














































































































- adequate seed drilling equipment shall be used to ensure a high degree of incorporation in
soil, minimisation of spillage and minimisation of dust emission.

Member States shall ensure that:

- the label of the treated seed includes the indication that the seeds were treated with
clothianidin and sets out the risk mitigation measures provided for in the authorisation,

- the conditions of the authorisation, in particular for spray applications, include, where
appropriate, risk mitigation measures to protect honey bees,

- monitoring programmes are initiated to verify the real exposure of honey bees to
clothianidin in areas extensively used by bees for foraging or by beekeepers, where and as
appropriate.”;

The risk assessment is based on the final LoE of October 2005 and additional data from the
applicant (presented in Appendix |). Also, information from the public literature is taken into
account (presented in Appendix Il). Abbreviations are explained in Appendix Ill.

A.1 Professional uses of plant protection products: seed treatments

toelating | middelnaa |toelatinghoud |werkzame |dosering |formulering Toepassing(e
nr m er stoffen n)
13044 PONCHO Bayer clothianidin [1x 60 g Suspensie zaadcoating in
BETA CropScience e 400G/L # |a.s./ha concentraat bieten
B.V. beta- (clothianidi | voor
cyfluthrin n) zaadbehandeli
53,3G/L ng
13276 PONCHO Bayer clothianidin [1x 50 g Suspensie zaadcoating in
ROOD CropScience e B00G/L |a.s./ha concentraat shij- en
B.V. voor korrelmais
zaadbehandeli
ng

Risk assessment for bees

Exposure to honeybees may occur via several routes, which will be discussed separately
below.

Direct exposure
Direct exposure to clothianidin should be avoided because of its high acute toxicity to bees:

LDso = 0.00379 and 0.04426 g a.s./bee (oral and contact, respectively) according to the
LoE. It is noted that on May 26 2011, the applicant submitted a new acute toxicity study to
honeybees which showed slightly lower values: 0.0025 and 0.0389 ug a.s./bee for oral and
contact toxicity, respectively. This new study (Schmitzer 2008) was submitted too late for full
evaluation and is not essential for the risk assessment as the EU-agreed endpoint is in the
same range (indicating the high toxicity of the active substance). Therefore, the new study is
not included in the current risk assessment.

1) In-field

In-field exposure during sowing is not expected for the proposed uses, because they are
seed treatment uses.
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A. Plant protection products

Risk assessment is done in accordance with Chapter 2 of the RGB published in the
Government Gazette (Staatscourant) 188 of 28 September 2007, including the update of 20
October 2009, which came into effect on 1 January 2010. The bee risk assessment is also
based on the most recent guidance document, which is EPPO 2010. This includes
methodology to assess the risk from systemic substances.

Thiamethoxam is placed on Annex | of 91/414/EEG since 02/2007 (2007/6/EC).

In Commission Directive 2010/21/EU, the Inclusion Directive of thiamethoxam was amended
with additional provisions to avoid accidents with seed treatments. The provisions relevant
for honeybees are now as follows:

"PART A
Only uses as insecticide may be authorised.

For the protection of non-target organisms, in particular honey bees, for use as seed
treatment:

- the seed coating shall only be performed in professional seed treatment facilities. Those
facilities must apply the best available techniques in order to ensure that the release of dust
during application to the seed, storage, and transport can be minimised,

- adequate seed drilling equipment shall be used to ensure a high degree of incorporation in
soil, minimisation of spillage and minimisation of dust emission.

Member States shall ensure that:

- the label of the treated seed includes the indication that the seeds were treated with
thiamethoxam and sets out the risk mitigation measures provided for in the authorisation,

- the conditions of the authorisation, in particular for spray applications, include, where
appropriate, risk mitigation measures to protect honey bees,

- monitoring programmes are initiated to verify the real exposure of honey bees to
thiamethoxam in areas extensively used by bees for foraging or by beekeepers, where and
as appropriate.";

The risk assessment is based on the final LoEP of July 2006 and additional data from the

applicant (presented in Appendix |). Also, information from the public literature is taken into
account (presented in Appendix Il). Abbreviations are explained in Appendix Ill.
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"PART A
Only uses as insecticide for use as seed treatment may be authorised.
For the protection of non-target organisms, in particular honey bees:

- the seed coating shall only be performed in professional seed treatment facilities. Those facilities
must apply the best available techniques in order to ensure that the release of dust during
application to the seed, storage, and transport can be minimised,

- adequate seed drilling equipment shall be used to ensure a high degree of incorporation in soil,
minimisation of spillage and minimisation of dust emission.

Member States shall ensure that:

- the label of the treated seed includes the indication that the seeds were treated with fipronil and
sets out the risk mitigation measures provided for in the authorisation,

- monitoring programmes are initiated to verify the real exposure of honey bees to fipronil in areas
extensively used by bees for foraging or by beekeepers, where and as appropriate.";

Part B

Member States must pay particular attention to the protection of honeybees. Conditions of
authorisation should include risk mitigation measures, where appropiate. The concerned Member
States shall request the submission of further studies to confirm the risk assessment for
honeybees, especially bee brood.”

For the risk assessment the final LoEP of the EFSA conclusion is used (Word-version d.d.
03/20086), to which additional information and studies are added by Ctgb in italics. The LoEP is
presented in Appendixx |. Also, information from the public literature is taken into account
(presented in Appendix Il). Abbreviations are explained in Appendix III.

A.1 Professional uses of plant protection products

toelating | Middel- toelatinghouder | werkzame | dosering | Toepas- formulering | Toepassing(en)
nr naam stoffen sing
12802 MUNDIAL | BASF Nederland | fipronil 1x 5-20 g | Professio- | Suspensie |zaadcoating in
B.V. 500G/L a.s./ha neel concentraat | bloemkool,
voor boerenkool,
zaadbehan- | broccoli,
deling rodekool,
savooienkool
spitskool,
spruitkool en
witte kool.
Uitzaaien in kas
(niet-
grondgebonden),
uitplanten in veld.
12977 MUNDIAL |LTO Nederland | fipronil 1x 5-15 g | Professio- | Suspensie |zaadcoating in
(LTO coérdinator | 500G/L a.s./ha neel concentraat | Chinese kool,
middelenpakket voor Oosterse
vollegronds- zaadbehan- |bladkolen en
groenten) deling koolrabi.
Uitzaaien in kas

38



















2 Time of collection of samples in the field for residue analysis,

b Each location represents a different trial or field plot and as such the number of locations are considered as the experimental unit for descriptive statistics
¢ This references are provided because some analytical reports do not provide information on the origin of the samples

Table 9.4/ 4 Field residue program carried out in maize in Europe to measure residues of fipronil and metabolites in pollen

Application

Country,

Matrix analyzed

F'(?rrg:: dp(r:(:gu;: t rate AppI::aartlon San;[a):lang Region (no. of of s;’:' les) Chemicals analyzed (IIT']O/?C) References
P g aitha Y y locations)® P 9/’kg
: Fipronil, MB46513,
(Rn?gi‘;zt) SO0FS | 2327 4(?23) 2004 2004 | rSp%:'(e) Pollen (6U, 12T¢) | MB45950, MB46136, | 0.0005 | Soen® 2005,
g RPA200766
Fipronil, MB46513,
(Rn?gi‘;zt) S00FS 55-60 2004 2004 F;argc‘?o';‘]"(g;" Pollen (2U, 2T) | MB45950, MB46136, | 0.0005 | oon 2995
g RPA200766
Fipronil, MB46513,
(Rn?gi‘;zt) S00FS 44-48 2004 2004 F'a:‘:eiosn°(“2t)h'1 Pollen (2U, 2T) | MB45950, MB46136, | 0.0005 | oon 2995
9 RPA200766
Fipronil, MB46513,
(Rn?gi‘;zt) S00FS 55-60 2004 2004 ﬁ:"i';”(yz') Pollen (2U, 2T) | MB45950, MB46136, | 0.0005 | oon 2995
g RPA200766
Fipronil, MB46513, Barnavon 2005,
Reqent S00FS France Pollen (8T) MB45950, MB46136, 2005/1006513
g 50 2004 2004 nce, RPA200766 0.0005 | Kerl & Mackenroth
(maize) 1 region (4) 2005
2005/1006469
Fipronil, MB46513, Tisseur &
(Rn?gi‘;zt) S00FS 40-48 2004 2004 | rzraigr?:'(e) Pollen (18T) | MB45950, MB46136, | 0.0005 | Decourtye 2005
g RPA200766 2005/1006536

aTime of collection of samples in the field for residue analysis

b Each location represents a different trial or field plot and as such the number of locations are considered as the experimental unit for descriptive

statistics

¢LOQ: Limit of quantification
4Six samples from seeds treated at the maximum treatment rate (60 mL product/unit of seed) and six samples from seeds treated at half rate (30 mL/unit)
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A. Plant protection products

Risk assessment is done in accordance with Chapter 2 of the RGB published in the
Government Gazette (Staatscourant) 188 of 28 September 2007, including the update of 20
October 2009, which came into effect on 1 January 2010. The bee risk assessment is also
based on the most recent guidance document, which is EPPO 2010. This includes
methodology to assess the risk from systemic substances.

Imidacloprid is placed on Annex | of 91/414/EEG since 08/2009 (2008/116/EC). In
Commission Directive 2010/21/EU, the Inclusion Directive of imidacloprid was amended with
additional provisions to avoid accidents with seed treatments. The provisions relevant for
honeybees are now as follows:

Part A: For the protection of non-target organisms, in particular honey bees and birds,
for use as seed treatment:

- the seed coating shall only be performed in professional seed treatment
facilities. Those facilities must apply the best available techniques in order to
ensure that the release of dust during application to the seed, storage and
transport can be minimised,

- adequate seed drilling equipment shall be used to ensure a high degree of
incorporation in soil, minimisation of spillage and minimisation of dust emission.

Member States shall ensure that:

- the label of treated seed includes the indication that the seeds were treated
with imidacloprid and sets out the risk mitigation measures provided for in the
authorisation,

- the conditions of the authorisation, in particular for spray applications, include,
where appropriate, risk mitigation measures to protect honey bees,

- monitoring programmes are initiated to verify the real exposure of honey bees
to imidacloprid in areas extensively used by bees for foraging or by beekeepers,
where and as appropriate.";

For the risk assessment the final LoEP of 05/2009 is used and additional data from the
applicant (presented in Appendix |). Also, information from the public literature is taken into
account (presented in Appendix Il). Abbreviations are explained in Appendix Ill.

A.1 Professional uses of plant protection products

During EU review for inclusion of imidacloprid on Annex | of 91/414/EEG, the risks of seed
treatment for sugar beet (117 g a..s/ha) and of foliar spray for apples (70 — 105 g a.s./ha) and
tomatoes (2x 100-150 g a.s./ha) were assessed. The EFSA has summarised the peer
reviewed assessment in the EFSA conclusion, which is shown below.

EFSA conclusion.

A large number of studies with bees including tunnel tests, field and semi-field tests were
submitted by the applicant. Imidaclopnd is acutely very toxic to bees. The observed LD50
values ranged from 3.7 to >70.3 ng/bee for the acute oral toxicity and from 42.2 to 129
ng/bee for the acute contact toxicity. The acute toxicity of the main plant metabolites was
also investigated. The metabolites olefine-imidaclopnd and hydroxyl-imidaclopnd are very
toxic to honey-bees.
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