framework. The current system is well-
established and its procedures are clearly defined, whereas the proposed targeted reassessment
introduces a new mechanism whose practical implementation remains unclear. In particular, further
clarification is needed regarding the criteria for selecting substances for reassessment, the frequency
of reassessments, the workload for Member States and the Commission, and the overall operation of
the system.

At this stage, we consider that extending approval periods within the existing framework already
achieves the objective of reducing the administrative burden to a significant extent. Therefore, further
discussion is needed to demonstrate that the proposed targeted reassessment system would be more
efficient, predictable and proportionate than the current renewal regime.

In Article 21, paragraph 1,
We cannot support this proposal.
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Regulation (EC) No 1107/2009 already contains appropriate provisions to address situations where
new scientific or technical information becomes available after the approval of an active substance.
In particular, it provides mechanisms for the review, amendment or withdrawal of approvals where
there are indications that the approval criteria may no longer be fulfilled.

We therefore consider that the current legal framework is sufficient to ensure that new evidence is
appropriately assessed whenever concerns arise regarding an approved active substance.

Article 23 Approval criteria for basic substances

(b) the use of the basic substance in a product consisting of the basic substance and of, as applicable,
a simple diluent, other basic substances or substances necessary to stabilize the product. Such
products shall not contain any co-formulants listed in Annex I11;

Basic substances constitute a specific regulatory category based on the principle that they can be used
without undergoing the full approval and authorisation procedures applicable to plant protection
products. Allowing the addition of stabilisers would place in the market products that have not been
specifically assessed within the framework of the basic substance approval and whose function is
comparable to that of co-formulants used in plant protection products.

Such an approach would create uncertainty regarding the composition of products placed on the
market and could result in products containing additional substances that have not been subject to an
appropriate evaluation. In our view, this would go beyond the original concept andintended scope of
basic substances and could undermine the distinction between basic substances and authorised plant
protection products.

For these reasons, we cannot agree with the proposed wording and consider that products based on
basic substances should be limited to the approved basic substance itself and, where appropriate, a
simple diluent.

Article 30 Provisional authorisations

Regarding Article 30 on provisional authorisations, we consider that it should be made explicit that
this procedure applies only to plant protection products that are themselves low-risk plant protection
products and not merely to products containing low-risk active substances. The low-risk status should
be demonstrated both at active substance level and at product level in order for the relevant provisions

to apply.
Subject to this clarification, we could accept the proposed approach, particularly considering that
Member States retain the possibility not to apply the provisional authorisation procedure.

Nevertheless, we would like to note that we remain uncertain as to whether the expected benefits
justify the introduction of an additional administrative procedure. In our view, its practical added
value and implementation should be carefully assessed.

Article 32 Duration

Authorisations shall be valid for an unlimited time if the plant protection product concerned contains
as active substances only low-risk active substances with unlimited approval periods.

We consider that the wording should be clarified to ensure that unlimited authorisations are granted
only to plant protection products that are themselves authorised as low-risk plant protection products
and not merely to products containing low-risk active substances.

This clarification is essential to ensure consistency throughout the text and to avoid extending the
benefits associated with the low-risk regime to products that have not been assessed and recognized
as low-risk at product level.

Article 33, paragraph 2, point (b)

Reiterating recital 10 comments
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We cannot support the proposed approach and consider it a red line.

As we have repeatedly underlined during the discussions, the authorisation of a plant protection
product in the European Union cannot be based on the concept of a single evaluation considering EU
as one authorisation zone. Significant differences exist between Member States between zones, even
within the same zone with regard to environmental and agronomic conditions, pest pressure, cropping
practices and, above all, the efficacy of plant protection products. These differences require an
appropriate scientific assessment at zonal level and cannot be adequately addressed through a single
zonal evaluation. Such an approach could compromise the quality of the assessment and does not
adequately reflect the substantial differences between Member States within each authorisation zone.

For these reasons, we cannot support the proposed amendment.

Article 40 Mutual recognition
We cannot support the proposed approach and consider it a red line.

See comments for article 33.

Article 43a Targeted reassessment of authorisation

Our comments on Article 43a are closely linked to our reservations regarding Article 18a and the
introduction of the targeted reassessment system for active substances. As already indicated, we are
not yet convinced of the added value and practical implementation of this new mechanism.

Consequently, the necessity and usefulness of Article 43a depend largely on whether the approach
set out in Article 18a is ultimately retained.

(33a) In Article 53, paragraph 1, a third subparagraph is inserted:
We cannot support this provision and consider it a red line.

The purpose of the proposed amendment is unclear, and we do not understand its legal basis or the
problem it is intended to address. Further clarification is needed regarding its practical application
and its relationship with the existing provisions of Article 53 of Regulation (EC) No1107/2009.

Article 53 provides for the granting of emergency authorisations by each Member State on the basis
of its own assessment of the specific emergency situation and the particular national circumstances.
The decision of one Member State cannot and should not influence or serve as the basis for the
decision of another Member State, even where both belong to the same zone. The proposed wording
introduces legal uncertainty as to the respective responsibilities of Member States and could
undermine the principle that emergency authorisations remain a national competence based on a case-
by-case assessment. As currently drafted, we do not see the added value of this provision and cannot
support its inclusion.

Article 59 Data protection

The proposed procedure cannot be supported at Member State level, as it would require authorities
to verify any data protection claim made by the applicant at the level of each individual test and study
report. Similar approaches have proven extremely difficult to implement in the past and we see no
indication that such a system would function effectively in practice.

Regarding the proposed EU database, we recognize that, in principle, the creation of a central database
for protected studies could be a useful initiative. However, we have serious concerns about its
practical implementation. The proposal would place an additional administrative burden on Member
States, which would be required to enter and maintain information on individual studies within strict
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deadlines. Furthermore, there is considerable uncertainty regarding the development, availability and
operational readiness of such a database.

For these reasons, we maintain serious reservations on the proposed provisions.

2) REGULATION (EC) 2017/625 (OCR) (PLANT HEALTH ISSUES)

With regard to (a) the provisions on Plant Health Sector and (b) the use of the Common Health Entry
Document (hereinafter CHED), we can support the Presidency’s compromise text.

skoksk
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SPAIN
ESPANA

SPANISH POSITION TO PDCY COMPROMISE TEXT (11412/26)

REGULATION 1107/2009

The critical aspects of the proposal, which should constitute red lines for Spain, are as follows:

1) Prioritisation of biocontrol substances and products containing low-risk active

substances: We support the prioritisation of innovation, but not solely for biocontrol/low-risk
active substances. Our farmers must have access to the most innovative, sustainable, and
genuinely effective plant protection tools in the shortest possible timeframe. However, the
Commission’s proposal focuses on the approval of biocontrol active substances, despite
evidence that these are not always low-risk nor, in many cases, effective. Therefore, new
solutions must be prioritised regardless of whether their origin is biological or not.
Additionally, we consider that prioritising biocontrol/low-risk solutions in this manner could
lead to a shortage of "traditional" plant protection products, which remain essential as a last
resort within integrated pest management (IPM).

SPECIFIC REDACTION PROPOSAL FOR THIS POINT:

- Modification in recital 7:

(7) For the same purpose, the evaluation of applications for approval of new suech-bioecontrol

active substances, never approved before at European level, and for the authorisation of

plant protection products containing them enly-towrisk-active-substances should be given

priority to ensure timely crop protection from existing pests and diseases.

- Modification of article 5:

(4) Article 5
First approval The first approval shall be for an unlimited a period not exceeding 45 20

years, except for: low-risk active substances for which the period shall be unlimited.

- Modification of article 7, with two redaction alternatives:

(5) in Article 7, paragraph 1 is replaced by the following:
) [.]
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By way of derogation from the first subparagraph, applications for the approval of
bioeontrolsubstaneces active substances never before approved at European level
shall may—be submitted to the Authority which shall assume the duties of the
rapporteur Member State.,
Or

(5) in Article 7, paragraph 1 is replaced by the following:

(0)[.]

By way of derogation from the first subparagraph, applications for the approval of
biocontrol-substanees active substances never before approved at European level
shall may—be submitted to the Authority which shall assume the duties of the
rapporteur Member State. For biocontrol active substances the applications may be
submitted to the Authority, which could assume the duties of the rapporteur Member
State;

- Modification article 11. with two alternatives:

(6) Article 11 is amended as follows:

(6) Article 11 is amended as follows:
(a) the following paragraph la is added:
‘la. The rapporteur Member State shall give priority to the assessment of applications
for approval of bieeentrol active substances never before approved at European

level.

- Modification article 37.6, with two redaction alternatives:




2)

or

(23)New-in Article 37, the following paragraphs 5—6-and-7 are added to-Articte37:
6. The Member State examining the application shall give priority to the processing of
applications for plant protection products containing as active substances only btecontrol

tow-risk active substances never before approved at European level.

Target reassessment: Articles 18a (for active substances), 43a (for products): the so called
“targeted reassessment”. The new Article 18a and its targeted reassessment of selected active
substances—together with the review of products containing them (Article 43a)—generate
additional workload. Under the current framework, the workload and timelines for
substance/product reviews are clearly defined. However, the scope, timing, and added burden
of the targeted reassessment under Article 18a remain undefined, rendering it impossible to
guarantee our capacity to accommodate this new workload.

The purported reduction in administrative burden resulting from the unlimited approval of
low-risk active substances—and the absence of review for authorisations of products
containing them—is debatable. In practice, few active substances are approved without data
gaps, critical areas of concern, or other uncertainties, meaning very few would qualify for

unlimited approval.

From the Spanish perspective, this undermines the proposal’s alleged simplification.

Since these two new articles were introduced to accommodate the comments of Member
States who were dissatisfied or worried about the unlimited approvals initially proposed (for
active substances that were neither Candidates for Substitution nor approved as a result of the
exception in Article 4.7 or with other problems detected during the renewal/approval), we
believe that, as unlimited approvals are now limited to low-risk substances, it is no longer
necessary to maintain this reassessment work program. Furthermore, the safeguards for the
protection of human and animal health and the environment will not be diminished because

we always have Article 21 to review approvals should there be any indication of a problem.

SPECIFIC REDACTION PROPOSAL FOR THIS POINT:

-  Withdraw articles 18.ay 43.a

114 ticlo ]S isi L
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3) Data protection (Article 59.6 a and b): Regarding data protection, we consider that these
provisions will significantly undermine innovation by undertakings, as their rights are not
sufficiently protected—particularly in the case of minor uses. Furthermore, they will impose
an additional administrative burden on Member States, which are required to upload the
relevant information to the future EU platform within a maximum period of three months.
This new obligation reinforces the perception that the Commission’s proposal does not
genuinely pursue simplification but instead introduces further requirements and tasks for
Member States.

SPECIFIC REDACTION PROPOSAL FOR THIS POINT:

-  Withdraw all modification included in the Omnibus for article 59:
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REGULATION 1831/2003

Spain could accept the latest text presented at the AGS meeting on 9 July with regard to the
amendments to Regulation (EC) No 1831/2003.

Nevertheless, Spain supports the comment made by Austria during the meeting, that Article

16(2)(b) runs counter to the objective of simplification.

We have recently received comments from the sector on this provision and, after analysing

them, we have reached the same conclusion.

We regret not having raised this issue at an earlier stage.

In our view, and in line with Austria's position, the obligation to indicate the manufacturer on
the label, where it differs from the operator responsible for the labelling, merely creates

additional administrative burdens without providing any tangible benefits.

This information is not required under the current legislation, and its absence has not resulted

in any reduction in the safety or traceability of products placed on the EU market.

skeksk
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ITALY
ITALIA

Please find below Italy’s comments with reference to the Irish Presidency's compromise
proposal contained in document st11412/26 and, in particular, to the amendments concerning
Regulation EC 1107/2009.

1. We are very pleased that a reference to risk management measures and enforcement techniques
has been included in Article 4(1) and (3). We attach the utmost importance to this provision. This
amendment recognises the role of safeguard played by the most modern technologies — reference is
made to precision farming techniques - to minimise the impact on the environment of the active
substances. In addition, this improvement ensures consistency with overarching European policies
on innovation.

2. More broadly, we regret that in the current compromise most benefits continue to be in favour of
low-risk substances. We would have preferred to see a comparable level of ambition extended to
conventional substances and products. That being said, we consider this text to represent the
absolute floor, below which we cannot support any further dilution of the simplification measures.
3. We believe that the amendment introduced to Article 53(1) represents a step in the right
direction, ensuring greater responsiveness in phytosanitary emergency situations and providing
meaningful simplification for Member States and operators alike. We therefore thank the
Presidency for introducing this key element, which remains a political priority for our delegation.
Consequently, it is essential for us that emergency derogations remain part of the simplification
package, as the time factor in phytosanitary emergencies is often decisive to ensure the continuity of
agricultural production and effectively address farmers' needs. In our view, this does not lower the
level of protection but rather makes it possible to avoid the duplication of administrative procedures
and to facilitate a more timely and balanced response within the internal market. While we would
have preferred more explicit and ambitious language, in a spirit of compromise, we can support the
current wording.

At the same time, we would like to signal at this stage that Italy cannot grant the same flexibility to
other parts of the Omnibus X Simplification Package. This applies, in particular, to any attempt to
reopen the balance achieved in COREPER on 27 May regarding maximum residue levels of
pesticides (MRLs). The current wording already represents a major compromise for Italy; any
potential weakening of the text corresponds to a red line.

skoksk
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CYPRUS
KYPROS

Cyprus interventions on the AGS meeting on 9 July for OMNIBUS X

First round

From Cyprus' perspective, and in the spirit of compromise, we can support the amendments proposed
by the Irish Presidency, in regarding:

- the risk management measures;

- the possibility of shorter renewal periods where there are uncertainties;

- the clarification of the criteria for targeted reassessments;

- the mandate for EFSA to carry out reviews where necessary;

- the removal of the delayed application; and

- the alignment of the approval periods for already approved biocidal active substances with the new
approval durations.

We consider that these changes bring a satisfactory balance of simplification.

Second round

Overall, we consider that most of the amendments in the proposed text are moving in the right
direction and can deliver meaningful simplification.

However, we still have serious reservations about the wording on the derogations for emergency
authorisations under Article 53, as it leaves room for different interpretations. We are concerned
that this could lead to inconsistent application and, potentially, to an abuse of the derogation. We
would like to recall that Article 53 establishes an exceptional derogation, which may only be applied
in duly justified emergency situations and under the strict conditions laid down in the Regulation.
Any amendment that could be interpreted as broadening the scope of this derogation would risk
undermining the high level of protection of human health and the environment that Regulation (EC)
No 1107/20009 is intended to ensure.

We should therefore exercise particular caution when introducing any changes to this provision. The
proposed wording, whereby "another Member State from the same zone may grant the same
emergency authorisation based on that detailed information,” could be interpreted as allowing
Member States to rely on another Member State's assessment without independently verifying that
the exceptional circumstances required by Article 53 are genuinely met in their own territory.

If a Member State authorises the use of products containing hazardous substances in the absence of a
genuine emergency or without sufficient justification of the specific threat, the consequences may
extend beyond its own borders, creating unnecessary risks to human health, biodiversity and the
environment. The exceptional nature of Article 53 should be fully preserved and each Member State
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will remain responsible for verifying that all legal conditions for granting an emergency authorisation
are satisfied.

I would like to briefly share the approach we follow in Cyprus. Requests for emergency authorisations
are examined by a dedicated committee, which assesses each application against the criteria set out
in the Commission's SANTE guidance document on emergency situations under Article 53 of
Regulation (EC) No 1107/2009.

In addition, the committee takes into account a number of national criteria, including:

- whether an application has been submitted through the mutual recognition procedure for an
authorisation granted by another Member State in the same southern zone

- the regulatory status and evaluation history of the active substance at EU level, for example whether
it is approved, withdrawn or still under assessment

- the relevance of the request in the context of Integrated Pest Management measures under the
Sustainable Use Directive

- the impact on risk, taking into account Harmonised Risk Indicator 2 and

- the specific agricultural, environmental, economic and social conditions in Cyprus.

Because all these elements need to be considered together, every request under Article 53 is assessed
on a case-by-case basis.

Different Member States within the same zone may have authorised alternatives available to address

the same plant health problem, and therefore they might not need to provide a derogation.

For this reason, we believe that the fact that another Member State in the same zone has already
granted an emergency authorisation could certainly be considered as an additional criterion during
the assessment. However, we think it should not be included in the legal text, as proposed in the

compromise, or the proposed text could be changed for better clarity.

skoksk
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HUNGARY
MAGYARORSZAG

Hungary acknowledges the efforts of the Irish Presidency to find a balanced approach between the
different views of the Member States on the proposed amendment of Regulation (EC) No
1107/20009.

However, we would like to stress that our common interest is to create rules that aim for real
simplification to the greatest extent possible.

Background:
The Cyprus Presidency compromise proposal set out a concept for the application for the issuance

or amendment of a pesticide authorisation under Article 33(2)(b) that only a single Member State
needs to be invited to carry out an evaluation for products containing low-risk active substances
already on the market, after which the authorisation will apply to all zones of the entire EU.

The latest Irish Presidency proposal would extend this simplification of the evaluation to all newly
developed active substances, not just to low-risk active substances.

A further amendment appears in the proposal to simplify Article 40(1)(c), according to which it is
sufficient that one selected Member State carries out the evaluation of all newly developed active
substances within the framework of the mutual recognition procedure, regardless of zones, for the
entire EU, and not only for products containing biological or low-risk active substances.

In this context, we would like to ask the following:
In the case of Regulation (EC) No 1107/2009, some questions have arisen regarding the proposed
text, for which we would like to seek clarification.

Our question is that the benefits of simplifying the evaluation of plant protection products would be
applicable to

. all newly developed active substances, regardless they are of biological, low-risk or
chemical origin,

. while in the case of active substances already on the market, only the evaluation of
products containing low-risk active substances is simplified?

Please clarify this.

skoksk
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NETHERLANDS
NEDERLAND

NL comments follow-up to the AGS of 9 July — Food & Feed

Regulation 396/2005

With regards to Regulation 396/2005, the Netherlands has some serious concerns. As indicated in
several Council Working Groups and the Permanent Representatives Committee on 27 May 2026,
these concerns regard the Presidency Proposal amending Article 14 paragraph (2). From our point
of view, the preferred way forward would still be to refrain from any major changes of the current
procedures in this Regulation, until the general Impact Assessment (initiated under the Vision for
Agriculture and Food) has been finalized. Otherwise, it is impossible to reflect the actual impact of
such significant amendments — i.e. including weighing the full range of negative impacts to the EU.

However, we very much appreciate the efforts to enhance simplification of EU legislation, also in
case of food and feed safety, and we are also willing to work towards a compromise text. Therefore,
we would like to submit the following suggestions:

Recital (27)
(27) Regulation (EC) No 396/2005 sets the procedure for defining maximum residue levels

(“MRLs”) of pesticides in or on food and feed of plant and animal origin. In the Vision for
Agriculture and Food, the Commission announced it would pursue a stronger alignment of
production standards applied to imported products, notably on pesticides and establish the principle,
in compliance with the EU‘s international obligations, that the most hazardous pesticides banned in
the EU for health and environmental reasons should not be allowed back to the EU through
imported products. To advance on this, the Commission has launched in November 2025 a study to
prepare an impact assessment that will consider the impacts on the EU’s competitive position and
the international implications. On this basis the Commission may, if appropriate, propose
amendments to the legal framework, including to Article 14 of Regulation (EC) No 396/2005. In
the meantime, the procedure for setting out MRLs in Regulation (EC) No 396/2005 should already
be amended to provide that, for substances that are not approved in the Union and that have certain

particularly hazardous properties, have negative effects-on-honeybees or accumulate in
unaceeptable levels-in-groundwater, MRLs that have been set based on good agricultural

practices in third countries or Codex maximum limits sheuld shall be reconsidered and
accordingly set at the limit of quantification (technical zero), if appropriate based on a prior impact
assessment. The decision on setting or lowering MRLs should take into account, in addition to the
risk assessment of the Authority, an assessment of the impact on the food and feed chain in the
Member States, in compliance with international obligations, in particular the General Agreement
on Tariffs and Trade 1994 and the Sanitary and Phytosanitary Measures Agreement.

Article 14 is amended as follows:
(a)  Inparasgraph(2);-a new subparagraph (2a) is insertedisadded:
-2a. By way of derogation from paragraph 2, point (e), where the active substance
has one or more of the properties set out in points 3.6.2 to 3.6.5, 3.7.1 to 3.7.3,
and 3.8.2 of Annex II to Regulation (EC) No 1107/20095-e¥-dees-not meet
eriteria 383 or 3-10-ef that Annex, according to the latest available
evaluation under Regulation (EC) No 1107/2009 or to a specific evaluation in
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accordance with Article 43 of this Regulatmn—éE@—Ne%%@GOé a MRL that

feveked—aﬁd shall be _m set in accordance with
Article 18(1)(b) or Article 16 H-eonsidered-appropriate-in-thelight-of the
outeome-ofan of this Regulation based on a prior impact assessment, -
assessment of the impact on the food and feed ch:in i the \Member States,
in compliance with international obligations, tn particular the General

By derogation from the duration foreseen in Article 14(1), the Commission
shall submit to the Committee referred to in Article 45(1) the resulits of the
impact assessment and, where appropriate, the draft Regulation, without
delay and at the latest within six months after:

(i) an evaluation under Article 43 of this Regulation _

substance meets-one-or more-of the properties referred-to-in-the first

subparagraph; or

(ii)  the expiry of the maximum grace period established at the adoption
of a Regulation under Regulation (EC) No 1107/2009 non-approving,
non-renewing or withdrawing the approval of an active substance
meeting one or more of the properties or criteria referred to in the
first subparagraph.

This paragraph shall not apply to MRLs for products on which uses of

plant protection products containing the active substance are authorised

in the Union in accordance with the derogation set out in Article 4(7) of

Regulation (EC) No 1107/2009.’;

In addition, transitional measures are proposed for products that met the old Maximum Residue
Limits (MRLs). As a result, such products, which are already in the distribution chain or have at
least been stored with a view to sale on the EU market, may remain on the market for a certain
period in order to prevent food waste. The compromise proposal has added that storage may also
take place in a third country. When products enter the Union, they must comply with the legislation
in force at that time, otherwise it is not enforceable at border controls.

The Netherlands wishes to express its concerns that the current proposal creates inherent risks for
the EU and calls upon the European Commission to publish the aforementioned general Impact
Assessment as soon as possible, and to use its results to fully revise Regulation (EC) No 396/2005
accordingly.

Regulation 1107/2009

The Netherlands considers it in regards to Regulation 1107/2009 very important that the level of
protection for humans, animals and the environment is maintained, but is not yet convinced that this
will be the case on the basis of the current compromise text.

The Netherlands therefore wishes to press for the establishment of a European early-warning

system to collect scientific literature and monitoring data. By having such a EU vigilance system in
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place, it would be clear if the last EU-assessment of the active substance still complies with the
latest state of scientific knowledge. This would not only streamline the procedure for product
applications, but also ensure a higher (legal) predictability for both authorities and applicants and
would ensure a level playing field across member states.

The establishment of such early-warning system could be ensured by including the following text
(preferably in article 18a):

The Commission shall mandate the Authority to periodically review relevant scientific literature
and, if available, monitoring data on the safety of all approved and notified active substances. The
Authority shall report its findings to the Commission and the Member States for consideration.

Furthermore, the proposed changes aimed at facilitating the access to the market of products
containing only substances which have not been approved before a certain date should be reversed.
Instead of facilitating market access, these changes are expected to lead to less efficient assessments
for new substances to which the standard assessment methodology applies (i.e., non-biocontrol and
non-low risk), as the assessment relevant for each of the zones will still need to be performed and
the expertise to do so is limited to member states within each of the zones. This concerns the
proposed changes to Article 33(2)(b): authorisation or amendment of authoristation and Article
40(1)(c): mutual recognition).

Regulation 528/2012

Finally, in regards to Regulation 528/2012, the Netherlands is of the opinion that the proposed
measures do not provide sufficient safeguards for the protection of human health, animals, and the
environment, and may in fact have a negative impact.

A specific concern is that the periodic assessment of substances (at EU level) is extended to every
15 or 25 years, while simultaneously maintaining the periodic assessment of biocidal products at
Member State level every 10 years. This increases the workload for national assessing authorities,
as they must incorporate the most recent available knowledge, rather than this being done at the
substance level by the EU. This also leads to reduced harmonisation within the Union and higher
burdens on industry.

Instead, the Netherlands strongly prefers strengthening Article 15 by including a mandate for the
European Commission to task the Agency with conducting a periodic review of new scientific
literature and monitoring data. This would enable a faster and more effective incorporation of new
scientific insights and enhance harmonisation within the Union.

skeksk
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AUSTRIA
OSTERREICH

Austrian questions and comments regarding Omnibus X
—10 July 2027

ad Regulation (EC) No 396/2005 (Doc. 11412/26):

explanations of AT positions, outstanding issues and and questions

Article 14 (2a)
Why does AT support retaining an explicit appropriateness safeguard in Article 14(2a)?

AT supports retaining an explicit appropriateness safeguard to ensure that an MRL 1s lowered
or newly established only where this is considered appropriate on the basis of the preceding
specific impact assessment. This should be done in accordance with recitals (27) and (29a):
... @ MRL may be set in accordance with Article 18(1)(b) or Article 16 of this Regulation,
where considered appropriate in light of the outcome of a prior impact assessment.”

Why is it essential from AT’s perspective to clarify the interplay between Regulations (EC)
No 396/2005 and No 1107/2009?

From AT’s perspective, it is essential to clarify the interplay between Regulation (EC) No
396/2005 on maximum residue levels of pesticides and Regulation (EC) No 1107/2009
concerning the placing of plant protection products on the market.

In this context, we would once again like to refer to the outstanding questions (see AT
comments following the AGS of 29 May 2026; Doc. 7796/26; see questions below).

Why does AT attach particular importance to the presentation of an impact assessment or
the inclusion of an evaluation clause?

AT reiterates its call for the presentation of an impact assessment or the inclusion of an
evaluation clause.

AT attaches particular importance to the presentation of an impact assessment in order to
appropriately evaluate the effects of a closer alignment of production standards on consumers,
fair conditions of competition, national enforcement, control and monitoring systems,
resource requirements, as well as agricultural, environmental and trade policy aspects.
Alternatively, with regard to Regulation (EC) No 396/2005, AT would welcome a declaration
of intent by the European Commission confirming the submission of an impact assessment
for publication, the results of which would be examined by the Council and the European
Parliament with regard to the appropriateness of further measures, including possible
amendments to the legal framework.

Questions concerning the new subparagraphs in Article 14(2) of Regulation (EC) No
396/2005:

Which active substances are affected, what is the status of their approval in third countries,
what EFSA monitoring data is available for these active substances, and what is the origin of
the products containing residues - including the active substances covered by the proposed
exemption under Article 4(7) of Regulation (EC) No 1107/2009?

What criteria will be established for the specific impact assessment? Will a Guidance
Document be drawn up for this purpose?

Could maximum residue levels that exceed the ‘technical zero’ also be set under the
circumstances referred to in Article 16 of Regulation (EC) No 396/2005?

35



Could authorised active substances referred to in Article 4(7) of Regulation (EC) No
1107/2009 which do not meet the criteria set out in points 3.8.3 or 3.10 of Annex II of
Regulation (EC) No 1107/2009 be set at ‘technical zero’ under certain circumstances?

ad Regulation (EU) No 528/2012 (Biocides):

From AT’s perspective, the simplifications to the Biocidal Products Regulation do not go far
enough and do not achieve the objective of simplification. The objective is the rapid completion of
the work programme. To this end, AT proposes the following two measures:

1) AT calls for approval extensions renewals also for active substances that meet the exclusion
criteria or that are candidates for substitution.

These may be granted for shorter periods, in any case for 3, respectively 5 years. They are
necessary because the current approval periods of 5 and 7 years are too short. The reason for
this is that applications for renewal of active substance approvals must be submitted no later
than 550 days before the expiry of the approval.

If an active substance approval has been granted for 5 years, the renewal application must
already be submitted again after 3'% years.

There is only a short pause between the approval and the renewal application, and the
authorities have the active substance back on the table again. However, the authorities need
capacity to complete the work programme.

In most cases, no alternative active substances that would justify the short approval periods
are available within 3% years either.

2) AT calls for an extension of the possibility of derogation under Article 19(5) BPR so that
biocidal products can continue to be made available to the general public.

Due to chemical-law classifications of active substances, biocidal products may currently no
longer be made available to the general public by operation of law. Active substances are
continuously being classified under chemicals legislation.

An extension of the possibility of derogation is therefore necessary, at least for those active
substances whose chemical-law classification is based solely on oral exposure, since no
biocidal product is used orally.

Without an extension of the derogation, labour-intensive emergency authorisations or special
solutions, such as in the case of ethanol, will become necessary.”

oKk
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POLAND
POLSKA

POLAND’S COMMENTS ON THE OMNIBUS X SIMPLIFICATION PACKAGE

Article 1

Amendments to Regulation (EC) No 1107/2009

Point 9 (““Article 14 is replaced by the following:”)

PL positively assesses the possibility of establishing a shorter renewal period, as it provides
necessary flexibility.
However, PL would like to highlight the following concerns:

o the proposal does not specify the criteria or methodology for determining when a shorter
period should be applied and what its duration should be;

e it is unclear which types of concerns or uncertainties should lead to, for example, a 5-, 10-,
15- or 20-year renewal period;

o without clear and consistent criteria, similar cases may be treated differently, creating a risk
of unequal treatment and reduced regulatory predictability.

PL therefore considers that clear and transparent criteria should be established to ensure consistent
treatment of comparable cases.

Point 21 (“in Article 33, paragraph 2. point (b) is replaced by the following:™)

PL generally supports the proposed concept as a tool to promote new active substances and reduce

duplication of assessments.
However, PL would like to highlight the following concerns:

e Dbased on current experience, differences in requirements exist not only between zones, but
also between Member States within the same zone;

o this may lead to disputes concerning the quality and completeness of the assessment and
whether national conditions have been sufficiently taken into account;

e as aresult, the assessment process may become more complex and take longer, which could
ultimately delay the placing of a new plant protection product on the market.

Therefore, it is important to ensure an effective mechanism for involving other Member States and

addressing differences in national conditions during the assessment.

Point 24 (“Article 40 is replaced by the following:™)
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PL generally supports the proposed concept as a tool to promote new active substances, reduce

duplication of assessments and facilitate access to new plant protection products.

However, PL would like to highlight the following concerns:

differences in requirements, agricultural practices and environmental conditions exist not only
between zones, but also between Member States within the same zone;

this may lead to disputes concerning the comparability of conditions and whether the
assessment carried out by the reference Member State provides a sufficient basis for mutual
recognition in another zone;

as a result, the procedure may become more complex and take longer, which could delay the
placing of a new plant protection product on the market;

it should also be ensured that cross-zonal mutual recognition is based on an assessment which
has genuinely taken into account the conditions of all relevant zones.

PL therefore considers that the proposal should preserve sufficient safeguards to ensure that mutual

recognition does not rely on an assessment which is incomplete or not representative of the conditions

in the Member State concerned.

Point 33a (“In Article 53, paragraph 1, a third subparagraph is inserted:”)

PL generally supports the proposed direction as a tool to reduce duplication of work and facilitate a

rapid response to emergency situations.

However, PL considers the current wording insufficiently precise and would like to highlight the

following concerns:

an emergency authorisation granted by another Member State should not be automatically
replicated or treated as a simple mutual recognition of the original authorisation and its
conditions;

the competent authority should verify, in relation to its own territory, whether the emergency
situation actually exists, what its scale is, whether other reasonable means of control are
available and whether the proposed conditions of use are appropriate;

the same zone does not necessarily mean the same phytosanitary, agronomic or regulatory
conditions;

it should be clarified who may apply for such an authorisation in the second Member State
and what information or documentation should be submitted;

the meaning of “the same emergency authorisation” should also be clarified, in particular
whether the second Member State may adapt the conditions of use and risk mitigation
measures to its national circumstances.

PL therefore considers that the proposal should clearly preserve the responsibility of each Member

State to verify that the conditions of Article 53(1) are fulfilled on its own territory.
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Article 11

Amendment to Regulation (EU) 2017/625

Point 2

Poland maintains its proposal to amend Article 50(3) of the OCR by explicitly providing for the
possibility of splitting consignments subject to official controls under Article 44 of the OCR. This
amendment would eliminate legal uncertainty regarding the application of the OCR provisions and
ensure equal treatment of consignments regardless of the legal basis for their official controls. If, in
the PREZ assessment, such consignments may already be split without amending the legislation, we

kindly request that this clarification be included in the recitals.
Rationale:

The proposed Article 50(3) of the OCR provides that the possibility of splitting consignments applies
to goods referred to in Article 47(1) of that Regulation, i.e. goods regulated under Articles 72 and 74
of Regulation (EU) 2016/2031. However, it does not provide for the possibility of splitting
consignments of goods regulated under Article 73 of Regulation (EU) 2016/2031, which are subject
to official controls pursuant to Article 44 of the OCR.

Poland is of the view that the possibility of splitting consignments should also apply to goods
regulated under Article 73 of Regulation (EU) 2016/2031.

The explicit provision in the OCR stating that consignments subject to official controls under Article
47(1) of the OCR may be split leads to the interpretation that consignments controlled under other
provisions (i.e. Article 44 of the OCR), as well as consignments containing both goods controlled

under Article 47(1) and goods controlled under Article 44 of the OCR, may not be split.

The amendment proposed by Poland is intended to avoid legal uncertainty, ensure legal clarity, and
promote the uniform interpretation and application of the relevant provisions by Member States and

economic operators.

Drafting suggestion:

‘3. Consignments shall not be split until official controls have been performed and the Common
Health Entry Document (CHED) referred to in Article 56 has been finalised in accordance with
Article 56(5) and Article 57. However, in the case of consignments of plants, plant products and other
objects referred to in Article 47(1), points (c), (e) and (f) and/or in Article 44 (1), competent
authorities may request a split if the physical checks on parts of the consignment require more time
than those on the remaining part, allowing for the release of that remaining part for which official

controls have been completed.’
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Article 12

Entry into force and application

Point (a):

Poland opposes the deletion of point (a), which provides that the amendments to Regulation (EC) No
1107/2009 should apply 12 months after the date of entry into force of the Regulation.

In Poland’s view, the changes to the procedures for the placing on the market of plant protection
products introduced by the proposed regulation are so far-reaching that they require amendments to
national legislation governing the relevant administrative procedures. It is therefore necessary to
provide for an appropriate transitional period. Otherwise, these changes would lead to legal

uncertainty regarding the applicable procedures.

keskosk
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PORTUGAL

PORTUGAL

1)

2)

3)

4)

On article 4, we consider that the proposed addition is only relevant in paragraph 3, as risk
mitigation measures, by definition, relate exclusively to the use of plant protection products. It is
therefore not appropriate to refer to them in the context of compliance with the cut-off criteria laid
down in points 2 and 3 of Annex II to the Regulation. We therefore suggest the following
amendment to Article 4(1):

«4.1. An active substance shall be approved in accordance with Annex Il if it may be expected, in

the light of current scientific and technical knowledge ineludingrisk-nianagement meastives-and

applicationtechniques; that, taking into account the approval criteria set out in points 2 and 3 of
that Annex, plant protection products containing that active substance meet the requirements

provided for in paragraphs 2 and 3.»

We would like to recall our drafting suggestion for Article 46 (Grace period), which would provide
Member States with greater flexibility where the withdrawal is based on reasons other than safety
considerations:

«2. Where a Member State withdraws or amends an authorisation or does not renew it for other
reasons than those referred to in paragraph 1, it may set a grace period that shall normally not
exceed 6 months for the sale and the distribution and an additional maximum of 1 year for the
disposal, storage, and use of existing stocks of the plant protection products concerned ).»

We maintain a scrutiny reservation on the amendments proposed to Article 33. We do not fully
understand the purpose of the proposed amendments, their intended scope or their practical
implications. We would therefore appreciate further clarification, in particular regarding the
rationale for these changes.

We also maintain a scrutiny reservation on the amendments proposed to Article 53. At this stage,
we have reservations as to their added value compared with the current Regulation and would
welcome further clarification on the rationale for these changes.

oKk
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ROMANIA
ROMANIA

Reiteration in relation to the Irish Presidency proposal entering into negotiation on 9 July 2026 (WK 9779/2026 INIT, ST 11412/26) and
comparatively analysing the Cypriot Presidency text 10004/26 and 10004/26 COR 1.

With a view to the meeting of the Antici Group on Simplification (AGS) on 9 July 2026, Romania hereby reiterates the technical position previously

transmitted within the working groups, in relation to the compromise text presented by the Irish Presidency on 3 July 2026 (WK 9779/2026 INIT and

ST 11412/26).

The analysis shows that none of Romania's technical requests have been integrated into the Presidency compromise text. Romania calls on the

delegations and the Presidency to re-examine these proposals before the finalisation of the negotiating mandate with the European Parliament.

Article

IE Presidency proposal (9 July 2026)

Romania's position (reiterated)

Justification

Article 4(7) — the
notion of 'serious

danger to plant

The Presidency text of 3 July 2026 (ST 11412/26,
Article 1(3)(c)) leaves the wording of Article 4(7)

unchanged: an active substance may be approved for a

Romania reiterates its proposal to supplement Article
4(7) by clarifying that the notion of 'serious danger to

plant production' includes recurrent and structural

The absence of an explicit legal definition of 'serious
danger' maintains the legal vulnerability of the repeated

authorisations granted under Article 53 in 2019-2024 to

risk-benefit balancing

mechanism

new Article 4(8) and contains no comparative risk-
benefit assessment mechanism at the level of approval
or renewal of active substances. The discussion rounds

proposed by the Presidency for the AGS meeting

under which an active substance may be approved or its
approval renewed where non-approval would have a
disproportionate negative impact on agricultural

viability, food production or food security compared to

production’ maximum of five years where necessary to control a damage caused by endemic soil pests in specific control the soil pest Tanymecus dilaticollis, specific to
serious danger to plant health or plant production that biogeographical regions of the Union, where pest the steppe region present exclusively on Romanian
cannot be contained by other reasonable means. The densities systematically exceed the Economic Damage territory within the Union. The proposal does not alter
Presidency's changes to Article 4 are limited to Threshold and no effective alternative plant protection the approval thresholds or criteria; it clarifies a notion
paragraphs (1) and (3) (reference to innovative methods are available, as demonstrated by multi-annual | already present in the Regulation.
application techniques); paragraph (7) is not amended. phytosanitary monitoring data.

New Article 4(8) — The 3 July 2026 compromise text does not introduce a Romania reiterates its proposal for a new Article 4(8), The principle of proportionality (Article 5 TEU), read

together with the food security objectives of Article 39
TFEU, requires assessment of the disproportionate
impact of non-approval or non-renewal decisions. The

mechanism is distinct from the Article 4(7) derogation,
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Article

IE Presidency proposal (9 July 2026)

Romania's position (reiterated)

Justification

(renewal, reassessment, EFSA mandate) do not address

this point.

the risks to human health, animal health or the
environment, provided that appropriate risk mitigation

measures are applied.

as it applies to renewal or review procedures rather than

situations of immediate danger.

Article 11(1a) —
coordination of the
rapporteur Member

State with unique

The wording of Article 11(1a) in the 3 July 2026 text
remains the one agreed under the previous Presidency:
the rapporteur Member State gives priority to the

assessment of applications for biocontrol substances.

Romania reiterates its proposal to supplement Article
11(1a) so that, where the intended use of an active
substance concerns biogeographical regions with

pedoclimatic conditions not represented in the

Romania hosts five of the Union's eleven
biogeographical regions, including the steppe region,
present exclusively on national territory. National

research institutes (INCDPP, INCDA Fundulea, the

biogeographical No obligation to coordinate with Member States whose | rapporteur Member State's test conditions, that Member | ASAS research stations) hold monitoring data for these
regions territory includes biogeographical regions not State is required to coordinate with the Member States regions that are not currently formally used in the
represented in standard test conditions has been whose territory includes those regions. Union authorisation procedure.
introduced.
Article 29(3) — Article 29(3) is not among the articles amended by the 3 | Romania reiterates its proposal to supplement Article Annex [, read together with Article 3(17), places

mandatory testing in
regions with specific
pedoclimatic

conditions

July 2026 compromise text. The current requirement for
tests 'representative of the predominant conditions in

the area of use' remains unchanged.

29(3) so that, where the intended area of use includes
biogeographical regions with specific pedoclimatic
conditions not represented in the tests conducted by the
rapporteur Member State, supplementary efficacy and
risk data collected under the conditions of those regions
are required, and taken into account both in the
authorisation decision and in the mutual recognition

procedure under Article 40.

Romania and Germany in the same Zone B, although
pedoclimatic conditions are fundamentally different.
Where the alternative proposed for a withdrawn
substance has not been tested under the conditions of
the replacement region, the scientific basis for

substitution remains incomplete.

Article 49 — treated
seeds; qualification of

sowing as a 'use’

Article 49(1) of the 3 July 2026 compromise text keeps
the wording under which the treatment of seeds, as well
as the sowing of treated seeds, 'constitutes a use of a
plant protection product' - a position Romania opposed
at the AGRIFISH meeting of February 2026. The 9 July
2026 text does not introduce the paragraphs (3)(a) and

Romania reiterates its position that the treatment of
seeds and the sowing of treated seeds do not constitute a
use of a plant protection product, together with its
proposal for a new paragraph (3)(a) allowing Member
States not to prohibit treated seeds placed on the market

under a derogation granted pursuant to Article 2 of the

Amending the implementing regulations is a necessary
legal consequence of introducing Article 49(3)(a),
under the principle of effet utile. The Court of Justice
ruling in Case C-162/21 (Pesticide Action Network, 19
January 2023) excluded reliance on Article 53 for

substances whose use is restricted by Union-level acts,
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Article

IE Presidency proposal (9 July 2026)

Romania's position (reiterated)

Justification

(3)(b) proposed by Romania and does not provide for
any amendment to Implementing Regulations (EU)

2018/783,2018/784 and 2018/785.

implementing regulations, where that derogation is
based on a documented and systematic exceedance of
the Economic Damage Threshold for endemic soil pests
in officially delimited areas. Romania also reiterates its
proposal for a new paragraph (3)(b) amending
Implementing Regulations (EU) 2018/783, 2018/784
and 2018/785 accordingly.

which makes an alternative structural legal route

necessary.

Article 53 —
emergency
authorisations for seed

treatment

In the 3 July 2026 text (ST 11412/26, point 33a), the
Presidency introduced a new third subparagraph to
Atrticle 53(1), under which another Member State from
the same zone may grant the same emergency
authorisation on the basis of the detailed information
transmitted. This amendment addresses mutual
recognition of emergency authorisations between
Member States of the same zone and does not address
the specific legal issue raised by Romania in relation to

seed treatment following Case C-162/21.

Romania reiterates its proposal for a new Article
53(1a), allowing Member States to grant emergency
authorisations for seed treatment uses of active
substances covered by Implementing Regulations (EU)
2018/783, 2018/784 and 2018/785, where officially
delimited areas show a documented systematic
exceedance of the Economic Damage Threshold, no
effective alternatives are available, and the use is

strictly limited to seed treatment.

The new mutual-recognition provision introduced by
the Presidency resolves a distinct administrative issue
but does not remove the legal vulnerability created by
Case C-162/21 for the emergency authorisations
granted by Romania in 2019-2024 for seed treatment.
The paragraph proposed by Romania is complementary
to Article 49(3)(a)-(b): it provides a temporary
emergency route, limited to 120 days, pending

implementation of the structural mechanism.

koksk
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SLOVENIA
SLOVENIJA

Slovenia would like to thank the Presidency for its intensive work and for preparing a compromise
text. However, Slovenia still has concerns about two issues:

First, on MRLs, the current compromise text still allows MRLs above the limit of quantification
(LOQ) for active substances that are not approved in the EU. We believe that this approach does not
provide a sufficient level of consumer protection and does not create equal conditions for EU
farmers.

Second, regarding genetically modified microorganisms (GMMs), Slovenia considers that the
proposed provisions are not sufficiently clear and precise. In particular, the requirements for the
removal of GMMs are not defined clearly enough, which could create difficulties for
implementation and enforcement. The key criteria should be set out in the Regulation itself.

In addition, Slovenia would like to provide the following written comments in response to the
Presidency's questions discussed during yesterday's meeting.

FIRST ROUND — Balance between simplification and safeguards
Slovenia considers that the proposed changes do achieve a satisfactory balance.
Risk-management clarifications (Art. 4) do not lower safety standards.
Shorter renewal periods in case of uncertainties (Art. 14) fit our precautionary approach.
Targeted reassessment (Art. 18a) ensures rapid integration of new scientific evidence.
Allowing the Commission to mandate EFSA reviews (Art. 21) strengthens scientific
consistency.
Removal of delayed application is acceptable.

SECOND ROUND - Sufficiency of simplification

Slovenia considers the second-round measures to bring sufficient simplification.

The one-zone approach for low-risk substances is acceptable with pedoclimatic
considerations.

Mutual recognition for newly approved substances is useful if products are actually on the
market in the reference MS.

Slovenia strongly supports the removal of tacit agreement.

Emergency derogations must remain strictly limited to genuine emergencies.

skeksk
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SLOVAKIA

SLOVENSKO

Concerning recitals we have comment on recital 4 - we propose to add wording "provided
they are not candidates for substitution" to the amended text, just as stated in Articles 33
and 40 and in accordance with recital 10.

One-zone approach for low-risk active substances (Article 33(2)(b)) — SK supports the
proposed approach, but we see the inconsistency with recital 10 and we propose to replace
words “active substances not yet approved in the Union” with “that have not been
approved in the Union at”, as stated in Article 40 for mutual recognition.

Mutual recognition based on a one-zone approach for newly approved substances (Article
40(1)(c)) — SK supports the proposed approach, but we see the inconsistency with the
zonal approach. If a one-zone approach for low risk active substances is introduced for a
zonal application, we propose that this should also be applied for mutual recognition.

Abolition of tacit consent (Article 37(5) and 42(3); recital 10 and 10a) — SK fully suports
deletion of tacit agreement.

Emergency authorisations - exemptions for 120 days (Article 53(1)) — we support the
positive changes in Article 53, however, it’s not enough and we have doubts that the change
proposed by the Presidency will bring the desired simplification and benefit to plant
protection practice. We propose a technical discussion on this article and recall that we have
already submitted a proposal for amendment to Article 53, which was supported by some
other Member States.

Proposal for change of Article 53:
Article 53
Emergency authorisation
1. By way of derogation from Article 28, a Member State may authorise, for a period not
exceeding one growing season for a specific crop/pest/disease combination,

1. the placing on the market and use of plant protection products, not authorised in

a member state,
2. the use of authorised plant protection product beyond the scope of existing
authorisation,

3. the placing on the market and use of treated seeds or plant propagating material
if such measure appears to be necessary due to danger which cannot be contained by any
other reasonable means, taking into account the possible resistance.
2. Emergency authorisation pursuant to paragraph 1 may also apply for the use of the
plant protection products for which the conditions of approval of the active substance
contained in the plant protection product do not allow authorisation such use pursuant to
Article 28.
3. In case of emergency authorisation pursuant of paragraph 2 risk reduction measures and
consumer risk assessment shall ensure an acceptable risk to human health and the
environment.
4. The Member State concerned shall in 30 days from issuing of emergency
authorisation inform the other Member States and the Commission of the measure taken,
providing detailed information about the agronomic situation and any measures taken to
ensure consumer and environmental safety.
5. A Member State may grant an emergency authorization for a specific
crop/pest/disease based on an emergency authorization issued by another Member State in the
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same zone, provided that the occurrence of the pest or disease for which the authorization was
granted has been confirmed.

6. The Commission may ask the Authority for an opinion, or for scientific or technical
assistance.

The Authority shall provide its opinion to the Commission within 1 month of the date of the
request.

7. If necessary, a decision shall be taken, in accordance with the regulatory procedure
referred to in Article 79(3), as to when and under what conditions the Member State:

(a)  may or may not extend the duration of the measure or repeat it; or

(b)  shall withdraw or amend its measure.

8. Paragraphs 1 to 6 shall not apply to plant protection products containing or composed
of genetically modified organisms unless such release has been accepted in accordance with
Directive 2001/18/EC.

Article 59 and data protection - SK request following change of the Art.59 para 6:

6. The period of data protection shall be 13 years starting from the date of the authorisation
in the first Member State granting an authorisation based on a dossier including the test or
study report. That period is extended to 15 years for plant protection products covered by
Article 47.

keskosk
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FINLAND
SUOMI

Finland wants to thank the Presidency for their hard work with the compromise text.

Finland can support the compromise text. However, we would like to note that the text does
not provide the best possible basis for the trilogues, particularly regarding the approval
periods for active substances of plant protection products and the stringency of the
maximum residue limits. We would also like to express our support for the valuable
amendment proposals put forward by Germany.

keskosk
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SWEDEN
SVERIGE

Please find below comments from Sweden following the Antici meeting 9 July on Regulation (EC) 1107/20009,
as part of Omnibus X on Food and Feed Safety

(text proposals indicated in bold underlined)
Article 4.1 and 4.3
Sweden considers the proposed clarification to be justified. However, we suggest adding the word

“realistic” in Article 4.1, as is already the case in Article 4.3. We also consider that it should be
clarified that the term “technical knowledge” is the element intended to be further specified.

‘1. An active substance shall be approved in accordance with Annex Il if it may be

expected, in the light of current scientific and technical knowledge, ineluding which

includes realistic risk management measures and application techniques, that, taking

into account the approval criteria set out in points 2 and 3 of that Annex, plant
protection products containing that active substance meet the requirements provided
for in paragraphs 2 and 3.’

(b) the chapeau of paragraph 3 is replaced by the following:

‘3. A plant protection product, consequent on application consistent with good plant
protection practice and having regard to realistic conditions of use, including risk

management measures and application techniques, shall meet the following

requirements:’
Article 4.7

Sweden considers that the combined effect of the proposed amendments to Article 4(7) would lower
the level of protection for human health and the environment and could reduce the incentive for
companies to develop new, less hazardous active substances or non-chemical alternatives. In
addition, allowing applications under Article 4.7 to be submitted ‘during the approval process,
creates an obvious risk of delaying decision making.

Furthermore, the proposed amendment to Article 4.7 would broaden its scope to include not only
substances that fall for the so called 'cut-off criteria', but also substances for which unacceptable
risks have been identified. We therefore suggest adding text clarifying that the impacts on human
health and the environment arising from uses authorised under this provision should be considered
and reflected in the decision (see proposed wording in bold and underlined below).

In addition, Sweden suggests that endocrine disruptors for which no threshold can be
established should be added to the list of substances that cannot be considered for approval
under article 4.7, in line with carcinogenic substances classified as category 1B without a
threshold.

“7. By way of derogation from paragraph 1, where on the basis of documented

evidence (i) included in the application or, (ii) provided upon request of the
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Commission, the Authority or the rapporter Member State by the applicant in
the course of the approval or renewal procedure or, (iii) submitted by one or
more Member States in the course of the approval or renewal procedure,

an active substance is

necessary to control a serious danger to plant health or plant production which
cannot be contained by other reasonable means including non-chemical methods,
such active substance may be approved for a limited period necessary to control
that serious danger but not exceeding five years, provided that the use of the active
substance is subject to risk mitigation measures to ensure that exposure of humans
and the environment is minimised. For such substances maximum residue levels
shall be set in accordance with Regulation (EC) No 396/2005.

Before granting such approval, the Commission shall consider the foreseeable

consequences of the proposed uses for human health, and the environment,

taking into account the proposed conditions of use and risk mitigation

measures.

An approval under this paragraph mav only be granted where the serious

danger to plant health or plant production outweighs the identified adverse

consequences for human health and the environment.

The evidence referred to in the first subparagraph shall be submitted during the
approval proccess, by the applicant or the Member States and, where relevant,
supported by official or scientific bodies involved in agricultural activities.

The derogation provided for in the first subparagraph shall not apply to active
substances which are or have to be classified in accordance with Regulation (EC)
No 1272/2008, as mutagenic category 1A or 1B, carcinogenic category 1A,
carcinogenic category 1B without a threshold, or toxic for reproduction category
1A or persistent, bioaccumulative and toxic (PBT), very persistent and very
bioaccumulative (vPvB), or that are a persistent organic pollutant (POP) according
to the criteria set out in point 3.7.1 of Annex IL

Member States may authorise plant protection products containing active
substances approved in accordance with this paragraph only when it is necessary to
control the serious danger to plant health or plant production in their territory
identified pursuant to the first subparagraph.

At the same time, they shall may draw up a phasing out plan concerning the control

of the serious danger by other means, including non-chemical methods;and-shall
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Article 14

Sweden welcomes the intention to clarify that shorter approval periods may be appropriate where
uncertainties remain in the risk assessment. Furthermore, as previously stated, Sweden supports the
principle of time-limited approvals and regular reviews of active substance approvals. However,
Sweden considers that an approval period of 25 years is too long and therefore proposes retaining
the current maximum period of 15 years for renewed approvals.

Article 18(a)

Sweden would like to stress that where the Commission decides not to include a substance in a
work programme pursuant to Article 18a, despite such inclusion having been requested by EFSA or
by a Member State, it should provide a reasoned and publicly available explanation. This will be
important for ensuring transparency, maintaining public trust and the credibility of the system. T

The following addition is therefore proposed:

“Where the Commission decides not to include a substance in a work programme where such
inclusion has been requested by the Authority or by a Member State, it shall provide a
reasoned and publicly available justification.”

Atrticle 27(a)

Sweden supports the proposal to exclude certain substances, in particular those of highest concern,
from extended approval periods. Sweden particularly welcomes the inclusion of point (¢). Sweden
also welcomes the Presidency’s efforts to take account of substances undergoing review under
Article 21. However, we suggest moving point (d) from paragraph 2b to paragraph 2a.

The purpose is to ensure that active substances of highest concern which meet the criteria set out in
points (a), (b), (c) or (e) of the new paragraph 2b are not granted extended approval periods solely
because they are undergoing a review under Article 21. Instead, such substances should be treated
in the same manner as other active substances of comparable concern.

The following amendment is therefore proposed:

2a” For active substances not covered by paragraph 1 which are approved on [OP: please insert the
date] and for which no renewal procedure, or review according to Article 21, is ongoing on that

date [...]”

Article 33(2)(b)

Sweden can sympathise with the intention of facilitating faster market access for new active
substances but sees significant challenges regarding the practical implementation of the proposal.
Furthermore, the proposal to establish a dedicated zone for new substances undermines the principle
underlying the EU zonal system, namely that specific environmental and agricultural conditions
must be considered, as these factors influence the risk assessment. It is positive that candidates for
substitution are excluded from the scope of the proposal. However, the proposal would also apply to
new substances that may subsequently prove to have problematic environmental properties.
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Article 40(1) (c)

The Presidency’s intended objective with the proposed wording on mutual recognition of product
authorisations is not sufficiently clear in the text. In its current form, Sweden has difficulties
supporting the proposal. We would prefer to retain the previous proposal, under which plant
protection products containing only low-risk substances would continue to fall within the scope of
this Article.

We therefore propose the following wording:

(c) the authorisation was granted by a Member State for use in greenhouses, as
post-harvest treatment, for treatment of empty rooms or containers used for
storing plant or plant products, for seed treatment, for uses that are solely and
explicitly needed in order to apply the provisions of Regulation (EU)
2016/203 1-ex, for plant protection products containing as active substances

only bieeontrel-low-risk active substances

substitution regardless of the zone to which the reference Member State

belongs and the authorised plant protection product is placed on the market in
the reference Member State.

Article 46

Article 46 should explicitly include a provision, in line with Article 20.2, stating that no grace
period may be granted where there are immediate or serious concerns for health or the environment.

The following addition to article 46 is therefore proposed:

“In case of immediate or serious concerns for human health or animal health or the

environment that led to a withdrawal or non -renewal of the authorisation, the Member States

may not set a grace period.”

skoksk
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CZECHIA, ESTONIA, ITALY, LATVIA, LITHUANIA
CESKO EESTI ITALIA LATVIJA  LIETUVA

Joint wording proposal by Estonia, the Czech Republic, Italy, Latvia and
Lithuania regarding amendments to Regulation (EC) No 1107/2009 (Articles 4
and 29)

The delegations of Estonia, the Czech Republic, Italy, Latvia and Lithuania propose the following
amendments to Articles 4 and 29 of Regulation (EC) No 1107/2009.

In Article 4, paragraph 1, the following indent is added at the end:“An active substance shall be
approved if not approving the active substance would have a disproportionate negative impact on the
viability of agriculture compared to the risks to human health, animal health, or the environment

arising from the use of the substance.”

New amendment to Article 29: In Article 29 paragraph 7 is added:

“(7) Where refusal or withdrawal of an authorisation of a plant protection product in favour of an
alternative plant protection product or a non-chemical control or prevention method is considered,
annex IV paragraph 3 shall apply.”

Justification:

We consider that, in the absence of effective alternatives to plant protection products, the impact on
the viability of crop production — including effects on yields — should also be taken into account
when granting authorisations for plant protection products, in order to ensure the availability of plant
protection products that are essential for farmers. Unfortunately, no corresponding simplification
proposals are included in the draft. Therefore, we consider it necessary to amend the Regulation so
that, both when granting approval for active substances and when granting plant protection product
authorisations and their mutual recognition, account is also taken of the existence or lack of alternative
solutions and of the impact of the relevant active substance—or its absence—on the viability of
agricultural production. In principle, this is not a new criterion, as similar aspects are taken into
account in the assessment of applications for authorisations for plant protection products containing
candidates for substitution. Specifically, under the current rules, when a comparative assessment of a
product containing a candidate for substitution considers refusing an authorisation or withdrawing it,

the significantly more adverse practical or economic consequences of such a decision must be taken
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into account, as described in point 3 of Annex IV to Regulation (EC) No 1107/2009. For example,
the disappearance of systemic insecticides from the market has in recent years caused significant
economic losses for Estonia’s oilseed rape sector. At the same time, all existing criteria for assessing

impacts on human and animal health and on the environment would remain unchanged.

keskosk
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