To: Ms Sandra Gallina

Director-General

Directorate-General for Health and Food Safety (SANTE)
European Commission

Brussels, 7/11/2024

Subject: Urgent call to propose the non-renewal of flufenacet - A PFAS endocrine disruptor,
toxic for the aquatic environment, and emitting TFA.

Dear Ms. Gallina,

We, the 49 undersigned organisations committed to protecting human health and the
environment, call on the European Commission to ensure that the active substance
flufenacet is swiftly banned in the EU. According to the conclusions of the European Food
Safety Authority (EFSA), flufenacet is an endocrine disruptor, with the potential to impact the
developing brain in children and therefore does not meet the approval criteria set out in the
Pesticide Regulation 1107/2009. It is also a per- and polyfluoroalkyl substance (PFAS) and an
important source of emission of Trifluoroacetic Acid (TFA), an ultra-short PFAS that is now
detected even in our most pristine water resources. The upcoming Standing Committee on
Plants, Animals, Food, and Feed (SCoPAFF) meeting on 4 and 5 December presents a
critical opportunity to act in the best interest of EU citizens, especially vulnerable groups such as
young children, and of the environment. We call upon the Commission to present a proposal for
the non-renewal of flufenacet to the Member States and work towards its prompt adoption.

Flufenacet was approved for 10 years in January 2004, primarily for use as a herbicide on
winter crops such as wheat, rye, spelt and barley. Delays in its risk assessment led to a
prolongation of over 11,5 additional years of its approval period, which is now set to expire in
June 2025. On 27 September 2024, EFSA's conclusions from its peer review were finally
published’, indicating that the substance does not comply with the approval criteria. As a result,
immediate action is needed to ban it before June 2025. These EFSA’s conclusions also support
our long-standing claim that the continued prolongation of pesticide substances, without taking
into account the latest scientific evidence and the precautionary principle, fails to uphold the
high level of protection for human health and the environment required by the Pesticide
Regulation?.

In its conclusions, EFSA highlights two critical areas of concern requiring a ban on flufenacet in
accordance with the Pesticide Regulation. Firstly, flufenacet was considered to meet the
endocrine disruption criteria for humans and non-target organisms. This conclusion was

' European Food Safety Authority, Peer review of the pesticide risk assessment of the active substance
flufenacet, September 2024, DOI: 10.2903/j.efsa.2024.8997.
2 PAN Europe, PAN Europe takes legal action against systematic prolongation of permits for toxic

pesticides' by the European Commission, July 2022.



https://www.pan-europe.info/press-releases/2022/07/pan-europe-takes-legal-action-against-systematic-prolongation-permits-toxic
https://www.efsa.europa.eu/en/efsajournal/pub/8997

reached based on the available and sufficiently investigated dataset. Flufenacet was found to
alter the thyroid-stimulating hormone leading to changes in thyroid weight and thyroid
histopathology. A clear mode of action was identified in line with Regulation 2018/605.
Moreover, alterations of the thyroid hormone could induce developmental neurotoxicity as
observed in a developmental neurotoxicity study about flufenacet according to EFSA. These
conclusions also apply to wild mammals as non-target organisms. In accordance with Article
4(1) as well as points 3.6.5 and 3.8.2 of Annex Il of the Pesticide Regulation, a substance
having endocrine-disrupting properties for humans and/or non-target organisms shall not be
approved.

Secondly, flufenacet was found to be highly toxic to algae in virtually all the relevant scenarios.
Consequently, EFSA identified this as another critical area of concern, preventing its renewal.

Finally, EFSA's conclusions raised additional concerns, including the failure to complete the
consumer risk assessment and to address the toxicological relevance of certain metabolites,
such as trifluoroacetic Acid (TFA), a common metabolite of several PFAS pesticides. Although
this last point has not been identified by EFSA as a third 'red flag' stopping the renewal of
flufenacet, TFA is another critical reason supporting the substance’s ban. Flufenacet meets the
OECD definition of PFAS as it contains a C-CF3-group. In addition to being persistent, it has
been known since 2014® that it breaks down into the concerning metabolite TFA. TFA is an
ultra-short PFAS, which highly contaminates our water resources all across Europe, including
our groundwater and drinking water. It is even detected in mineral waters and most pristine
water resources®. This is of significant concern as knowledge about the substance’s toxicity is
increasing. TFA has been proposed for hazard classification as toxic for reproduction category
1B, acute toxic 3, very persistent and very mobile (vPvM) and persistent, mobile and toxic
(PMT). These classification proposals, make TFA a toxicologically ‘relevant metabolite™. In line
with the Pesticide Regulation, an active substance shall not be approved if its relevant
metabolite(s) are likely to contaminate groundwater above the legal limit of 0.1 ug/L set out in
the Water Framework Directive®. In its conclusions, EFSA found that the use of flufenacet would
result in TFA levels exceeding not only the limit for relevant metabolites (0.1 pg/L) but even the
one for non-relevant metabolites (10 ug/L).” Therefore, the Commission’s proposal for the
non-renewal of flufenacet should identify TFA as the relevant metabolite and mention

3 European Food Safety Authority, Reasoned opinion on the setting of MRLs for saflufenacil in various
crops, considering the risk related to the metabolite trifluoroacetic acid (TFA), February 2014,
https://doi.org/10.2903/j.efsa.2014.3585

4 PAN Europe, TFA in Water: Dirty PFAS Legacy Under the Radar, May 2024.

PAN Europe, TFA: The Forever Chemical in the Water We Drink, July 2024.

® Directorate-General for Health and Food Safety, Guidance Document on the assessment of the
relevance of metabolites in groundwater of substances regulated under Regulation (EC) No 1107/200,
Sanco/221/2000 — rev.11.

6 Points 2.5.1.2 of Part | and 2.7.3 of Part Il of the Uniform Principles (Regulation (EU) No 546/20112).

7 Under the Pesticide Regulation, a substance must not be approved if its relevant metabolites
contaminate groundwater above the 0.1 pg/L limit set by the Water Framework Directive. EFSA's
conclusions show TFA levels of over 0.75 pg/L for all flufenacet uses, and in some cases, more than 10

pa/L.



https://food.ec.europa.eu/system/files/2021-10/pesticides_ppp_app-proc_guide_fate_metabolites-groundwtr-rev11.pdf
https://www.pan-europe.info/resources/reports/2024/05/tfa-water-dirty-pfas-legacy-under-radar
https://www.pan-europe.info/resources/reports/2024/07/tfa-forever-chemical-water-we-drink
https://doi.org/10.2903/j.efsa.2014.3585

contamination of groundwater with TFA above the legal limit as the third critical point for which
flufenacet shall no longer be approved in the EU.

In 2015, flufenacet had been identified as a candidate for substitution because it met the criteria
for being classified as persistent and bioaccumulative (two PBT criteria®). In accordance with
Article 50 of the Pesticide Regulation, this should have led to its substitution for safer
alternatives for human health and the environment, thus reducing the level of exposure to this
substance. In fact, recent analyses have shown that sales of flufenacet have risen steadily over
the last decade in several Member States, reflecting an increase in the use of this substance®.
Based on sales figures, the Federal Environment Agency of Germany identified flufenacet as
the most important pesticide source of TFA™.

In line with Article 20 of Pesticide Regulation, the Commission should now present a proposal
for the non-renewal of flufenacet to the Member States during the Standing Committee on
Plants, Animals, Food and Feed Section Phytopharmaceuticals on 4 and 5 December. If this
proposal is supported by a qualified majority of Member States, a vote should be taken at the
same meeting to ensure a ban of the substance and immediate withdrawal of authorisations of
flufenacet products from the market.

Given the evidence of the toxicity of the substance, the urgency to ban all TFA-emitting
substances and the fact that its current approval has been prolonged for more than 11 years, no
grace period for the sale, distribution, disposal, storage and use of existing stocks should be
granted. The objective to ensure the high level of protection of human health,
groundwater and the environment of the Pesticide Regulation takes priority over the
objective of improving agricultural production™.

Thank you for your attention to this urgent matter. We trust you will make the right decision to
protect public health and the environment.

Sincerely yours,

Angeliki Lysimachou
Head of Science and Policy
Pesticide Action Network (PAN) Europe

On behalf of:

8 Second indent of point 4, Annex Il of the Pesticide Regulation 1107/2009.
® Austria: 39.492 tons (2020); Belgium: 62.673.8 tons (2021); France: 804 tons (2021); Germany: 834.608

tons (2021).

1 Umwelt Bundesamt (German Environment Agency), Reducing the input of chemicals into waters:
trifluoroacetate (TFA) as a persistent and mobile substance with many sources, November 2021, ISSN
2363-829X.

" Confirmed by Case C-162/21, paragraph 48.


https://www.umweltbundesamt.de/en/publikationen/reducing-the-input-of-chemicals-into-waters
https://www.umweltbundesamt.de/en/publikationen/reducing-the-input-of-chemicals-into-waters
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Armenian Women for Health and Healthy Environment (Armenia), Elena Manvelyan,
President

BeeLife European Beekeeping Coordination, Lars Hellander, President

Bond Beter Leefmilieu (Belgium), Heleen De Smet, Policy officer Biodiversity and
Environmental Quality

Blindnis fiir eine enkeltaugliche Landwirtschaft e.V. (Germany), Anja-Marie Voss, Executive
Director

Centro Studi KOS - Scienza Arte Societa (Italy), Alberto Mantovani, Vice-president (on behalf
of Domenica Taruscio, President)

CHEM Trust, Anna Watson, Director of Policy and Advocacy

ChemSec, Theresa Kjell, Head of Policy

Child Rights International Network (CRIN), Suzanne Astic, Policy and Advocacy Adviser
CILLSA (Citizens for Work, Legality, Health and Environment), Giovanni Fazio, Director
Center for International Environmental Law (CIEL), David Azoulay, Environmental Health
Program Director

ClientEarth, Anais Berthier, Head of ClientEarth Brussels Office

Climaxi (vzw) (Belgium)

Community Action Against Plastic Waste (CAPws), Ahmed Tiamiyu, Executive Director
Corporate Europe Observatory, Vicky Cann

De Natuur en Milieufederaties (Netherlands), Marije Breedveld, Head of Programmes
Deutsche Umwelthilfe e.V (Germany), Jirgen Resch, Executive Director

Deutscher Naturschutzring (Germany), Bjérn Pasemann, Policy Advisor for Biodiversity and
Agriculture

Dryade, Dries Verhaeghe, Director

Earth Trek (Croatia), Tara Glaser, Campaigner

Eco Hvar (Croatia), Vivian Grisogono, President

Ecologistas en Accion (Spain), Kistine Garcia, Member

Eko, Nabil Berbour, Campaign Director

Estonian Green Movement (Estonia), Marilin Eessalu, Executive Director

European Environmental Bureau, Faustine Bas-Defossez, Director for Nature, Health and
Environment

Foodwatch International, J6rg Rohwedder, Executive Director

Fundacién Alborada (Espana), Pilar Mufioz-Calero, President

Fundacion Vida Sostenible, Dario Montes, Member

Générations Futures (France), Nadine Lauverjat, Executive Deputy

GLOBAL 2000 - Friends of the Earth Austria, Helmut Burtscher-Schaden

Health and Environment Alliance (HEAL), Sandra Jen, Programme Lead, Health and
Chemicals

HEJSupport, Olga Speranskaya, Alexandra Caterbow, Co-directors

Hogar sin Téxicos, Carlos de Prada, Director,

International Society of Doctors for Environment (ISDE) ltaly, Francesco Romizi, Public
Affairs Manager

Mamme No PFAS (ltaly), Michela Piccoli, One of the Founders

Natuurpunt (Belgium), Stjjn Leestmans, Policy Officer Agriculture



Nature et Progrés (Belgium), Virginie Pissoort, Advocacy Officer

Pestizid Aktions-Netzwerk e.V. (Germany), Gabriela Strobel, Board Member

Polish Ecological Club in Krakow, Gliwice Chapter (Poland), Maria Staniszewska,
Chairwoman

Réseau Environnement Santé (France), André Cicolella, President

Rete Gas Vicentina (ltaly), Marzia Albiero, Campaigner

Slow Food Deutschland, Dr. Rupert Ebner, President of Slow Food Germany

Stichting Stop PFAS Stop Chemours (Netherlands), Joop Keesmaat, President
Umweltinstitut Miinchen e.V. (Germany), Fabian Holzheid, Political Director

Velt (Belgium), Stijn Overloop, Director

Vlaamse Vereniging voor Omgevingsrecht (Belgium/Flanders), /sabelle Larmuseau,
President

West-Vlaamse Milieufederatie (Belgium), Bart Vanwildemeersch, Policy Advisor

Women Engage for Common Future (WECF), Sascha Gabizon, International Director &
Johanna Hausmann, Coordinator Chemicals and Health, WECF Germany

ZERO (Portugal), Susana Fonseca, Vice-President



