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NOTICE TO MEMBERS

Subject: Petition No 1324/2021 by Andy Battentier (French), on behalf of the 
association “Secrets toxiques”, signed by 24 other persons, on allegedly 
incorrect application of the EU regulations on pesticides, including the 
Regulation (EC) No 1107/2009 and the judgment of the Grand Chamber of 
the Court of Justice of the European Union of 1 October 2019

1. Summary of petition

The petitioner points out the absence of a long-term toxicity study of a representative 
formulation when a molecule is authorised as an active substance of a pesticide for pesticides 
marketed in France and probably in other Member States. The petitioner considers that this 
failure to carry out an evaluation is contrary to Regulation (EC) No 1107/2009 and the decision 
of the Court of Justice of the European Union of 1 October 2019 and poses a major risk to the 
health of citizens of the European Union and to European ecosystems. He urgently requests to 
amend Regulation (EU) No 284/2013 establishing the list of documents requested from 
applicants for marketing authorisations for pesticides and to include experimental studies on 
the long-term toxicity of pesticide products. He asks Parliament to call on the Commission to 
make these amendments to Regulation (EC) No 284/2013, and to audit the pesticides currently 
authorised to verify their compliance with Article 4 of Regulation (EC) No 1107/2009. He asks 
to use the means at their disposal for Member States to apply Regulation (EC) No 1107/2009 
on the long-term toxicity assessment of commercial formulations. Finally, he calls on the 
Parliament to initiate a review of industrial secrecy covering the composition of pesticide 
products, in order to allow for transparency.

2. Admissibility

Declared admissible on 1 February 2022. Information requested from Commission under Rule 
227(6).

3. Commission reply, received on 7 March 2022
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The Commission’s observations

The Commission has replied to a written question from the European Parliament on the same 
matter on 1 February 20221. 

The overall process set out in Regulation (EC) No 1107/20092 for the approval of active 
substances and the subsequent authorisation of plant protection products (PPPs) containing 
them entails two steps: first, a comprehensive scientific risk assessment leading to approval at 
EU level of the active substance if the assessment showed that use of the substance in PPPs has 
no harmful effects on human or animal health, and, second, a scientific risk assessment at 
Member State level prior to granting authorisation of the final product for each intended use.

Long-term effects of an active substance, such as carcinogenicity, are assessed at the EU level 
in accordance with the relevant EU legislation34. To have the necessary information for the 
assessment, applicants must submit the required tests and studies that have to comply with 
agreed scientific guidelines5. Scientific peer-reviewed open literature must also be taken into 
account. In addition, any available medical, epidemiological, or monitoring data need to be 
submitted and assessed as part of the evaluation.

Furthermore, Regulation (EC) No 1107/2009 precludes the approval of active substances which 
have certain hazardous properties, i.e. substances that are or have to be classified as 
carcinogenic, mutagenic, or toxic for reproduction, categories 1A or 1B in accordance with 
Regulation (EC) No 1272/2008 on the classification, labelling and packaging of substances and 
mixtures (CLP Regulation))6, or substances that are endocrine disruptors, unless very narrow 
derogation possibilities are fulfilled7. 

The PPPs that are used by farmers or others contain one or more active substances as well as 
other substances such as solvents, adjuvants, safeners etc., the so-called co-formulants. Co-
formulants have to be registered under Regulation (EC) No 1907/2006 on the Registration, 
Evaluation, Authorisation and Restriction of Chemicals (REACH)8, which requires a 

1 https://www.europarl.europa.eu/doceo/document/P-9-2022-000057-ASW_EN.html
2 Regulation (EC) No 1107/2009 of the European Parliament and of the Council of 21 October 2009 concerning 
the placing of plant protection products on the market and repealing Council Directives 79/117/EEC and 
91/414/EEC, OJ L 309, 24.11.2009, p. 1–50.
3 Commission Regulation (EU) No 283/2013 of 1 March 2013 setting out the data requirements for active 
substances, in accordance with Regulation (EC) No 1107/2009 of the European Parliament and of the Council 
concerning the placing of plant protection products on the market, OJ L 93, 3.4.2013, p. 1–84.
4 Regulation (EC) No 1272/2008 of the European Parliament and of the Council of 16 December 2008 on 
classification, labelling and packaging of substances and mixtures, amending and repealing Directives 
67/548/EEC and 1999/45/EC, and amending Regulation (EC) No 1907/2006, OJ L 353, 31.12.2008, p. 1.
5 Listed in Communication in the framework of the implementation of Commission Regulation
(EU) No 283/2013, OJ C 95, 3.4.2013, p. 1.
6 Regulation (EC) No 1272/2008 of the European Parliament and of the Council of 16 December 2008 on 
classification, labelling and packaging of substances and mixtures, amending and repealing Directives 
67/548/EEC and 1999/45/EC, and amending Regulation (EC) No 1907/2006, OJ L 353, 31.12.2008, p. 1.
7 So far, for no substances were the derogation possibilities fulfilled.
8 The “standard information requirements” under REACH are described in Annexes VII to X of the Regulation 
(EC) No 1907/2006 of the European Parliament and of the Council of 18 December 2006 concerning the 
Registration, Evaluation, Authorisation and Restriction of Chemicals (REACH), establishing a European 
Chemicals Agency, amending Directive 1999/45/EC and repealing Council Regulation (EEC) No 793/93 and 
Commission Regulation (EC) No 1488/94 as well as Council Directive 76/769/EEC and Commission Directives 
91/155/EEC, 93/67/EEC, 93/105/EC and 2000/21/EC, OJ L 396, 30.12.2006.

https://www.europarl.europa.eu/doceo/document/P-9-2022-000057-ASW_EN.html
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determination of their hazardous properties in accordance with the CLP Regulation. Annex III 
to Regulation (EC) No 1107/2009 sets out a list of substances that are not allowed as co-
formulants in plant protection products, which includes a number of substances that are 
classified for long-term effects such as carcinogenicity or toxicity to reproduction. Whenever it 
is identified that a co-formulant has such properties, it can be added to Annex III and will then 
be banned for use in PPPs. As a consequence, PPPs do in principle not contain substances with 
such properties – neither as an active substance, or as a co-formulant.

According to Article 6(3) of the CLP Regulation, the hazardous properties of mixtures 
concerning certain long-term effects such as carcinogenicity must be calculated based on the 
hazardous properties of its components (i.e. substances, co-formulants, safeners and synergists). 
This applies across the board for all chemical mixtures, including PPPs. Scientific guidance 
documents (e.g. from EFSA, ECHA, OECD)9 outline how to assess hazards of mixtures based 
on consideration of their components without the need to perform the full range of tests on each 
product individually. As part of the EU evaluation of active substances, the long-term hazards 
of at least one representative product are assessed at EU level according to this approach in 
addition to test data for short-term effects which must be submitted as part of the application 
dossier.

Therefore, it is not necessary to systematically require long-term tests on all PPPs, since the 
products contain well-defined components for which data exists and allows an assessment of 
the hazards of the product in its entirety. Applicants need to provide the necessary data on that 
basis, and it is the task of the Member States to verify the hazardous properties of a PPP based 
on the information relating to all components. If justified, they can require that applicants 
conduct further specific tests in accordance with the existing data requirement either for the 
complete PPP or for the individual co-formulants in case there are gaps in the REACH 
registration dossiers as claimed by the petitioner. Furthermore, the Chemicals Strategy on 
Sustainability10 has announced actions to address the deficiencies in REACH registration 
dossiers, which are currently in preparation.

If long-term testing were to be required for all PPPs, the number of animal tests to be conducted 
would increase significantly without scientific justification, which would be incompatible with 
the objective of Regulation (EC) 1107/200911 and of Directive 2010/63/EU on the protection 
of animals used for scientific purposes12 to avoid unnecessary animal testing, and it would be 

The ECHA guidance on information requirements explains them in more detail 
https://echa.europa.eu/documents/10162/13632/information_requirements_r7a_en.pdf/e4a2a18f-a2bd-4a04-
ac6d-0ea425b2567f
9 European Food Safety Authority (EFSA) Guidance on harmonised methodologies for human health, animal 
health and ecological risk assessment of combined exposure to multiple chemicals, 
https://efsa.onlinelibrary.wiley.com/doi/pdf/10.2903/j.efsa.2019.5634, and EFSA genotoxicity assessment of 
chemical mixtures, https://efsa.onlinelibrary.wiley.com/doi/epdf/10.2903/j.efsa.2019.5519
European Chemicals Agency (ECHA) Guidance on the Application of the CLP Criteria (1.1.6.2. Information 
relevant for the classification of mixtures), 
https://echa.europa.eu/documents/10162/2324906/clp_en.pdf/58b5dc6d-ac2a-4910-9702-e9e1f5051cc5; 
https://echa.europa.eu/support/mixture-classification; Organisation for Economic Co-operation and Development 
(OECD) Guidance on mixtures, https://www.oecd.org/chemicalsafety/risk-assessment/considerations-for-
assessing-the-risks-of-combined-exposure-to-multiple-chemicals.pdf
10 COM(2020) 667 final, available at https://ec.europa.eu/environment/strategy/chemicals-strategy_en
11 Recitals 11 and 40, Articles 8.1(d), 18(b), 33.3(c) and 62.1.
12 Directive 2010/63/EU of the European Parliament and of the Council of 22 September 2010 on the protection 
of animals used for scientific purposes, OJ L 276, 20.10.2010, p. 33–79.

https://echa.europa.eu/documents/10162/13632/information_requirements_r7a_en.pdf/e4a2a18f-a2bd-4a04-ac6d-0ea425b2567f
https://echa.europa.eu/documents/10162/13632/information_requirements_r7a_en.pdf/e4a2a18f-a2bd-4a04-ac6d-0ea425b2567f
https://efsa.onlinelibrary.wiley.com/doi/pdf/10.2903/j.efsa.2019.5634
https://efsa.onlinelibrary.wiley.com/doi/epdf/10.2903/j.efsa.2019.5519
https://echa.europa.eu/
https://echa.europa.eu/documents/10162/2324906/clp_en.pdf/58b5dc6d-ac2a-4910-9702-e9e1f5051cc5
https://echa.europa.eu/support/mixture-classification
https://www.oecd.org/chemicalsafety/risk-assessment/considerations-for-assessing-the-risks-of-combined-exposure-to-multiple-chemicals.pdf
https://www.oecd.org/chemicalsafety/risk-assessment/considerations-for-assessing-the-risks-of-combined-exposure-to-multiple-chemicals.pdf
https://ec.europa.eu/environment/strategy/chemicals-strategy_en
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incompatible with the rules set out under Article 6(3) of the CLP Regulation. The petitioner 
refers to the possibility to replace tests on animals with in-vitro tests. While this is possible and 
already done for certain tests, so far no in-vitro tests exist that are validated and accepted to 
replace long-term toxicity tests.

The judgment of the Court of Justice of the European Union in case C-616/17, referred to in 
the petition, actually confirmed that the European Union’s legislative framework for PPP is 
sound and firmly rooted in the precautionary principle, and dispelled the referring court’s 
doubts as to whether the requirements of Regulation (EC) No 1107/2009 relating to the long-
term carcinogenicity and toxicity of PPPs were sufficient.

With regards to concern about unspecified components (such as certain metals) in the finished 
products as detected by two studies referred to by the petitioner, the data requirements for PPPs 
require that information is provided to precisely identify the PPP and define it in terms of its 
specification and nature. This includes detailed quantitative and qualitative information on the 
composition of the plant protection product and on the formulation process, including also 
information about relevant impurities (i.e. substances that are present unintentionally as a result 
of the manufacturing process or from storage). While the CLP Regulation does not require that 
such impurities must be declared on the label of PPPs, their presence must be taken into account 
by Member States when assessing applications for authorisation of PPPs.

To assess cumulative effects from the simultaneous exposure to multiple chemicals, the 
European Food Safety Authority (EFSA), in close cooperation with the Commission and the 
Member States, has made significant progress in the development of a methodology and its 
implementation for cumulative risk assessment (CRA) from dietary intake of pesticides 
residues in Europe. In application of its latest Guidance13, EFSA published in April 202014 
reports on pilot studies on the nervous system and the thyroid using pesticide residues 
monitoring data from the period 2014-2016. In January 2021, EFSA published a report on the 
effects of chronic exposure to pesticide residues on the inhibition of acetylcholinesterase15. In 
February 2021, the Commission and EFSA agreed on an Action Plan16 to accelerate work on 
further developing the methodology – including also non-dietary exposure - towards gradually 
implementing it into regulatory practice.

As regards the protection of business secrets on the composition of pesticide products, 
Regulation (EU) 2019/1381 (the Transparency Regulation)17, which among others amended 
Regulation (EC) No 1107/2009, has considerably restricted the possibility for information to 
remain undisclosed by no longer relying on the presumption of confidentiality. In fact, in 
accordance with the new version of Article 63 of Regulation (EC) No 1107/2009, only certain 
types of information – which includes the complete composition of a PPP – can be claimed to 
be confidential and the applicant must demonstrate in all cases by providing sufficient 

13 EFSA Guidance on harmonised methodologies for human health, animal health and ecological risk assessment 
of combined exposure to multiple chemicals, https://efsa.onlinelibrary.wiley.com/doi/10.2903/j.efsa.2019.5634 
14 https://www.efsa.europa.eu/en/news/pesticides-first-cumulative-risk-reports-published
15 https://www.efsa.europa.eu/en/efsajournal/pub/6392
16 https://ec.europa.eu/food/plants/pesticides/maximum-residue-levels/cumulative-risk-assessment_en 
17 Regulation (EU) 2019/1381 of the European Parliament and of the Council of 20 June 2019 on the 
transparency and sustainability of the EU risk assessment in the food chain and amending Regulations (EC) No 
178/2002, (EC) No 1829/2003, (EC) No 1831/2003, (EC) No 2065/2003, (EC) No 1935/2004, (EC) No 
1331/2008, (EC) No 1107/2009, (EU) 2015/2283 and Directive 2001/18/EC, OJ L 231, 6.9.2019, p. 1–28.

https://efsa.onlinelibrary.wiley.com/doi/10.2903/j.efsa.2019.5634
https://www.efsa.europa.eu/en/news/pesticides-first-cumulative-risk-reports-published
https://www.efsa.europa.eu/en/efsajournal/pub/6392
https://ec.europa.eu/food/plants/pesticides/maximum-residue-levels/cumulative-risk-assessment_en
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justification that their disclosure would potentially harm its interests to a significant degree18. 
In addition, the rules under the Aarhus Convention, as implemented by Directive 2003/4/EC19 
and Regulation 1367/200620 apply, harnessing public interest in disclosure of information 
relating to emissions into the environment (see Article 63(3) of Regulation (EC) No 
1107/2009). In this way, those rules strike a fair balance between the protection of commercial 
interests which is also an obligation under international agreements (Article 39 (2)b) of the 
World Trade Organization Agreement on Trade-related Aspects of Intellectual Property Rights 
(TRIPS)21) and the interests of civil society.

Lastly, the assessment reports for active substances are subject to public consultation as set out 
in Article 12(1) of Regulation (EC) No 1107/2009, and access to the assessment reports for 
PPPs established by the Member States prior to granting authorisations can be requested under 
the national provisions transposing Directive 2003/4/EC22.

Conclusion

Active substances are evaluated at EU level whereas each PPP is evaluated by Member States 
before it can be authorised and placed on the market. Long-term toxicity studies are required 
and they are carried out for active substances and co-formulants contained in PPPs.

There is no need to systematically carry out long-term toxicity tests on each commercial PPP 
since a scientifically accepted component-based approach must be used in the vast majority of 
cases, while Member States have the possibility to require such testing, if warranted. As a 
consequence, the Commission does not consider that Regulation (EU) No 284/2013 needs to 
be amended to require long-term toxicity testing for each PPP. Consequently, the Commission 
does not consider that there is a need to audit the PPPs currently authorised to verify their 
compliance with Article 4 of Regulation (EC) No 1107/2009, in particular in view of the 
consideration of any available medical, epidemiological, or monitoring data as part of the 
evaluation.

The provisions on confidentiality as recently amended by the Transparency Regulation 
provide for a balanced framework for information that industry can claim as confidential. 
Therefore, the Commission does not see the need to initiate a further review of confidentiality 
rules covering the composition of PPPs.

4. Commission reply (REV.), received on 27 September 2022

18 Article 63(2) “confidential treatment may be granted only with respect to the following items of information, 
where the disclosure of such information is demonstrated by the applicant to potentially harm its interests to a 
significant degree:
[...]
(d) information on the complete composition of a plant protection product”.
19 Directive 2003/4/EC of the European Parliament and of the Council of 28 January 2003 on public access to 
environmental information and repealing Council Directive 90/313/EEC, OJ L 41, 14.2.2003, p. 26.
20 Regulation (EC) No 1367/2006 of the European Parliament and of the Council of 6 September 2006 on the 
application of the provisions of the Aarhus Convention on Access to Information, Public Participation in 
Decision-making and Access to Justice in Environmental Matters to Community institutions and bodies, OJ L 
264, 25.9.2006, p. 13.
21 https://www.wto.org/english/docs_e/legal_e/27-trips_04d_e.htm
22 Directive 2003/4/EC of the European Parliament and of the Council of 28 January 2003 on public access to 
environmental information and repealing Council Directive 90/313/EEC, OJ L 41, 14.2.2003, p. 26–32.

https://www.wto.org/english/docs_e/legal_e/27-trips_04d_e.htm
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Before responding to the specific elements of the petitioner’s remarks to the Commission’s 
initial observations, the Commission would like to reiterate the following:

Regulation (EC) No 1107/200923 provides:

- that the assessment of the safety of plant protection products (PPPs) is primarily 
the responsibility of Member States in the context of the authorisation of PPPs.

- that information for at least one PPP for the representative use(s) must be 
submitted as part of the application dossiers for the EU level assessment of active 
substances. However, this EU level assessment is not an authorisation for use and 
does not cover all possible formulations, products, and uses which Member States 
eventually authorise in the EU. 

The judgment of the Court of Justice of the European Union in Case C-616/17, referred to in 
the petitioner’s remarks, confirmed that the EU’s legislative framework for PPPs is sound and 
firmly rooted in the precautionary principle, and dispelled the doubts of the referring court as 
to whether the requirements of Regulation (EC) No 1107/2009 relating to the long-term toxicity 
of plant protection products are sufficient. 

The Commission agrees with the petitioner’s observation that Article 4 of Regulation (EC) No 
1107/2009 provides that an approval (or renewal of approval) of an active substance is only 
possible if it may be expected that its residues as well as a plant protection product containing 
the active substance fulfil the conditions laid down in paragraphs 2 and 3 of Article 4, which 
includes a consideration of long-term toxicity.

However, the Commission does not share the petitioner’s views that paragraphs 111 to 116 of 
the judgment of the Court of Justice of the European Union in Case C-616/17 would trigger an 
obligation for the Commission or Member State to immediately require the performance of 
carcinogenicity and long-term toxicity tests for a PPP or the co-formulants contained therein. 
The judgment recalls the (existing) obligation of the Member States to assess, thoroughly, these 
aspects in the context of the assessment of potential impacts on human health of the PPP at 
stake based on the information submitted to them. Where considered necessary, Member States 
can require applicants to submit additional information on co-formulants up to the same level 
as for active substances. Where the applicant fails to provide sufficient information to conclude 
on the safety of the PPP in these regards to the required standards, the authorisation cannot be 
issued. Thus, the existing system for examining applications for authorisations for PPPs sets 
out requirements as to which studies must be conducted, and provides for the possibility to 
require all additional information that is considered necessary.

As regards the EU level assessment of active substances, as mentioned above, information on 
at least one PPP must also be submitted for the representative use(s), and the rapporteur Member 
State or the European Food Safety Authority (EFSA) can, if justified, require specific tests in 
accordance with the existing data requirements, either for the complete PPP or for the individual 

23 Regulation (EC) No 1107/2009 of the European Parliament and of the Council of 21 October 2009 concerning 
the placing of plant protection products on the market and repealing Council Directives 79/117/EEC and 
91/414/EEC, OJ L 309, 24.11.2009, p. 1–50.
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components.

The Commission confirms that according to Article 10 of Regulation (EC) No 1272/2008 (the 
Classification, Labelling and Packaging (CLP) Regulation)24, if a single ingredient classified 
as mutagen, carcinogen, or reproductive toxicant is present in a mixture (such as a PPP) above 
the generic or specific concentration limit set in that Regulation, the mixture must be classified 
for that hazard. As correctly noted by the petitioner, in case of carcinogenicity, a mixture is 
classified as a carcinogen if at least one ingredient is classified as a category 1A, category 1B 
or category 2 carcinogen and is presented at or above the relevant generic concentration limits 
as shown in table 3.6.2 of Annex I to the CLP Regulation or the specific concentration limit in 
Annex VI.

The petitioner presents some statistics on the levels of completeness of registration dossiers for 
substances registered under the Registration, Evaluation, Authorisation and Restriction of 
Chemicals (REACH) Regulation25 and infers therefrom that for many co-formulants, there is 
insufficient information on toxicity. Furthermore, the petitioner holds the view that the absence 
of toxicological data on co-formulants in the PPP for which information is submitted in the 
context of the process for approval or renewal of approval should automatically lead to non-
approval of an active substance.

However, it must be noted that the data submitted for registration under the REACH Regulation 
cannot be searched in a way to identify precisely whether the registered substances are actually 
used as co-formulants in PPPs. Therefore, to have a reliable overview of the completeness of 
the registration dossiers for co-formulants, the registration dossier for each substance would 
need to be checked in detail before drawing such a conclusion. As mentioned before, Regulation 
(EC) No 1107/2009 provides that in case of lack of data for co-formulants or for a PPP, if 
justified, further specific information including tests or proper justifications can be requested 
from applicants in accordance with the existing data requirements either for the complete PPP 
or for the individual components.  The Commission has initiated a discussion with Member 
States on this topic, and some Member States have already confirmed that they have requested 
additional information or studies in the context of evaluations of applications for authorisation.

Moreover, even in the absence of long-term toxicity studies for a given co-formulant, other 
methods that do not require additional studies on vertebrate animals may also be used such as 
read-across from other structurally similar substances or predictive techniques such as 
quantitative structure-activity relationship (QSAR). 

Decisions on non-approval of active substances are triggered by concerns raised during the 
peer-review as summarised in the EFSA conclusion and not by data gaps per se. Furthermore, 
concerns about the properties of a specific co-formulant (and the resulting properties of the 
product as a whole) do not necessarily lead to non-approval or non-renewal of the active 
substance in the product, as another risk management measure might be sufficient, e.g. a ban 

24 Regulation (EC) No 1272/2008 of the European Parliament and of the Council of 16 December 2008 on 
classification, labelling and packaging of substances and mixtures, amending and repealing Directives 67/548/EEC 
and 1999/45/EC, and amending Regulation (EC) No 1907/2006, OJ L 353, 31.12.2008, p. 1–1355.
25 Regulation (EC) No 1907/2006 of the European Parliament and of the Council of 18 December 2006 concerning 
the Registration, Evaluation, Authorisation and Restriction of Chemicals (REACH), establishing a European 
Chemicals Agency, amending Directive 1999/45/EC and repealing Council Regulation (EEC) No 793/93 and 
Commission Regulation (EC) No 1488/94 as well as Council Directive 76/769/EEC and Commission Directives 
91/155/EEC, 93/67/EEC, 93/105/EC and 2000/21/EC, OJ L 396, 30.12.2006, p. 1–850.
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on the particular co-formulant in PPPs, as already done for the co-formulant polyethoxylated 
tallowamine (POE-tallowamine) (see below for more information).

The petitioner requests the Commission to transmit documentation concerning the long-term 
toxicity assessments of the products for the representative uses for five specific active 
substances: acetic acid, fatty acids C7 to C8, glyphosate, fluroxypyr and fenhexamid. The 
petitioner points out that no trace of an assessment of the long-term toxic properties of the 
products has been detected in the documentation provided by EFSA in response to a request for 
access to documents made on 8 July 2021 by five Members of the European Parliament.

The Commission notes that the assessments for these substances were conducted well before 
the ruling of the Court of Justice of the European Union in Case C-616/17 (the EFSA 
Conclusions were issued between 2011 and 2015). 

The Commission further notes that information on the detailed composition of the respective 
products for the representative uses for those substances were provided as part of the dossiers 
and described in Volume 4 of the draft renewal assessment report (RAR), which, unlike the 
EFSA Conclusions and other supporting documents, was not made publicly available. In 
accordance with Article 63(2) of Regulation (EC) No 1107/2009 as it stood at the time when 
the relevant dossiers were submitted, the information on the complete composition of the PPPs 
was confidential26.

Furthermore, for acetic acid, fatty acids C7 to C8, fluroxypyr and fenhexamid, the respective 
rapporteur Member State raised no concerns in their draft assessment reports (DARs), nor did 
any other Member State or EFSA during the peer review related to the long-term toxicity of the 
products that would have required any specific attention during decision-making. Reporting 
tables contain the comments submitted during the peer review and are part of the peer review 
reports which are background documents to the respective EFSA conclusions and can be 
accessed via the OpenEFSA portal27.

In contrast, in the case of glyphosate, specific comments on the co-formulant POE-tallowamine 
and the toxicity of formulations were submitted and discussed during the peer review which 
took place between 2013 and 2015. Following this assessment, in 2016 the Commission 
prohibited the use of POE-tallowamine in the EU in glyphosate-containing formulations28. 

With regards to the report by ‘Générations Futures’ on glyphosate, the Commission would like 
to recall that the peer review for the second renewal under Regulation (EC) No 1107/2009 of 
glyphosate is ongoing and that all available information is being considered as part of that 
process, including scientific publications and comments submitted during the public 
consultation on the draft RAR prepared by the Assessment Group on Glyphosate (AGG). The 

26 This provision has been amended by Regulation (EU) 2019/1381 of the European Parliament and of the Council 
of 20 June 2019 on the transparency and sustainability of the EU risk assessment in the food chain and amending 
Regulations (EC) No 178/2002, (EC) No 1829/2003, (EC) No 1831/2003, (EC) No 2065/2003, (EC) No 
1935/2004, (EC) No 1331/2008, (EC) No 1107/2009, (EU) 2015/2283 and Directive 2001/18/EC, OJ L 231, 
6.9.2019, p. 1–28. Applicants now have to demonstrate that disclosure of such information potentially harms its 
interests to a significant degree.
27 https://open.efsa.europa.eu/ 
28 Commission Implementing Regulation (EU) 2016/1313 of 1 August 2016 amending Implementation Regulation 
(EU) No 540/2011 as regards the conditions of approval of the active substance glyphosate, OJ L 208, 2.8.2016, 
p. 1–3.

https://open.efsa.europa.eu/
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AGG also prepared and published documents29 listing the results of the literature review and 
reasons why certain studies were not taken into account, which is being reconsidered in the 
light of the comments received in the public consultation. 

Furthermore, in recent years, EFSA has increased the details provided in its conclusions 
concerning the products for representative uses including its co-formulants (e.g. the EFSA 
conclusions of the active substances sheep fat30 and fish oil31 – both published in early 2022). 
The Commission and EFSA have initiated discussions on how transparency with regard to the 
assessment of co-formulants can be further increased.

Lastly, in 2021 the Commission amended Annex III to Regulation (EC) No 1107/2009, listing 
144 co-formulants which are banned from use in plant protection products32 – most of these 
were listed because of long-term toxicity concerns. The ban on these co-formulants will ensure 
that they cannot confer such properties on formulated PPP. In addition, a draft implementing 
regulation which sets out a procedure and harmonised criteria for identifying further 
unacceptable co-formulants to be added to this list is in preparation and will be put to public 
consultation via the feedback mechanism portal in due time. 

Conclusion

The Commission reiterates that there is no need to amend Commission Regulation (EC) No 
284/201333 to systematically require long-term toxicity testing for PPPs or co-formulants 
therein. The Commission has already taken action to ban the use of unacceptable co-formulants, 
and further work is in progress, including to increase harmonisation and transparency in the 
assessment of co-formulants.

29 https://ec.europa.eu/food/plants/pesticides/approval-active-substances/renewal-
approval/glyphosate/assessment-group_en 

30 EFSA, 2022. Conclusion on the peer review of the pesticide risk assessment of the active substance sheep fat. 
EFSA Journal 2022;20(1):7073. 17 pp.

31 EFSA, 2022. Conclusion on the peer review of the pesticide risk assessment of the active substance fish oil. 
EFSA Journal 2022;20(1):7079, 18 pp.

32 Commission Regulation (EU) 2021/383 of 3 March 2021 amending Annex III to Regulation (EC) No 1107/2009 
of the European Parliament and of the Council listing co-formulants which are not accepted for inclusion in plant 
protection products, OJ L 74, 4.3.2021, p. 7–26.
33 Commission Regulation (EU) No 284/2013 of 1 March 2013 setting out the data requirements for plant 
protection products, in accordance with Regulation (EC) No 1107/2009 of the European Parliament and of the 
Council concerning the placing of plant protection products on the market Text with EEA relevance, OJ L 93, 
3.4.2013, p. 85–152.
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