j f générations

Pesticide
Action
Network

Europe

Ms. Sandra Gallina,

Director General, DG Health and Food Safety
European Commission

1049 Brussels Belgium

Subject: Notification of new data on the toxicity of flupyradifurone on non-target
organisms - risk of developmental neurotoxicity

Dear Mrs. Gallina,

Flupyradifurone was approved in 2015 for a period of 10 years. EFSA, in its peer review that
served as the basis for the approval, had identified a “low” risk to honey bees.

In 2020, the Commission received notifications from the Netherlands and France about new
studies submitted by the applicant and available in peer-reviewed literature, on the potential
serious risks that flupyradifurone may pose to human health and to the environment. Within
the evidence provided, it was pointed out that not only flupyradifurone causes harm to
honeybees , but also that the solitary bee species Megachile rotundata appears to be much
more sensitive than the honey bee, the latter being the only bee species assessed in the
approval dossier.

Following these notifications, the Commission sent a mandate to EFSA, which published a
new statement in 2022 highlighting that the initial assessment examined the effects of
flupyradifurone solely on honey bees, and it was based on the outdated methodological
guidance SANCO/10329/2002 from 2002. EFSA said: “the previous peer review (EFSA,
2015a) made use of SANCO (2002). In this risk assessment scheme, solitary bees are not
considered. Hence unless a different scheme is used, no definitive consideration can be
made concerning the risk assessment. It appears however very unlikely that the present
risk assessment based on either lower tier or higher tier honey bee data is protective
of solitary bees as well’

EFSA recommended, for an update of the risk assessment:

- (i) for honey bees, new laboratory experiments addressing chronic toxicity to adults
and repeated exposure to larvae are carried out in accordance with the relevant
OECD standards;

- (ii) the available higher tier honey bee studies are re-assessed against the principles
of EFSA (2013); and

- (iii) for solitary bees, an appropriate specific risk assessment for the intended uses is
performed considering the available data
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In parallel with the assessment of the renewal application submitted by Bayer in December
2022, the Commission initiated in October 2022 a review of the approval of flupyradifurone
under Article 21 of Regulation (EC) No 1107/2009, in order to examine the new toxicity data
available on pollinators. A letter was sent to the authorisation holder (Bayer) asking it to
provide, by the end of 2022, all data it holds on the effects of flupyradifurone on bees,
together with an evaluation of the relevant scientific literature.

In _January 2023, the Commission indicated that the requested information had been
submitted by Bayer and that Greece, as the Rapporteur Member State (RMS), had been
asked to provide its comments and opinion within three months.

In May 2023, the Commission indicated that Greece had submitted its assessment of the
additional information regarding the effects of flupyradifurone on bees. The Commission then
stated that it intends to mandate EFSA, in accordance with Article 21(2), to provide scientific
and technical assistance and to deliver a statement on the information submitted by the
authorisation holder taking into consideration the assessment of the RMS.

In March 2024, the Commission reported having received additional information from the
applicant concerning the risk assessment for the use of flupyradifurone in seed treatment.
Since then, discussions among Member States have taken place without reaching a
consensus on whether to include in EFSA’s mandate the additional information submitted by
the applicant in March 2024 concerning the risk assessment for use of flupyradifurone in the
treatment of oilseed rape and sugar beet seeds. According to available minutes of
SCOPAFF meetings, the mandate to EFSA was never sent.

Lastly, in July 2025, the Commission extended the authorisation for flupyradifurone_until
June 2029, representing a 3.5-year extension.

We are questioning the management of this case by the Commission over the last four years
and hence request clarifications. Has the Commission already sent, or does it plan to
send a mandate to EFSA under Article 21 of the regulation 1107/2009 to assess the
new data on pollinators? Furthermore, we are questioning the scope of this mandate to
EFSA, particularly in light of the recommendations made in its 2022 statement, mentioned
above. Does this mandate include a request to perform an appropriate specific risk
assessment for solitary bees considering the available data and to re-assess the
available higher tier honey bee studies against the principles of EFSA (2013) ?

We regret, in general, the lack of transparency regarding this review procedure. We also
regret the slow process and prolonged discussions within SCOPAFF, which are significantly
delaying the review under Article 21 of Regulation 1107/2009 and render this procedure
ineffective.

While the review procedure has been stalled for four years, evidence of flupyradifurone’s
negative impacts on pollinators has been accumulating in the academic literature.
Géneérations Futures carried out a literature review up to 01 March 2026 showing that 72
studies on the effects of flupyradifurone on non-target organisms are available and
have not, to date, been evaluated by EFSA. Of these 72 publications, 44 concern impacts
on bees and bumblebees. The vast majority of these studies report toxic effects, particularly
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Furope studies as an annex to this letter.

We would like to underline the breach of regulation (EC) 1107/2009 by the applicant. Indeed,
the applicant failed to respect art.56 by not sending the identified studies. According to
art.44(3)(e), Member States ought to revoke the national authorisations due to this breach of
EU law. We therefore request the Commission to ensure a proper implementation of the
above mentioned articles of the pesticide regulation.

In order to evaluate all of these data as quickly as possible, we ask you to forward
them to EFSA and to include them in the ongoing Article 21 review procedure. Indeed,
although a review of the academic literature was requested from the authorisation holder,
that review was carried out in 2022 and is therefore now largely incomplete. Moreover, we
emphasize that in its 2022 statement, EFSA recommends that “elective selection of
evidence should be avoided and that a systematic evidence-based approach should be
applied instead, in order to avoid bias’.

We would also like to raise your attention on the fact that flupyradifurone is a
neonicotinoid-like substance: even though the producer arbitrarily invented a new category",
this substance has the same mode of action as the one from neonicotinoids and presents
the same physico-chemical properties. As explained to the Commission in previous letters
regarding acetamiprid, we would like to recall that the scientific literature clearly shows that
all neonicotinoids pass the placental barrier and interact with foetuses' neurons. Considering
that an effect is observed at the highest dose in the applicant's OECD 426 developmental
neurotoxicity study, and considering the knowledge available with other neonicotinoid
insecticides, we are asking the Commission to adopt a precautionary approach and lower
the reference values for this substance, in order to protect foetuses' and children's brains.
We also ask the Commission to mandate EFSA to initiate a review of the scientific literature
for all neonicotinoid substances in order to develop a global approach on the risk they pose
to developing brains, considering they pass the brain blood barrier.

According to this evidence, it is highly unlikely that flupyradifurone meets the
approval criteria laid down in article 4 of the Regulation 1107/2009. It is therefore
urgent to speed up the review of the approval under article 21 of the Regulation
1107/2009 and not wait until June 2029 to withdraw the authorisation of
flupyradifurone.

Kind regards,

Pauline Cervan
Toxicologist and Scientific officer at Générations Futures
Geénérations Futures

pauline@generations-futures.fr

Thttps://www.pan-europe.info/facsheets/sulfoxaflor-and-flupyradifurone-neonics-or-not-how-pesticide-i
ndustry-tricks-regulators-14
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Annex: List of 72 scientific studies on the effects of flupyradifurone on non-target
organisms, not assessed by EFSA in its 2015 peer review and 2022 statement
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