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CP 10 ECOTOXICOLOGICAL STUDIES ON THE PLANT PROTECTION_.
PRODUCT & &
Introducti @ v
ntroauction @ @

The representative formulation submitted in the first Annex I listing process i@o longer coﬁsidere@

a representative formulation for the renewal of thiacloprid. One of the new%epresentativ @rmu@ion 2

used for the submission of the renewal of the Annex I listing of thiaclopyieis the seed matmeg@ X

formulation Thiacloprid FS 400. The summaries of fom’%gion studind the risk ﬁ;?\sgess@lt wiltbe @
K @S $

N
resented in this Dossier. Q) %, S S)
P @ & o0 R S &
o | | e & S
Ecotoxicological endpoints used in the followm@k assessrn‘%)t wqerlveror&@udle@wt

formulated product Thiacloprid FS 400, the active substance thiaclprid and'the @aboﬁé’s listed'in
the residue definition for risk assessment. & %@ é}’ @& ©@J ('S % .
0 R s 9O & ¢
) ) . NN & S © w, . $
In this Dossier only endpoints used for@e rls©sses@§eng ate pres@{ed. @Qr an e@serw%% ofa ©§
available endpoints for thiacloprid a@ts Iagieo\\tabol@ ple@ ref@%?o th @spet@e s Iét e
MCA document. In order to faciligte disciination l%g%’een and for@ion@ mitted during

the first Annex I inclusion pI‘OC@S, th@é@ﬁ inﬁ@nati@> 1S W@@n ey @ers @@Q AN
N O N N %
Use pattern consideredin thi@ris@ses§@ent§ o § < @\y\]
\ >
T i @ o
Table CP 10 1.Intend%apph@§mn paftern Q . © /(%% s @
Crop Timjng of PN er§ M@]qu Maximum Q@ Maximum Maximum
icat@n a& ati& label rat@) 1 ra @rate application rate
< \ & \%pro et | [0S as/séed] | “OU/ha [g/ha]
D /\@ a f(%% O /uni he § N
) i 9 (%
e, | BBCHOY| o KRR o] O« a ifit:
Maize, (s;&\y & @ @12@ Q@ 1\@’ 50,000 110
&@ treoa nt)o @ Q> . O N~ © seéds)
» & N
vl ot a2
Definition of the re e riskaiss entJor thiacloprid
g reee (o risgassegmenor (fgaclop

Due to chaniey in tr@ger&@r me@boli@to b@-;;urthe@ssessed as well as due to new studies on the
route o‘f@adation in Varlous§vir nga%om%ents, additional metabolites are proposed to
be incluged in the res@e deffRition for theQask assessment. Accordingly, studies have been prepared
to describe the eco@col ical p@ﬁle o@}hey@metabolites in the relevant environmental
compartment. ¥ O
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Table CP 10- 2: Definition of the residue for risk assessment”

°
Compartment Residue Definition for Risk Assessment N 4 6
Soil Thiacloprid, Thiacloprid amide, Thiacloprid sulfonic acid, Thiaclogprid des-cyano @ ‘G
Thiacloprid, Thiacloprid amide, Thiacloprid sulfonic acid, Thiaclgprid des-cyan
Groundwater Thlaclogrld sulfonic 1zlcld amide, ThlaClOI;f)I'ld thiadiazine @{ ! &
Surface water | Thiacloprid, Thiacloprid amide, Thiacloprid sulfonic acid, Tlgg\_»aclopnd des- %éésno S &
Sediment Thiacloprid, - ° RS
Air Thiacloprid o @) C A @ @
; RicAse s rae o
Justification for the residue definition for risk assessment is prov@ed in MCA Szé%omt 7.4.1 aggg CA Se¥. 6, P@@s c&©
6.7.1. %@ Q @f & & S &@
A AW
A list of metabolites, which contains the structurc¥ the synogls arf&code @Ambg attrlmted to%he
compound thiacloprid, is presented in Docu@ 3@@{?thlsf\g 1e§§’ @%7 %

@)
RN s O &
ST O D % Q w
CP 10.1 Effects on birds a@bthe@ter@@m@%rte&@)teb @Q & Q)
The risk assessment has been perf(&med a%’ordnfg to “Btrope @oo@fet@um y; C%S@ance

Document on Risk Assessment fond@& mal@@ re@s‘c frg EF@” (E&’A Jotirnal 2009;

7(12):1438), referred to in th IOng as <E A @D 20Q A9) % @
& °\ @
@ S @Q © N S
CP10.1.1  Effects'on bl%ls § 6@} & ‘&% S
o\ N
Table CP 10.1.1- 1: E@omts@sed @msk a@ meat” O S o
Test (§§t spe&es, testO) @agree en @ts 4 _Endpajnts used in risk assessment
substance sigm N @ @
Thiacloprid <O Japagese quai] S @ 311 mg a.s./kg bw ¥
& acwﬁxm@y 9 L% @mg @/kg 1&)>0 153 mg a.s./kg bw »
© | Mallard,duck, « 2 @
. & @  PNOEC 140 ppm @
N ppm
A | i q?;‘;g@rm) @ozs 6ppm N ) O'| NOEL  11.0 mg as./kg bw/d ®

) Geometric mean %0 as aﬁ@roac@comﬁ@ndedﬁg\EFS GD.
b) dietary NOEL i pane Qua ee be{g\v "@é@’cﬁy en pom@as the geomean approach may be not
accepted by some Memb€d Statess @

) Conversio sed respective 1 g%ea f(@d co&@mptlon and mean body weight (see study reports and
according to SANCO/ 145@ 1 and belo@ ‘To?sy endpoint”)

49 EU end t (60 ppm) in't e n oingg Was based on effects on adult body-weight and
nomlnal centranons g@ed en@omt ( 1s b t% on effects on offspring and measured concentrations

% S @ @ @
Tab% CP 10.1.1- 2: Relev@t gen@c av1ag0cal®)ec1es feeding on seeds for risk assessment on Tier 1 level
@«\ accor to @ (;@(2009)

Ty@f seegw & NGen@ic focal species FIR/bw
Ko AV

( ?{)geiﬁ?i?;spe %} ©\ Large granivorous bird 0.1

R ‘Sm&see &
(Rbt maif&) beangdr p§
(_@

Small granivorous bird 0.3

$

&
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Table CP 10.1.1- 3: Relevant generic avian focal species feeding on seedlings for risk assessment on Tier 1
level according to EFSA GD (2009)

Generic focal species

Short-cut value (SV) for acut

isk"

Small omnivorous bird

08X NAR/5

2~ S

“For the reproductive assessment, these shortcut values should be combined with 4ppropriate time Windows

and default degradation/dissipation rates for residuesy

"NAR = nominal loading/application rate of active substance [mg/kg seeds] @

ACUTE DIETARY RISK ASSESSMENT

Table CP 10.1.1- 4: Tier 1 acute TER calculation fO;@ds feeding ond gﬁgftme@
Q @)

SN

Y

%
9

\a
S

Compound

Generic focal species

o Expg@re ~

W&

Toxicity
[mg/kg bw@

Fw

A v
g a«%@see@]l la

Thiacloprid

Large granivorous bird

301

0.1

2322 - 5000 , P

! Assuming a thousand grain weight of the seed!

‘”\9
Table CP 10.1.1- 5: Tier 1 acute TER @cula@n for @ds @ng\@m%@dhn

s of 208450 g ™~

@

Q

Compound

Generic focal speci@y
<

%
&[f?ngiﬁ%w]

<
&

@@xpo&@e
sy

S e

Trigger

Thiacloprid

Small omnivorous\Birdr

G311 o

> 222-5p% .

10

*SV =0.5 x NAR/5 °

The TERA values cal@fatedﬁ@@the
acceptability trig &@f 10cfor all@alua“@l Sce mi¥io
preseited
&

scenarios is

Q
Refined risk@ses@nt

The reﬁrreg%risk assess
als" (2009%

and mammals feec@ttreb&\n re@‘lly avi abl@?e
he snyzdar& U trt

o5
tgh@%ere@sﬂe
%%end é

e présénted®

e of a refi {@ ass@ment@woul@n m& cases, take the form of a weight-of-evidence

and M

used as seed tre
such a scenari.

present, it is@pt possible (@yec

range of
The out,

9)
A

S

ow. &\

©)
R

tp
@ent%o
isli

ions for refineément:

his @ycum

9

S

© K@j

appr%zch, rather thii a quantitagive as
whéther the evidence prapided JSssuffi clent to
protection is re@‘hed Gul

S

@
% AN
& &S
o N
{x’ O @ RS

9
ute r k asse@me

&

s N
“on Tiel levéxd

us,

A &

R
@

@
&

ﬁnﬁl risk @sessment for these

0 n@&exceed the a-priori-

@
@e fo@ws&uldof Q@A "Risk Assessment for Birds
e

s in clapter N "Z" iéP1 assumes that granivorous birds

treat@& seeds. The failure rate of pesticides

‘&
rs acute and reproductive risks under
) caggy will require refined assessment. At

t nda@lszed @proaches for refined assessment. Therefore, a

ment (e.g. TER). Risk managers will have to decide on

ow for a decision whether the intended level of

darfce is @lu@@@n the method for such a weight-of-evidence approach.”

! Faustzahlen fiir die Landwirtschaft (2005), published by Kuratorium fiir Technik und Bauwesen in der
Landwirtschaft, Darmstadt, 13% edition, ISBN 3-7843-2194-1
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Treated seeds

Focal species @ @g

B B 2001 M-031252-01-1, KCP 10.1.1.2/1) 1nvest1di§ the attractl@%es@

freshly drilled maize fields for seed eating birds. In this study only large seedgdting birds were N
observed eating maize: Carrion Crow, Pheasant, and Wood Pigeon. Small ed eating b1§ onL§
exceptionally frequented the fields. In no case was consumption of malzé%eeds observed
He also found no evidence that maize seed remaining orﬁg soil after &illing, or the@nten@ 11
dispersed maize seed on specific reference fields, Wergof special att@ iveness f% eed s
I 2006; M-291204-01-1 KC%% 1.1.2/2) s@ned the ut1]§ io by lrd@of @
freshly drilled sunflower and maize fields in so France. &e foun arrlo@rOWQnagmg and @
yellow-legged gull being the most common of the kngwn ma@@ se \eatgrd ] 16& ifMres
drilled maize fields. They are characterized bgthe lﬁgest @mes @f abé equ&ncy of% .
occurrence and dominance. @P o @&
: 2005; M-242960-01-1; (%1 1. %3 in @ener&%eld $tndy @Qnducte e
and sugar beet fields in Austria repoﬁCa 1%m Cr& COQ asan{}ind y P@‘ldge@s the
most common species potentially fe magz@iel @fore@nd/ ter
Accordingly, corvids (e.g. Carrio row gall naceo@ birds '~'-v as Pal;tﬁﬁge) and
pigeons (e.g. Wood Pigeon) ar@onsud% d a e fo fo eshl a1 e ﬁelds feeding
on maize seeds. This selectl@f spedies 15@onﬁrm d by O(ﬁ;) who repo@d these birds
feeding on maize. Conseq%ntly t@se spéi’es v@be addiressed in t@ollogl g 1‘1@9 assessments.

IS b@x >
Toxicity endpoint <& % o8 @a @ § §\ O é& &\
Acute oral tox1c1%§ylu@re avaitablefor f(&r dlffei@lt spé@es J &pane@uaﬂ Bobwhite Quail,
Canary bird and@hic (MC% chapter CAN8.1. 1% he m?st Sefs tlvexgpemes tested were Canary
bird and Japa@se il w, tQDsosQf 35%nd 4%§Ig/k@v, 'C' ctl\@y The geometric mean of the

acute oral IgDses from all four bifd spee%s tes@ is 31'mg/, @ais value is derived following the

proced@descrlbed uiw}hap@ 2. L@nd 2 4.2 of@F SA 096\

@

An acceptable am@rlsk f%’ all o spegles 1s@um$ if T%RA greater or equal 10 is demonstrated,
i.e. exposure (infake oyetithe n&é’erlodﬁqs nognore t@ one tenth the LDso of the species tested.
In other wonta a dose qu@alen@o tent®the L% over an "acute" time period is considered
a (regulatory)-acceptable gy e such e regalato argins of safety needed to extrapolate from
the LDsq %he laborat tes 01e exp&spre level for species in the field are already
includein the (reg@tory) a @le do&e nd@\not need to be applied afterwards in a “classical
TER\?&alculatlon Q @

Accordingly t{g@fgxi ity endgpint (KP 50) i@lvided by (the TERA of) 10 to calculate the regulatory
"acceptable Ggse".<This alfews a ditect g@mparison of the "acceptable dose", expressed as number of
treated Q; e se@’ to a@@eve@é 1/ 1(ﬁf the LDso with the daily intake of maize seeds for that
specieh pp ach @es particularly sense in cases where exposure is via distinct "portions"
(e.g. frcate jg%mlé@y it particles) rather than via a concentration more or less evenly
di@ute in the e@af‘cer spraying).

a

2 -, P. (2001): Project PN0907: Potential exposure of birds to treated seed — Final milestone report (M-
091172-01-1)
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A risk clearly can be excluded if a bird would need to ingest more maize seeds to exceed the
"acceptable dose" (one tenth of the LDso) than required to satisfy its daily energy needs when fee&g
exclusively on treated maize.

y @@ &@Q @
Two scenarios are considered in this approach, one based on the geometric m@an acute or LDsg,
(311 mg/kg bw) and a second based on the dietary NOLED from most sen§“§1ve bird spe@es te§d 1%5@
the short-term dietary studies (Japanese quail, 153 mg/kg®w/d). The "aéceptable dose@g for&ﬁese t @.‘
scenarios are thus 31.1 mg/kg bw and 15.3 mg/kg bw, respectively. Q @© %y S
In a second step the doses are related to the body We@bts of the dligent bird sp@ws th ave@en C&
observed in field studies on maize fields after dr@ and an acc@tab]@)dose er bird is cal&ﬂatei
These "acceptable doses" per bird are in the third&tep convert%to the@orresp d1%@1um‘tf@ on
treated seeds to achieve this dose (based on neminal logting<tates) "\7 S
The values for the focal species mentioned aldve a&%ep@@'d IHQ @ble @’ 10.1%%6 b@ow % %

S 'S & o
a e - &
Table CP 10.1.1- 6: Acceptable doses@‘trea& seed@r different @al blr&specl® Ko

% S
Focal species b.ody* @ "mcepta‘@% d0 o @ @w ' eed ach’@j’e"the
weight’) | [mgibir > Q) acc@ abledose

gl om@n LD gry ]@ED D ge an 0 oﬂietary NOLED

© 311'tng/kg b bw@ 31Pmg/Rgbw &4 153 mg/kg bw/d
Carrion Crow 570%, 1778 872 2 [ D 1273 Y 8.72
Magpie 17.5 | & 55% @ ‘0h 72 332 9 2.72
Pheasant 35 %330 & & 1782 N 85308 17.37
Grey Partridge 3895A8) 12110 |7 596w 12.1) 5.96
Red-legged Partridge 1Q435.80° | 2 13.54 866 O A 1354 6.66
Wood Pigeon 40 &y 104 Y V7150 15.24 7.50

*) mean of m@’es a@(@emake%bfrom Dunnirig, 19933 Y @ @ '\\(\U
o O S B O N
> & .0 N &
Portion of ti %me (P@ * © % & I3 @ é?(;\,
X
No "p /ﬁ@% of time"- @a ar ailal@presently dthe ls p@ies mentioned above. Therefore this
refinement option 1&@0‘( in¢luded du the e@osur’e\calc&atlon vertheless, all the focal species are
known to forage apjfarge areas in dwerse (@dm@ab @s not exclusively on maize fields.

Therefore in real@}/ th e ex ted t%?be censidergbly lower than 1. This expectation is very

clearly supp by ercentage o@ﬁxes (@tame@or those of these species under radio-

surveillancg by 0 %@ 71 -01 1, KCP 10.1.1.2/7) in maize fields.
©\

Portg&n of Diet (PB@ % @ \

No %or‘uon of diet"- dat@re a@lable %ser@/ for the focal species mentioned above. Therefore this
refinement opg@l is §t inclgged in@Xposuty calculation. Nevertheless, all the focal species are
opportunisti&dmnivo thercfore (@en on drilled maize fields) the PD for maize seeds can be

expected tQ c@ﬂder@@y 10@ than?
@

@{& @§ @@ . §

@ & <

¢

3 Dunning, J.B., Handbook of Avian Body Masses, CRC Press, ISBN 0-8493-4258-9, 1993
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Avoidance (AV)

In the 5-day dietary studies, Japanese and Bobwhite Quail as well as Mallard Duck exhibited 1nc§ge(1§
food avoidance with increasing exposure concentrations. This avoidance, howe@r is difficul @

quantify in such a way that it can be factored into a DDD or TER calculatlonﬁgrthermore , &yoid

of treated seeds, where the active substance is concentrated on the outside of the seeds, is@%em@

more pronounced than avoidance at the same (nominal) concentration insdietary studie&@/heore@le %,
substance is mixed homogeneously into the diet. Theref@he observ@avoidance v@ﬂ on@ u5§ @
as evidence that exposure calculations might overestimate the actua osure. The@act thafavojdance é
was seen in all three species tested supports the inte %tatlon that‘vmdance is i@neral@h H@GHO@

with Thiacloprid and hence should occur in all s
; 200; MQ@?II -01 %KCP 107,12

Additionally, in one field study (-:L
the availability over time of exposed maize sgéds w ve t1 te% ¢ agthors fund that even%‘[

spills maize kernels did rarely vanish. The fa %ct thattenly j malﬁseeds(@l’sap@ared m g °
spills, together with observations of birdsQ asi@mall& gest 1nd1&® al @ted maize séeds, (2
suggests that birds try treated seeds bu@b no»t\ e mo@re thaﬂ, smg]&equdespn@ y §

availability of more of these feed iteé@ t&he rage obs@atlo f bL@‘p majze seeds
treated with Thiacloprid, the auth repm@fhat sz were qu1 frecg?@atly ﬁ onUntreated)
maize seeds remaining on the fiel fro@the ear’ Qx aiz ~

These observations are particudarly 1mp0rt %t since @’ey cl@arly @)ort the phe@me@ﬁ of avoidance
occurring in the field in rele%nt S‘Qmes, @has B z@en obggrved fa lab (?ory &gperl%ents with model

N

species (quails, ducks). , % 2) § @ ©©% % @ @‘?\,

X ¢§ %@ SRS S é N "\@
§ & & & o
Some species, (‘ 2] @s wgte observed breaking 0 ch@ @ see@@%efore eating only the
inner parts of J§ ; Q 013(;§M 3 180—@[ KCEP 10.1.1.2/7). As a refinement
option, however, def 1 seeds canr@ be K?nuta@vely fi#étored into the DDD or TER
calculatlon@@ecause the gxtent @iy @e re(@tlon after d@uskl\r@has not been measured in maize

for the@mes to be c@&de@ . O
S

@@& ©@%\K

Exposure dens1% % @ @7%\ N 2o © ©©

In Europe, e se@ ﬁ? assutiied 0@6 alm®at exc@jswely precision-drilled which renders their

\
availability on the soil sue ve Thi @mclusmn is supported by the work of De -

-et a@%)“, who@eten@&d in@e N erlan?é@ the number of un-incorporated maize seeds on
the soil surface (fie to’beun the range of9.02 + 0.04 seeds/m? (i.e. a max. of 0.06 and
90*@';16 of 0.05 se%ds/mzéorhg@ﬂlahey@port 3.1 to 5.8 times higher numbers of exposed
seeds (mean 4.%% &@
a @ Q

These data @ welhin‘ac ancewt\(”) t}%@lmber of un-incorporated maize seeds measured on 10
commerc@ily %ted @ize @ds in the Lower Rhineland (Germany): _ (_
.,, 20@? M- 01-1 @’ 10.1.1.2/1) found un-incorporated maize seeds in the mid-field area to
rang @rg tova max. of 0.024 seeds/m?, with a mean number of 0.007 seeds/m>. In

Dehusking

4 de ﬂJ, B -G . B R R0 R (1995). Risks of

granules on treated seeds to birds on arable fields GML report No. 118.Centre of Environmental Science,
Leiden University, Leiden, The Netherlands. ISSN 1381-1703
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headland areas (end-rows), the number of un-incorporated maize seeds ranged from a min. of 0.003 to
amax. of 0.11 seeds/m?, with a mean number of 0.042 seeds/m?. His values are in good agreeme @b
with those of De -et al. (1995) and the differences illustrate the Varlablhtgo be expecte@m the @

field.
ield @,Q & ©®

N

Exposure data from three further studies on freshly drilled maize fields ( 2007, I§P § ‘2”5@
10.1.1.2/10, | N & 01 0. XCP 10.1.1.2/7 201@1@&\ S
10.1.1.2/11; see table below) are available for the assessment of the Vb111ty of eé@sur 3densi @ &
Exposure densities, i.e. number of treated maize seed$exposed on @@soﬂ surfac er sqfiare ﬂ& &
determined in the studies mentioned above are s@anzed in theRble @51 Che wagst caséof al&@
five studies is used in the risk assessment with t 0"%ile be% used@)r acurlsK@sessﬁﬁn @
scenarios. % RS "\7 %@J @ ‘\

%G @) Q@ & S

o5 thesofl o & @
Table CP 10.1.1- 7: Number of mai d thesgil ftéx drillj ds/m?
able umber of maize see Z&%{)sed@n €801 su@%ace a&t% ri @(s: s/m?) @

. midfield @ | Gndoow O
midfield mean 90 ile en@ow nkean é\g 90,@%& A
D
0.02 0.02 02 0.02 &
% 21 &S
0.06 0.10 @
N
0.1 0,19 @ @?
SN &
<
0.007 @@16 U D -0 -01-1, KCP 10.1.1.2/1
0.02 £70.05¢ S) o et al., 1995
0.028 oY O\Q% & S geomean
a) value calcula ‘?» bas n and
b) value estlm on mjdfiel Values an 4>g h%)her n@lber o@eed&@posed on headland vs. midfield as

presented oin@e et al., 199
e % 5& £ @ &
These data show thaet\expOSwe to Yr{ﬁeatedé%lze sgeds %fter so&mg is very low. This is attributed to the
sowing technique (precisio dr1 2) %@hzed YO\f‘nauz@cultlgmon Spills may occasionally occur, but
the number of se@s e the 3@7 surfaee is gsuallydow.
ke uffee is gouallyd

Ina furthe%;vmght of ev1®nce ro @ort @mut sk assessment, the number of seeds a bird has
to inges chieve th @ é’ dose%was related to the area a bird has to forage
assumngzile worst Oth%aie Valﬁ@ for midfield and end row exposed seeds. Again,
for &%h species thﬁgcalc on 1@0nsed@the figures for the geomean LDs and the dietary

LDs. - Y e O
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Table CP 10.1.1- 8: Acceptable doses of treated seeds for different focal bird species in relation to the

foraging area @ @@

. no. seeds to achieve foraging area (m?) to achieve_ "acceptable doge &
Species "acceptable dose'" (LDso/10) midfield area @ end row aré
oral dietary oral dietary Q@yoral &dlegai@
31.1 15.3 31.1 15.3 311 S 183
mg/kg bw mg/kg bw mg/kg bw mg/kg bw %mg/kg bw, q mgke bw
Carrion Crow 17.73 8.72 492 9 24 oh 129 871 6o | @
Magpie 5.52 2.72 153 75 Q 40 @@ § 20, S
Pheasant 35.30 17.37 9814, 48£© 258, D § %D
Grey 1211 5.96 5 feb <53 SIS
Partridge : : 9 Q & N
: A @ © @
RL Partridge 13.54 6.66 Bi76 D185 | gy 9N\ |7 4R
Wood Pigeon 15.24 7.50 & 423" < 208 ) ’ %5
SN S -
From this table it can be seen, that under&%wo@@@case\a su%t%n t%t ma@s wo@d be@j ‘$
more sensitive than the most sensitive species tested @he dictary @dles;&@d th@f’he number

0

exposed seeds is the geometric mear@ th %}%i@of tﬁﬁve dies @éd a@be, t Wou@have
the

to eat each and every seed exposedion an dgea of 4> m? ifvthe centre @e ﬁgﬁ’ or n a;&@of 20 m?
in the end row area to come to an@nacc‘@)tabl%ggigh @{ § &© ©@ N
& > & @ 8 SHEES
. R AN S &@ o & ©
Further evidence . é& §) o 7oq @ N 2
From various studies it fN(nov% that sé@ds 1§ son@of tl&%ctiv@ingmﬁnt egradation and/or
F1if&in soifdf T lopri andés majgr metabotites is relatively

dissipation after sowi Th%g
short, as detailed i Thiacloprid ¥'S ectiQn 5 (@e Assessment)For tﬁiacloprid the median
DTsois 6.7 days ﬁ ﬁ@ conditions¥at 20C and Yeéld ¢ city)\for g&loprid amide the median
DTspis 47.2 daéﬂhnd@ield c&ldit'ﬁz@s (a‘t«@o C a‘hﬁ field Capagity) and for thiacloprid sulfonic acid
the DT is 167 da nde{\g@eld co@ditio(ﬁs (at 29°C fieldpapacity) . It is acknowledged that soil
half-lives cé@nnot be trar;gated g\iﬁ%ctly %&;o ha@lives {@on @eds, b@it can be assumed that while in
contact%@h soil, degrddationdissipatson will tak ce, The tip-course of disappearance of
thiacloprid from see% Was'no de;gﬁrmin@%er&ﬁore it W't}\ﬂ only be used as further qualitative
evidence for only§me-li%nte po%ge and@(rapi@ decgle of the risk to birds.
R

@ @Q @? @@ @\ § @’Q
Field studie” O o Q\ &
A field @ to investi%ate poial cts. irdg%” exposure to maize seeds treated with thiaclo-
prid FS400 was conducted 2009 in a t}@é@l @ze—growing area in Southern Germany (- &

?, 2010, KEPI0.L1/7).% & &
Obsetvations conducted@fclud@ scan g‘npli@g (for characterization of bird abundance, activity, and

behaviour), ra&@?rz%fj\ng 0 &pecionsi@%'ed to be focal species for freshly drilled maize fields,
carcass seal@s, and eountivig of Seeds gxposed on the soil surface (including disappearance from
spills overgi e)éﬁ @) §a Q@

All indigaduals@f fo gf)ffe potential focal bird species that could be trapped (14 grey partridges,
one sant{four \@%dpisgg ns and seven magpies) in the vicinity of the study fields were equipped
Wi dio@@ansm@rs. @e birds were trapped as close as possible to the maize fields in order to
maximi Qhe probability that these birds would forage in the fields when drilled with Thiacloprid FS
400—t:§%d maize seeds. All individuals were radio-tracked to determine their fate and survival

following the drilling procedure.
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Within the monitoring period (onset of drilling until BBCH growth stage 15/16) 21 of the 26 tagge
birds stayed verifiable alive. One magpie was found to have lost its tag, and therefore no clarific @
can be made about the fate of this single bird. Four grey partridges were killed Ly predation, w@}h 1s @’
not unexpected for this species. Importantly, all four individuals were “non—ué , 1.e. they &@l’ ©)
never located in the fields drilled with Thiacloprid-treated maize. The report @arly statesz “All b@g s
located on the study fields were alive and in good health at the end of the fﬁydy period.” @) ere it \21%@
very unlikely that just these non-users were 1ncapacnated@d killed aft@\fle consum&}n {\ @Q @
Thiacloprid-treated seeds. Q S

A total of 805 bird contacts, comprising 22 spe01es recorded Q@ng the 775@%d sc@s ca d &
out. Small songbirds that profit by the facilitate @ ability of so@mv@ebra €s due to the sdif &@
cultivation linked to drilling were by far the mo undant sp@xes A@éxpect theg@spec?e% w@
not observed feeding on maize seeds. Other species 11@1hd1n@ ose*fab e te\y e e sée}s as feod

source were much less abundant. The presenc@ of sgﬂ e o d in; @fdua fourgrey partridges,
the pheasant and three magpies) was Verlff§§1 in, ﬁ@’ds ({@ed wi Th%cloprl@ S 400=treated maiz
seeds. & \ AN

Availability, however low, of Thlacl@Q’ld F&}OO @fed@me sge@s o@he s@ur@w% demon-
strated by the results of the surface e@posu@ assesstenty, \@'

The systematic observations of bl% fogjglng @y maizgyfiel veal&d th t@% pr@@ortlomof freshly
drilled maize seeds and seedlj Wer&lmos@egh@k in%he dl@ f the& spegies. Actagged magpie,
the tagged pheasant and an u:g,tag ed Wi @eo&were bservatm,gf@t le@ once #treated maize
seed confirming that blrd@lsmn@ es fi may b e exposed @ prl%ﬁg 400 via the
ingestion of treated maiz&see Howe er, t rt@ of 1@sted untre ma@ seeds (remaining
from the previous ye@s @ter @%{Iest r&@h higher.

Moore importantl spite this Q@éﬁy ob@ved@take@f malzgseeds%y birds, no effect of the
freshly drilled Th§§ rfd FS 400- trea%ed maize scedson @ of t@»blrmes in the study fields
could be dete é) duré the scans. Rq rlng® e;g.g%sw carcasgisearches conducted on the study
fields and the%surr dings; no caasse%were %und Accordingly, @espite the obvious utilisation of
the study, fiélds by taggeg (and%%ag@ blr@o cas@of d@th of &)Hd was related to the ingestion
of Thi \l‘ld FS 40ate aize‘Seeds. . @Q %

The various meﬂ;@ppl ¢d in thig stud@ov@ed a g&asona@» robust approach to assess the impact
of Thiacloprid F %\e;ted e 5¢e &ds on @rds f@gm on freshly drilled maize fields. Results of
all methods consi tent@ at c@lte ctgge utlh@lon gt e fields freshly drilled with Thiacloprid
FS 400-trea au@@eed@@eﬁh&g %Qltmsg n als of the focal species nor other species of
the local b%d population Qere a@rse ffe

& & Q © @ Q\%
Seed&ipgs emerge@om %ate@ed N
Foc}l species @ @
pecie
@° @
For the sce;§@ of s%dlin melggﬂ% fromQreated seeds EFSA (2009) proposes as relevant indicator
species lar erh@rou ds and mals and small omnivorous birds and mammals. For maize at
BBCH st@es 1@ 29, €he Waepigeon (Columba palumbus, medium herbivore, b.w. 490 g, scenario
115) g@@he (snggl omfjvore, scenario 111) as generic focal species are proposed. The body
wei%ﬁs of the) atte@ gi s 28.5 g, based on the smallest lark species, the Woodlark (Lululla
ar%rea)@@s the Woodlatk is not observed foraging on freshly emerged maize fields, the Skylark
(Alauc@rvensis) with a mean body weight of 40 g (Dunning, 1993) is considered as appropriate focal
(lark) species in the following evaluation. Selection of this species is supported by (
B; 2010; M-370696-01-1, KCP 10.1.1.2/9).
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D
Diet of the focal species . @ N

g
In the risk assessment presented below, a diet of 100% maize seedlings will ;ﬁumed for tl@@ S
herbivorous bird. This is an adaptation of the standard scenario proposed by A (2009, A%) whith
assumes a diet of "leaves" only (being non-grass herbs) for the generic foc%herbivorou eci§ &
(represented by the Woodpigeon) in maize at BBCH grox@ stages 10—@1’ he scenarjordescribed i@
EFSA (2009 A), "Bird Tier 1 table", no. 115 (maize at BBCH growth sfdges 10-29), §e ates@ a s&g &@

application. For seedlings emerging from treated seeds "spray” RUD®are not relexgnt. ac ing§©
to EFSA (2009) "any information on the amount ostance likedy to be preseg@n n&wly enferged @

. . QY Z) N
crop shoots should be taken into consideration. Q) N @

%

@)
When calculating daily dietary intake for expgsure as%ssme@cco@ﬁig %@FSA&OO%\@) a w
differentiation is made between "leaves" and Cgrassé@and fereal shyots' @ith regpect Q mois%re .
content, assimilation efficiency (for mamr@sls) gn@energ@conté@. In that regpect, (10no- @&

cotyledonous) maize seedlings are deen:é%l” bet%gr\repm\ented@/ (m&%w%@donm@) "grasses @
cereal shoots". Furthermore, in the cagecdf sgé%} treatnents-ghere q&ﬁ@)nly%oot d se%ﬂmgs that
contain residues but no "leaves" in the en(%%of E{@\ (2@@, Q@r a&ctly iV@{ls dies.
Therefore this adaptation of the s‘s@dar%scena i0 1S d@;{ned appropragic. @ @Q \%

Thus, as proposed by EFSA (2089, Gxgic W p%@ is cgpsid to féd o n yggetation
(seedling shoots), whereas t]@rk uses a niixed die consﬁting@ 5<o@@rop I(S)aves (s&dling shoots),

25% weed seeds, and SO‘V@Erthro@ds. @Q @ Kog © @ 5
° © & S
A
S 6 & T v §
Toxicity endpoint é\ﬂ S S w;\ Q é& &\

NI
For the toxicity e@&in@eﬁnm\@t thé?ame applies@ ou‘%ﬁéd a@ve inghe section on treated seeds.
idered,%one Qised omth geéﬁaetricﬁean dfthe @e oral LDsos from all bird

Two scenarios agg co
species teste(@ll e g b@®) and @secc&@ ref%ed, ba@@d on
% 2 °

N
: “ SIS, @
Portionof'time (PT) @© § @ ©© § o
The "portion of tir@\for %Elar]@iﬁn g}e@%lat@ maike fieldsWas determined by [l (2005, kCP
10.1.1.2/8) in a s@é’y c%duct Aug}ia. &@birds@pen@z 1% (PT = 0.421) of their average
potential fora%lg tin@m or @closé@fein@gto g@ina@ﬁ maize fields. The 90%%ile for PT was
095. O © . & NN & b

3 Vo RS e
The PT@ue is repo&@ hereQo supp@'t th@se G@ylark as appropriate focal species on freshly
emi%d maize ﬁeg@lt is ovxiey@s, not@ed i& e refined risk assessment.

v o - R O
Portion of Digf(PD) ., <
A * @ . . . .
- (ZOOS@)nc@ded @9 a %de \'\6‘)’ cted in Austrian maize fields that maize seeds and

seedling@ere a reléyant fobd source for birds and mammals. In fact, in no case he found an
indica@ for&be ingastion@dmaize seedlings by skylarks (PD = 0).
& Y
> @@ ©
3> Euro Food Safety Authority; Guidance Document on Risk Assessment for Birds & Mammals on request
from EFSA; Appendix A. EFSA Journal 2009; 7(12):1438. [5 pp.]. doi:10.2903/j.efsa.2009.1438. Available
online: www.efsa.europa.eu
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The PD value is not used quantitatively in the refined risk assessment. The low number however

illustrates that there are significant additional margins of safety that remain unexploited. @ ©©
@\ (g
@ @ @
Actual residue concentrations @JQ & S

A study was conducted to determine the residue levels of Thiacloprid in se@dlings from @ze %@ts &
which had been grown from seeds dressed with Thiaclop@FS 400 (| L2009, s é\’
M-359454-02-1, KCP 10.1.12/5). Samples of seedlings Were taken fofnalysis of Giduesor @ @
Thiacloprid and its metabolite between 16 (BBCH land 37 days (BBCH 17) after dri@ in @ Q&©
field. © R S
Residue levels were highest at the first sampling@asion (BBCH 12, @9% 17 d@s tD sowing) Wi@

17 to 18 mg/kg fresh weight. Thereafter the c ncentra%@ns d@ned&r}pid%@ith lf—1®of less

than 3 days (JJJi. 2010; M-370085-01-1, 10@1.2/ > G ¢§ O

In the acute risk assessment for the herbivx%ousob@' (Wdddpiget), t%e maxi@um infBal r@ue 1@%]

(18 mg/kg fresh weight) will be used. g*ﬁ \\ > Q

) AN R X
For the mixed diet of Skylarks, only t ee@@ig pa@%S%@ﬁs cq&@lere \0 co@gin re&ues stce
ac
c

other feed items like weed seeds or, {3 ct%%e un@%ly tQ come fito t the@ctive gybstance

N Qg . . N .
t(.) a great extent. Therefore, the c@cent}@atlop in the t(@l. die 1 bectfie (@%éntr@n uao\%ﬁe seec.lhngs
(initial concentration 18 mg a.sgkg fresh welgb% m@phe dbhy 0.@@01‘1‘@)01’1@ t025% seedlings
in the otherwise uncontaminafs diet)> § « S &@ © o @)
N

e © S @ © Q 7 .9

. ° . @ § & @“ ?7\9 @ '27\7
Food intake of Skylark%nd \@od%geon S @ o R §

5 . .

For the Skylark fe@ on a@ix@iet thig stan§d sf;§>es for@odyé%ightg}d food intake rate (for

Woodlark) given ieEF S2OQ9,@) a@sed. The estignateg Of foad intakgyfor Woodpigeon are based
on means of daily en;@r expe&aﬁitugi for fm@ﬁ‘angf@g aninﬁlgy @% moisture content and

assimilation iengies. ThOFIR i@calcaﬁ%d f%ix)win FS 6§\ 00@ Q) as:
o N % N N .
°\@ e ( % @ |\ @ o
A . @© m@ @7 REE @Q = Qi@esh weight/d]
» e [ ICH Y S
& T
In which: @ SEEN < °©\ § >

Q . ,
DEE = Dail?@nergﬁéxpure@ﬁb the @ecie@gﬁ/d] S

FE= Fs@nergy [kJ/dry g] § @’jf’ L9 %@
MC = Mpisture conteeg%%] Q &@ ©\
AE %@ssimila‘[iom\eﬁicie [%@ @ @

N (g @\ @Q &©

° N
Daily energyg%en%'wre § R
Data for t EEt&} deriyed frem a re@@rch project carried out for DEFRA (Anonymous, 2007).
Relationghip b en bbdly w@ht (bw in g) and daily energy expenditure (DEE in kJ) in non-

passertqges ca@e deseribe the equation:
& @ @@ o @I

)
losDEE é%g 0.839 + 0.669 x log bw

According to this formula, a 490 g Woodpigeon would require 435 kJ per day.
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Energy content of food

s

Seedling shoots have been studied with respect to their energy and moisture content and their . @ <
assimilation efficiency. The data are used in the table below to calculate the us@e energy fro ese
feed sources. The data are taken from Appendix G to the EFSA GD (2009). F&seedlmg shéots nogy
assimilation efficiency for pigeons is given in table 4 of this appendix Thegefore, analogaus to

(o) 9
assumed assimilation efficiency in pigeons for the food it @ “non-grass herbs” given 1& at ;aﬁ% the,
mean calculated from “passerines”; “ducks & geese’ an% owl” is use@éo 53). g}a \ @Q @

; S

Table CP 10.1.1- 9: Energy content of food @ & S Q O @Q}

1.1-9: gy A\ Q @@Q @ & @@ @3
ener ener
conteng ﬁry Qﬁw ntg zveg@ &S . efgi@’ 6\ usabie ene
moisture% kdlg) J/g)%, ) & meaw /(;@conten wet (kJ/g)
Seedling shoots 76.4 17.6 %%a 48> &Y Q28 & °
o ¥ @
RN \\ S D o N S Y
SN @ & SIS SRS
Daily food intake @ &> w\g \ %© & @ & O

At an energy demand of 435 kJ pe&(@ ay a ‘&) g %odp@eon W&Q@d @ to 6@ est @% s e@@ﬂlng
shoots, containing 2.2 kJ/g of usab¥e enesgy. This Zzgpon oa {@d intéke ra FIR/I%V) 0f 0.40,
approximately 50% of the FI@?N of\6\7 9 Wh@ feeding e§@usw on non-grasy her -..\
S § & @y & \@ 2

For the Skylark, a mixed digt of 2% c@lea € edhngs) 25% Y\&@d s@s a@O% ground
arthropods (wet weight) 1 % assu@ed FSA S REY ird scenarte 3 1) ith this diet and a
body weight of 40 g @M@%f 0:4J"for the see «\© ‘N of tl‘&let alc °Pa¢ed using the CRD
calculator. Since t the@1€tar§mp@ents drd dd to@e uncon m@ated they can be
disregarded in tl@@oll v@lg c&l%ulatlo% N

©©©©© %&@é©§%
Exposure %lculat@l Maize s@llm hoot&\@ ¢§ © %@

>
Mean %murn resi con@mﬂ@ of Thlacl(@d 1 shl@nerged seedling shoots (BBCH 12)

were 18 mg/kg fres s\ elght\ . S
A 490 g Woodpi fe d g e uswely on g&h mdize segdling shoots could ingest with 138 g

seedlings a total which is sYﬁivale@s to a dose of 5.1 mg/kg bw.

For the Skylaga&of 4@@ d a fQ@i n\@ of. 1@63 @f which 4.41 g consist of maize seedlings),
the ingested total dose wagid b@%079 1s egidvalent to a dose of 198 mg/kg bw based on an
initial cd@ntratlon of@bS m@ fres@wel%t in m\ﬁhze seedlings or 4.5 mg/kg fresh weight in the
mixed

t. N Q
Q N A
\y\’ v @ © Q@ @

~
Table CP 10.1.1¢16: Calculatl %)f tlg@mly g%tary dose
§ h@ food mta @ concentration in diet Dose in t he daily Daily dose
SN - freshyweight]” | [mg/kg fresh weight] food intake 1\ o bwid]
Woodpigeon Qx 4905 198 18 3.56 7.27
@mrkf@ 407 | 441 (seedlings) 18 0.079 1.98
@J

&
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Toxicity Exposure Ratios o
Taking both scenarios described above, i.e. the geometric mean LDso and the lowest dietary LD5@§ @b
acute toxicity endpoints, and comparing these to the daily doses calculated for fg two generic ddcal @

species, the TER4s depicted in the table below are calculated. S &@ ©®
g .
SIS
Table CP 10.1.1- 11: TER calculations % . S <) %
i o ™~ > & @
Wom%geon (@Q é?ﬁylark@ @ é
Acute oral toxicity endpoint [mg a.s./kg bw] 345 @& 153, © 34& Q\J 1%\
(oral) (diet@ & (oga 2 (di€tary) @
Daily Dietary Dose [mg a.s./kg bw/d] 207 727 o Q098 ¢, @)
TERA 27 IRV NN ESEAS
N

o

92 Y S
An unacceptable acute risk to birds foraging on e@rged@@ize @dling@can be exc]@ed ‘%@ TERA
exceeds the threshold of 10 for an acceptablé risk.as laithdowinin Annex VI@ Directive 914 14/BC.
pES ighas ltdonty negx Ve Dirge

@ . Q O & &
Field studies ©Q % \Q § \@' §) § S %@)

> Q
A field study to investigate potent%l effégts ondirds XpO(@)T?C t%l@aizds ted With
iaclopri was condusted i in a typieal maize-groywing area in SounthephGermany
Thiacloprid FS 400 wétd in 2009 in d typieal maisé in South
& -, 2010§KCP<§{0. 1.1.247). A@etail%descr&i&ptlon&@he stydy design and findings

is given in chapter 10.1.7 & this @cu@ ancon&lse sumppary{gsﬁ row@d in«th€ chapter with the
refined risk assessment for bird$ fee ing on i

te dize ggeds gbove. " S
S SE RO

Therefore, as an o@lll cenclusi ch @He ri§§ fo w\cgls feedin on© mai e%eeds and seedlings is

; enclusidy; thesge aeding iz g
deemed acceptab@ T 's@onc@%ﬁ'on is Téac cd by a{orma@k a@sm@ with TER calculations for
birds feeding g@see S. ]“@r birc@ot fially ﬁ@%ﬁng trea@ seeds'the conclusion is supported
by a weight of evidéice aﬁproac%inclu ing a fk@ stg@ cond@tedsiétz(}ermany (- & -,
2010, KG&%G.I.IQW),%@EI%@V&@ period from so tq BBCH stages 15-16. The different
assessn@ and obser@@ﬁor} igthods applied cons@tentlys owe‘&hat despite the utilisation of the
fields freshly drille@\{ith {Eacl 1id E\ O—‘%@ted O%{jaize sek\ds, neither the monitored individuals of
the focal species other spe of the*locgl'Bird latiop were adversely affected.

pecies ot trsp 8 of & locqlfBird plphlatiey y

(O &
e O & .U & . o @
Q O O O N D
Risk asses%ment for bir@drg@‘ng @am@g@ted @ter
EFSA (@9, chaptep\Sg@. 1) }f@poses@% foc@ the” %ﬁ assessment for birds and mammals on the
dietaxy route of exposure. ass@men@%f thésisk potentially posed by consumption of
contaminated drinking water aftor the u% of &pesticide as seed treatment is not required since this
route seems u&ely %t%beéﬁticai@ne or{d lead to TER greater than direct dietary consumption.
RS

§‘“§©© 2 ©@
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LONG-TERM REPRODUCTIVE ASSESSMENT

Table CP 10.1.1- 12: Tier 1 reproductive risk assessment for birds feeding on seed treatment . @ @h@
Toxicit Exposure @ @@) @
Compound |Generic focal species oxicity NAR @J@ TERvt Trigger
[mg/kg bw/d] FIR/bw foya S
[mg a.s./kg seeds] ﬁ@ K A
Thiacloprid |Large granivorous bird|  11.0 0.1 | 2222-5000 L0:53]0.042—0:093 c\@ 5 QY
@ @ @
N S g & &
Table CP 10.1.1- 13: Tier 1 reproductive risk assessmen@m birds feed‘@@on seedlingé\ﬁ Q § C&©
ﬁ Q) @ & & (@) &@
ici Exposure 3
Compound| Generic focal species [r:;)/)l?;l:)};v] @@7 Sv: P g%j o @? a Q %I@LT %@ Tr
Thiacloprid [Small omnivorous bird| ~ 11.0 " 2227500% | 50.53.% | 0442 - 0.093 5

*SV=0.5x NAR/5 @\9 @ Q N o 2R
‘”\% \\ \\ > ) § N @j @
The TERLr values calculated in the re ucti%e risk @ssessrhent o&ier Y§1~2V2§n0t geceed a-
priori-acceptability trigger of 5 for alm@%d (}sc«é?”eui(?)iﬂ@ hus@o\}ﬁreﬁgd risg ses@nt f% these
scenarios is presented below. @ v @\ S § @b @@ @? \%
9
Refined risk assessment Q@ 0\& v Q§ &@ @Q& & @© é
9
According to EFSA (2009%&apt@g4.3 Soreeni asse@ment&ean b@&pplj{@to id@ltify quickly
those substances that pose very low repggducti@e risks for which megg’ detailed sment is
pos Sy e il o i s G4 e

unnecessary. N ISERZ @ . .
Step 2 of this screeni asse@ne@omp@es th§%we@OAE@ fro@viar%%production studies with
one tenth of the a orakLDsq used i@e acute aviq@%sse hent to decigg whether the effect could

be caused by sh -te.xposm\e (%{E) ordg}g-te@ exposure § ). §
Formally the @5 0 used in the acu@rlskq&g@esm%m watld be ge@dnetnc mean from the four
species test(%l (345 @’g/kg%w). }@wev% basgd on thgspeasons outlingd in chapter 10.2 “Selection of
the en;l‘é%@t for the ac@@risk@ess@ ” as a cor@@rvatpp&@’h also for the screening
assesseiit, the lowes®of the@etary O s, 1.153 g a.s@@/d bw is considered the most
appropriate value bthe a@\te ri@assgs@wnt&\ S <
LDso/10 is prop as Nefaw@for t}%g\as%es@@ent 0 re£§1ctive effects from STE based on a
review of LDs@studi@ov@ t@a@ever@igns oxicyy likely to lead to deficits interfering with a
bird’s normafctivifiés ten®to b&%cor at c@ing Igyels greater than 1/10 of the LDso (Callaghan
and Minead, 2000; Appendix 1$0f E SX 206%0). @

. : @ X, . .
In repro@wn stud@%all@l duckis th@os@»nsmve species with a NOAEL of
11 mga.s./kg bw/d@@s 1/18% of NO@D frem the dietary toxicity study on the most sensitive
species (15.3 mg/kg bw/d)'is h@her tha%the AEL from the reproduction study in the most
sensitive specie@it is cc%)nrcégd th%@pro@tive effects are to be expected from long-term exposure

rather than f] sl&%‘te postize. @
@ SR ; ©
N O
&% O @ o

®EFSA (2008) Scientific Opinion of the Panel on Plant protection products and their Residues on a request from
the EFSA PRAPeR Unit on risk assessment for birds and mammals. The EFSA Journal (2008) 734, 1-181.
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Treated Seeds

The refined long-term risk assessment for granivorous birds presented in this document is basec&&%he&b
data and input parameters given in sections 10.1 and 10.1.1. O
Focal species and their respective parameters used in the long-term risk assesgment are take&%om&\@
Table CP 10.1.1-3, the application rate is given in table 10.1 and the long- %rm toxicity er@poin@» %
taken from Table CP 10.1.1- 1 of this document. % \© RN
Dividing the long-term endpoint of 11 mg/kg bw/d by a@or of 5 (lo@term TER @gee) @Q
results in an “acceptable dose” of 2.2 mg/kg bw/d, considering an in@] loading of ®mg & Q
thiacloprid/maize kernel and a default 21d-frwa of 0.&3 gives a lo%sterm loadingpf 0.53¥ng ©© @q}
&

7o

thiacloprid/maize kernel. @ Q & SN

In the table below the acceptable daily (long—teose§ for t@\avarf@g@syfoc@spe%éas toge&r Wi@@the
. . . . . Ho . °\

respective number of kernels required to ach@w the@%dose@ e %@g\:%h 1nta11. @@

R
_ . o S :
Table CP 10.1.1- 14: acceptable daily (long-tetm) dos&for v@rious ﬁ@al ﬁg es a@ numb@ of I@‘I Is &
©)

. . @
required to achlevg\‘tthe e doses > . @

AN . N
. body wei racceptable daily dose!" per 3.no. s periday to@chieve
Focal species y[g] §g N bif(él.\gl ‘é%g b‘% - thﬁeﬁ%@'ly dose"
Carrion Crow 57 i 1%5 D Ol ¢ S23r.
Magpie 775 .9 @g) @%.39 ) & K@ @w 0.7%
Pheasant @1350 2507 SR SHES
Grey Partridge L3895 by < 08 & 1 & 1.62
Red-legged Partridge £y 4395 Y 0.96 L D 2 1.81
Wood Pigeon 490 7 § o> 1.088 B X 203
)j () © 6 © \S))

o N N
Based on (mean) ¢ qure o@ma@%e@n the§il @face @fg‘ driéSng as butlined in above and in
particular in Tabl&EP 1(&.1—7", mihimumarea g{‘@ivo émis birds wo ave to forage over a
prolonged periéﬁo e&ed the&“ac&gtabl@ily dbse” is given {the tible below.

Since not the @fect@ the@\\iﬂividug but'te a populatignrare tly scop@of ecotoxicological risk
assessment§) these areaklglave t&ﬁ%’% grazad da@\&by ed®h birg,of a \Qﬁz population in order to

potenti \provoke a Op@on rélevant gffec oll@ng t@concept underlying the TWA
approach, i.e. that th&effecf’t\is he;ggrodu@f tirne, and, dose, i@oesn’t matter how the dose is
distributed over tl@me petiodgir question (u@ss adbte effects are provoked). Furthermore it is
extremely unlike@ th ch wQ graé%’eacl@ay th@same size of area and find the same
number of s . T}@ ore‘©€f@r long@fe @fect&@ th p@ulation level it is more reasonable to
calculate atotal area that &is to@ gra ré%by %@h in@dual within a long-term period, i.e. in this case
the defa@f 21 days. &g addjtien to ézt it fagt'that if birds would not find or eat each exposed
seed within the respgdfive ga, the total ared woulil increase accordingly.

Thexﬁiinimum totaN‘ora%@ arg&%r th@@ari%@%focal species is given in the table below.
S

e . & & 4
@@é@%@
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Table CP 10.1.1- 15: Minimum total foraging area for various focal species

. body weight total minimum foraging area (mz')' to achieve "accg&@)le 4 S
Focal species le] daily dose @ @
g midfield area & end row ag‘@ Sy
Carrion Crow 570 497 o 311 ol D
Magpie 177.5 155 KN X g
Pheasant 1135 989 B’ QI8 o 2 LN
Grey Partridge 389.5 A0 @ 212 @ @
Red-legged Partridge 435.5 380 A D 23D A g
Wood Pigeon 490 @ 427 & @ 2%% © ﬁ;&
o X
While for acute situations the end row area is the G ahstlc wor ase,\l@a C c/ dng- tex@@@élm K on
the midfield area is more relevant because th d—r are gen %ﬂy er than the ™
midfield area. This makes it very unlikely tha %fa

tl@roul ced e@’lusb%ely @g
row area for a prolonged period. @

v d
Furthermore, the entire field studies pr@ntee&% thls®cunyg sh@ th&g fres}@gdrlllgd mai ©.~
fields are not attractive for birds. Thigadd her. @Z’l to tla%notl @ at &1 d population
would unlikely feed regularly oveﬁal prolofiged period éﬁ%fhls g@ppe g h@ seq%%?tly, long-
term exposure would be greatly reduce 9 ORI
p greatly 1 c@ P @® &

8)
o « T o« Q &S &
Conclusion RS O N N
o O N O NN
The refined risk assessmént presented h%re f@i§§ws of EFSA "R«iﬁ sment for Birds

and Mammals" (2009 Thlsg§cu i state@ln c ter 5\?, "7 zé] assumes that granivorous birds
and mammals feed &gtirely on re u@able%esh reat@ seeds The failure rate of pesticides
used as seed treat@yents O meelthe std%dard%@U tn& 7S fe @lnd \{Q oductive risks under such
a scenario is éﬁy to &y high. .. .. 0utc®e o&ﬁ&r f ed ass entwould, in most cases, take the
form of a wez@t—of@dengg approach }%\ther than a ntltc@ve asSessment (e.g. TER).... ”.
Evidence, 1@resented 1%hls re{%&i@asse@nentt t biggs WOl@ﬂ have to graze a relatively large
area oy, prolonged iod £ exceéd the “accep@le d@i@ dOS@ and freshly drilled maize fields are
not attractive for bifds. Furthermorg, exp@re toxreatgd seed&s very limited in time because the
seeds germinate. 53 iti em& nhk@y that@whc& ¢ bird population would feed there
regularly over a pfolo p °

As aresult t%@sk (@nacézptab}e%g%fecg@n bi&(@)o%@jons is regarded to be low.
O K &
=) Q@ @ %
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Seedlings emerged from treated seeds @" S

Potential exposure is calculated based on the measured residue levels over time in young maizg¢

seedlings (starting from BBCH growth stage 12). For this purpose a starting ¢ ntration of rn

fresh weight, a half-life of 3 days, and a default averaging period of 21 days ®used. Accord1 gly,

time weighted average concentration of 3.68 mg/kg fresh weight in seedlm@g is calculat§ Sin @w f@

Skylark feeds on a mixed diet containing only 25% of se@ngs its F I}%ﬁw for this 1(&{1 in the diet &

was calculated as 0.11. The other dietary items are cons{%red as unc @‘ minated an ere@ e @ &@

disregarded in the exposure calculation. Q

Dietary assumptions for the generic focal species a; @%ile same as @&th cute ri l@ t®© @Q}
sk-assegssment, e

198 g seedling shoots at a body weight of 490 g %‘ung in a&lR/bw& 0. 40@61 to fresh we@%

for the Woodpigeon and 4.4 g seedlings in thqiémxed iet fo@O g@kyla KGF IR/% 0. f?’At kgg

time-weighted average concentration of 3.68@g/kg @esh g%zlghtféél% erbl élrd would

ingest a daily dose of 1.04 mg/kg bw and 3%0 g o@mvor@as bn‘@wm&d 1nge@a dail ose@’ @&

0.48 mg/kg bw. \ o X
ENRNE- MR & & &

©

QA A QA @‘}9

Table CP 10.1.1- 16:  Calculation %@e da%% diet‘ag?doséx,@ §@7 § @»@ §y %@)

bw | daily fapd mtaig? G?ﬁ;%ﬁfd :‘g D&“‘ %@jﬁ:i&i Daily dose

(3] (g fr%@i weight) (mg/kg fresh Wei (?) & n%{blr d) ©’ | (mg/kg bw/d)
Woodpigeon 49 | & 199 @Q @ v N \O 73%@ 1.49
Sk &) & S

ylark 40 M e |§ 2T 0 « | 9.@ 0.40
S K Q @ SR > @) AN
& § & v

@
Toxicity Exposutg’Ratigs *~.  *v \ NS @% @@
< &\ N
Taking the N@EL @1 mga.s. /k(ié?bw t{@ﬁ therduck @rodt@on stu%y as toxicity endpoint, and
comparing these to fie daify dOS@ calc%ated%% he t@ﬁ gene c f%?@@spemes the TERLrs depicted in

the table "@@ ow are cal%&ﬂte% @ @ N\
A o \@ % @
Yy O S
Table CP 10.1.1- g@ Tiﬂwaz@@mns\ S O .
o ﬁQ N @7 S @@' oodrpﬁeon Skylark
Long-term toXity en@point\@)g a.gﬂ%g bw NN 11
Daily Digtary Dose (mg®@s./kgbw/d) ¥ & @149 0.40
K TERL@ S @ }’@ LN 74 27.2
o @
ot =
Co@rlson with aw*NO gg 11&/kg@v/d &ulted in a Tier-1 TERyr of 7.4 for the Woodpigeon
and 27.2 for tthSkylark ot]&@&lue@re wellabove the threshold of 5 for an acceptable long-term
risk. &

&@

The appr@rlateﬁ%s of @15 T - calc?ation is further supported by the following lines of evidence:
o @o bi @spec is ks@wn that would exclusively or even predominantly feed on maize
@ see@ gs a rolonged period.
Q Ea d observatici>data (- 2005, KCP 10.1.1.2/8) confirm that exposure of larks to maize
@ootmgs is very significantly lower than the default assumptions (PT = 1)
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Table CP 10.1.1- 18:  Summary of parameters for risk assessment o @
)
Focal species Woodpigeon Skylark 4
(EFSA GD (2009), Appendix A) (EFSA GD (2009)Appendix A, W@leark@
mentioned, but 1 observed i iy alze@
field, therefore &tapted to focal lark -
species) A f@ ¢
body weight (g) 490 40 & y;\ °\ Q
(EFSA GD (2009), Appendix A) ¥~ | (Bird B@é (Buxton et(@ 199@ @ §@
Diet 100% leaves (as seedlings) mix (i‘alet (25% cry 1eave@seed@§s)
(EFSA GD (2009), Append' ) 25@\% seeds, gnd 50% arthropfedls) @
% (EFSA (200 Agp@&dm k) @
Daily feed intake 0.40 calculated using parametets)” ﬁflmm 0 llsé?cro @af paxt of Sk¥dark
given for "grass and debeal sh@ts" é\ﬁ @ ] & % .
(EFSA GD (ZOoz&ppen\ G) @ calc atop) o & @%
Exposure & N 18 mg/ resh % S §
concentration in diet (h1ghes@as%ﬁ>value\\g seed{ gs, 2(@ KCP@ 1.1.97%)
©
Decline of exposure U Qr N Nofrw @2(@ N @J %@9
concentration based on@Tso %3 day%n see(@ngs { K 0. 1 /6) and default time
@ ay@F SA, O9)h %
Dietary dose 1.49, @ g (& S)
(mg/kg bw) @culate@rlth p@amete@ above@ calcuk@ A% «tligparam@&rs above
. . N
Toxicity endpoint % @g/ bw/d %
g\\a @§ {o\g@ (l(@/est @AENrom n reﬁgoductr@@%udy)
TER4 @@f &9 T4 Y @ 2 272
O N S \ O @ N
8 o @§
All these li es of evidlence e SL@porte by t eld g@?hes inmaize, Wthh show that neither maize
seeds no§ edhngs are@rele dle com one@for N
So ov all the ev1@ncq ented aonJprow@s sufﬁt:len&@nﬁrmatlon that the risk to birds from

maize seeds treat

i e@
considered to be@

%?ble %

th "Ehmclo@fd FS @00 and, seed&ngs em%rgmg from these seeds should be

n@enc@:

7 Buxton, J.M., Crocker, D.R. & Pascual, J.A. 1998. Birds and farming: information for risk assessment (“Bird
Bible”). Report to Pesticides Safety Directorate, Contract PN0919. Central Science Laboratory, UK.
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AMOUNT OF ACTIVE INGREDIENT IN OR ON EACH ITEM S
The thousand grain weight (TGW) of maize ranges from 200 to 450 g®. Therefore, the followin&@ @§

calculations are based on the worst-case assumptions of a TGW of 200 g. S @® &
& N
Table CP 10.1.1- 19: Calculation of the maximum amount of active substance on one dressed
o ﬁ@ S o
Max. dressing rate of Content of .ac?lve V@ Nominal s @ Max1m al otmnt of @? @
the seed treatment substances within the on oneQy lel@ 1 dressed
Crop A . treatmentQate @ N &
product dressing produc [mg a.s./ l@see ds] ced L D
[L/dt B seeds] [g a.s./L produét} gas. { ./se;;,@ @%ﬂx
Thiagloprid 2 N
Maize | 125 | 4000 [ 5000 D <
A assuming a thousand grain weight (TGW) of 200 g ° 4 ° Lo
B dt = deciton; 1 dt =100 kg & @@ %Q K% @% ¢§
%G @) @ @ % S
Lo D R @7 @
SR R

PROPORTION OF ACTIVE ING ENT\LDsy PER @ITF@&[% APE@GRA@/I OF§

N 5
ITEMS N S & O
St & S g &
Table CP 10.1.1- 20: Calculation of {Q%e prop@@ﬁon oFfthe LDy forge a.s.ﬁ 00 icle ramgg@rticles
& @ c °
. 9 2 X Q \

Crop Ma;&fu;;m; ;zllfe““t @Contént of achive @n@ou @o;fbac § Con@nt otive@& Amount of
indivi d ) 1d é~°§ subsﬁnce%@ 100 b 1 100 Gsubstance on Ol active substance
ividul e |G b o0 Sy "

50
[ng aus./séed] [mga.s.| § < IS V\i@g a.@ 1 g seeds/LDso
s, LY 9  Ofthiagpprid_ > 5N o D
Maize | 1 MR 286 ~ Q0405 | 1.4x10*

A Assuming a thousand @n weight(TGW) @00 AN @ @ @
NSNS
& Sav vt &
RISK ASS% Mwﬁ ORSECONDAR P(&@ON@G c @
Substangés with a high@bac&@ula@ potential (@uld teti&ﬂ@%’, bear a risk of secondary
poisorﬁ%g for birds jif @edi@ contamin@sed prc@ like fish or\e@rthworms. For organic chemicals, a

log Kow > 3 is usedqo0 trigger an@fdept\ﬁvﬁylon he (?%ntial for bioaccumulation.
Thiacloprid, hov@@ver, a lo@ow%ﬁl 4 indicating a v ow risk of bioaccumulation and, hence,

secondary poi@ning@@ is esstfient is@pt deded nébessary.
Q QO O S & D
S ¥ o K & o
CP10.J:1  Acutegral @icm@ &@ @\%

N
Toxigity of the fo@lat@)ro@t @ &
N N : .
For animal welfare reaso@%, n&@cute ral to @ty study with the preparation was performed. Such a

study is not d@%ed %eeessg, gi\g@the f4at that birds have no access to the formulated product.
N

©@

SRR,
CP 10@2 @ghe@tier@ta on birds
The @H’owi@tudi@s%rg &s&l for refining the risk assessment for birds.
N e T
¢
a

8 Faustzahlen fiir die Landwirtschaft (2005), published by Kuratorium fiir Technik und Bauwesen in der
Landwirtschaft, Darmstadt, 13% edition, ISBN 3-7843-2194-1
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Report: B . 0001 M031252-01-1 @ @©

Title: Attractiveness of freshly drilled maize fields for large seed eating birds Q\ Qy
Report No.: BAR/FS 005 % @ &
Document No.: M-031252-01-1 @,@ A RS
Guidelines: no specific guideline available; not applicable Q @
GLP/GEP: yes 2 R 2
A

& @ &S L@ @

Objective: Q @ O v\f &

AN
The current study aimed to analyse the importance @nalze fields@s fo%c%ksour@g@or 1r(% THis stui@
was designed as a reference study allowing asse@bnt of the exposur@ seeds ﬁ@hly d@llled
fields and the relevance of these seeds for wilg birds. %heref blré%%tw;g@’ ze ofﬁ}’ds wg;
observed after drilling. On some fields a ,,wofst case@exp@\re w@§> arti @ally era&d by attermg
seeds on defined areas. This allows evalu&t;%)n w er {@Expos@e e§eedm§norma®rate@ ld@&
increase the attractiveness to birds. @} \\ @} & @ ég v §
O -

N NN N N 9

Study site: & ) S S w
The field study was performe %e Ser R@@nela n Q@i C?l te@ud@@gds, situated
between the cities of Mlstrlc@f Kléve. @ % é
O S T LD

& Q2
Material and Methods: \ % § & @“ RS
Two types of fields \x@{e ex@iln r111 @ﬁeld d s —%alled @éfer%@e ﬁe@s’ On the drilled fields
the sowing of co rciakmaize @eds Was perfo the@»cal farmer@)mh their equipment. The

maize seed was @%Vlde\(@»y tlQ\farmers Ol@lie refesence @ds ugitreatémaize was dispersed by
technicians ofi{he st teangyfo ge@ate @rtlfmﬁlly l@h e ure rate on harrowed fields.
Exposure of maize §eeds after dr ing was meag ed day 0 ceg%mg all visible seeds within
areas of 2%% m? situatedin t 1df§a @ are @n t e@’of the drilled and on three
referen/égﬁields bird oservatipns were capried outd ghe @@serve@nrd species, the number of
individuals and th@@lanu we@reco@d b@ﬁeang@f ,,S&eﬁasamphng” (one observation interval
every five mmut@ Sn%ltan ly fs@%mgi{? S an ype@f food which was ingested by the birds
were determi @a‘uo@ wer sing/drilling of seed on day O until dusk

and on the fe@)wmgﬂayé@ he V@hole h@eno%

@
Results‘é@, @ Q &® ©\
On@éﬁrge seed eaﬁng bj %Neré@)bse@d ed g maize: Carrion Crow (570 g b.w.), Pheasant (950 —
1320 g b.w.), V@@d Pigeon (&5@ g bay.) (mean weights according to CSL 1996). Small seed eating
birds only ex zﬁptlon&@/ fr Q@e ﬁe . In no case a consumption of maize was observed.

There was ev1% et aize seealnlng on the soil after drilling or the dispersed maize seed
of the re@nce@lds were o&@emal attractiveness for seed eating birds.

O
& &
& >

&

%

Q@
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Table CP 10.1.1.2- 1: Availability and attractiveness of maize seeds for different bird species

°
Test substance Commercial maize seed dressed with different formulatio@ §©
Test object Natural bird community on three drilled and three referen@ields @
midfield area:  mean 0.007 seeds/m? (=0.1% S @ @
max.: 0.024 seeds/m? (= 0.3% N )
Maize seeds on the soil surface min.: 0; 0 seeds/m? ©@ Q\ O
immediately after drilling end row area:  mean @42 seeds/m? (%0.3%) N 9 =

) SO
ma /11 seeds/m .3%) NN @
min 0,003 seeds/@@l 0035%) & O P [

e reference field$sno spe01a1 atgradtiveness of renc@élds@
feeding pla nly slight u}@ maize seeds

e  drilled fi ow bird a undanc drill@ field® only@lght @}
uptake of 1ze seeds N Qy K\ R

Results from behaviour observations

%Q\
&@§e@@ 3

&
5 @é@@
X o

Report: @6 M&z9120 1- lw;\ @ %o @3§
Title: Utilisation of fre d sun; er maizeields @;p sout Fr by birds
Report No.: RA06-050-1 @ @W %f @ N §@ %@9
Document No.: M-291204- OIQ @Q @) N
Guidelines: The test was, espee@ y d@gne%@ the&po@of thl@tud)@@onq&
GLP/GEP: no ¢ S ©
W A @ & \ 2 ¢
Lo 9 @Q o S a

Report: *4; : 2007; M-306215-
Title: er ofircce @r gengric be}@lour@colog@data@udy 1§§ort BASF DocID

@OO6§03947@ rou@il@g Mﬁ}e, %e@mer@ce (seed treatments) and early post-

O emeggénce’s, . 9 SN
Report No.: ©© 1330621501 - 'S @\ &\ V §@ §
Document No.2; “306205-01-10° ¢ %ﬁ S S @
Guidelines: Dnot sﬁ%ﬂfie@)not s ec1ﬁe%\ @ %
GLP/GEP; ? no S @ @©
Dy < S
A& @ O ~ P

NS N
Report: N) _ 2007; M-306240-01-1
Title: © s f@’gene&c eha@oural &ology data - Study report BASF DocID

S],m wer, @% -emergence (seed treatments)
Report No.: @
Document
Guideli
GLP/GEP:
Ny SIS

S Y e /8
Objective: ° N @ $

J v &@ %% @ Q
The current §idy aimed etermitie th@gqualitative and quantitative occurrence of birds in freshly
drilled s @ owe 3%‘1d n@e ﬁ@% in s@thern France.

Stugmte @%stu@ pl&ié\ﬁ

The s@elds (10 freshly drilled maize and 19 freshly drilled sunflower fields) were located in a
represemtative sunflower and maize growing area around Toulouse, in southern France. The monitored
study plots were chosen in such a way as to provide a readily surveyable sub-area of at least 2 ha of
the field in question. However, the whole field was used if it could be readily viewed in its entirety.
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Each study plot was chosen to comprise representative parts of both headland and mainland areas and
was further characterised by the adjacent (directly bordering) habitats (other arable fields, @
hedges/shrubs or woodland).

Qb

N S
@ @® @
&> SRS
Material and Methods: Q> @
<)

O
Scan sampling (i.e. uniformly surveying a defined area Vi@ally at regul@ﬁ’ntervals in‘%ﬁsder togecor

[qualify] and census [quantify] bird species and behaviod§in the inst f observatjén w@arr' &
out at 5-minute intervals for two consecutive hours pet study plot. E&eh study plotwas s —sa@ed Q&©
twice (once within 24 hours after sowing and the Se80 d time thr@%o fiye daysaafter sgwing) €om i @
car, using a binocular and a spotting scope. Eac d observedwas gi&ly alfScatedo onexpf the®
behaviour categories ‘foraging’, ‘non-foraging\iand ‘@ssibl@rag@’ at\&l@’mor@ t o&%’sibl@
contact. Q @ X @% @@ AN .
To supplement the data obtained in this w adodi@%anal tfansect‘Gdunts were Q@rform@ aft ach@an
sampling session by slowly walking al(é;(?’th? @}deﬂg@g\e be@en lg%lan,c{ Gnd n@@nlan& parts @he
study plot. > ° L SEES)

All data recorded were analysed us{’@% st@%ard{é\éad&%\et .Q@i%ca @9 Data; roc@ng wgs done

on the basis of bird species observations on the study @)}0‘[ during a specific ssan s@lingiﬁ‘terval.
Each of the scanning intervals @f)both-scannirigysur @fch sgdy pldd(withiw 24 hours after
sowing and three to five dayé%ter so%ing@vas ggnmdere&to b inc@oendf%nt unit©
o
5 © & o @
~ I R S N S
Results: @ o S 6@ O & o §
2”\? o o
A total of 2105 int%@:al bifd co@cts were re@ed, xs@\mpring 3@fferm¥bird species (17

granivorous or o orQ 13{@-gr§§§/orou5 spe ). ng@’d o%he regjgtration of 1797
observations of getentially grain—fe%;iing birds’on &%fresh@drilﬁe]@sunﬂower and maize) with
a total study Qa‘ 163 ha daring sc%&am&@ng s ys o) overall bird abundance of 26.3
+ 6.4 (SE) %dividug(‘@/loo“ﬁa wagcalolated <.~ @ 5

Bird a%%@ance Values@r mai ﬁe@( 14 o%sers@d inuals\o@, 68.5 ha) were 6.2 = 7.8

ind./1 a. In maize @ghes\t@)undance valaes A{@e shown f@&@e carrion crow (7.4 £ 2.6 ind./100
ha), followed by t agple (6.8@5.3{&@/ 106%\71;3), yéalow-l%ged gull (4.9 =£4.9 ind./100 ha) and
starling (3.9 + 2.4ind./ K0 ha (&

X
The most domggant @ ies mgli@@leld;@\ms t§carr§ crow (34%) followed by the yellow-

%
R

legged gull (33.2%) Starkifig (21:Q%) a@mag@ (158%).
The sp;@speciﬁc abunancd d@%ln&n@ Val&g are presented in the table below.
The highgst FO acro&%l maize fields WEl&@CO@ for the carrion crow (80.0%), followed by magpie
and starling (40.00@&11)@ @ &
N (g @\ R Q
@ < Q & ©@
@ o O
S O
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Table CP 10.1.1.2- 1: Absolute numbers, abundance and dominance of potentially granivorous birds
recorded on 29 maize (n = 10) fields in southern France ordered by the total

@6

abundance values (maximum values per column are in bold) & >
. Number of bird Abundanc Dor@%anQ
Species recordings [ind./100 ha] [%] °~
NS
Magpie (Pica pica) 144 6.8 85,3 o T 1580w
Carrion crow (Corvus corone) 311 I 7.4%2.6 X %7) @%
Red-legged partridge (Alectoris rufa) 10 0909 RS TS é
Starling (Sturnus vulgaris) 192,85 <39+21 5 Q 21.8
Yellow-legged gull (Larus michahellis) 212\ Q4.9£49 < & 230 4
Crested lark (Galerida cristata) @)ﬁ@’ ’ O.@’g 05 R O a9 @
Wood pigeon (Columba palumbus) 7 . D R+ oF L N08.N
Blackbird (Turdus merula) &S 062 RS -
Feral pigeon (Columba livia f. domestica) S o@ A«@ 0303 Y S @ & °
Jay (Garrulus glandarius) = o 7 -~ 06+ 0.58 3 @
Rook (Corvus frugilegus) N8 S IY T g4+037 Y 0.9
Skylark (4lauda arvensis) ol > o NN Q SEES)
Fieldfare (Turdus pilaris) S) N RS S w @
Pheasant (Phasianus colchicus) & v ﬁ S A+ 010 D, "N0.1
Greylag goose (Anser anser) P 207 VRN SN -
Mallard (4nas platyrhynchos) \6@ © (S Q Q ;\\% -
Jackdaw (Corvus monedula) v & eyl ’~ & <QY%: 0.1ey 0.1
Total 4 914, To2 -8 w | 100
F 8 S
The headland areas @é%ﬂ 1n@t1 g@ shou@ m I%edly 1@ ird a Q%dances than the
corresponding ma nd aceas (7 1nd r he@dlands and 2@}) 0+ 5.6 ind./100 ha for
mainlands), alth@h tlx@hff%%ce 1s§at1&¥ally frQt mgm@cant@
O
A S
Fields surrounded by edgés an hrub reve @ abur@anc 5%6 7 £ 16.6 ind./100 ha),
followed- Q%ﬁelds surrgtnde otliga able eld 0 (@ﬂOO ha) and fields with
predow@tlng woodl@@as a5§gcen ab@x (18 7.94nd./ 10@ a). These differences, however, are

as well statlstlcally@i mg@ﬁcal@f Cix %

”\a
The data obtal e?on %abﬁncg@ver@supp@d b)@@lues received for frequency of occurrence

and dommaﬂ@ The@pec ) wh&‘h»wer ecor ing most frequent and at the same time
showing I%h dominance 1ue§verl ed Wi th&@pemes which were recorded as being most

abunda@ @9 @ @

Amo&g all bird rec(?@ﬁngs,%he pr%r‘uo@%)f obiﬁvatlons of foraging birds was 91.1%.

R

& & o &©
N
Conclusion: & %% § N
The magpl&,é@ed \ged partridge, carriOn crow and starling are the most common bird species found
in freshl¥@rille unﬂo@er figlds in southern France. The most common bird species in freshly drilled
maizexfield ca cr@@ magpie, yellow-legged gull and starling. They are characterised by the
lar ﬁg ek for @undéuace, frequency of occurrence and dominance.

Fields @em to shrubs and hedges showed higher, but not significantly different abundances than
fields botdered by other habitat types. Also, bird densities on headland parts of sunflower and maize
fields were higher than on mainland areas, although this difference cannot be verified statistically.
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>
as
&

The results calculated separately for maize and sunflower fields are similar regarding the common bird
species. Hence, it seems also justifiable to consider this type of habitat (freshly drilled plain surfag

comparable across the two crops, in terms of the use by birds. A
Foraging was the most prevalent type of behaviour. 91.1% of all birds observere foragi&@dt t
instant of observation. However, no information can be given about the type 8F food takegrom dulled
fields (e.g. seeds, arthropods and other invertebrates, weeds, harvest rerna{lﬁ% etc). O § %

. X
© & MG ES
o & S QQ S K©

Report: & 5010, M-35948202-p 0 & o O @
Title: Residues of thiacloprid and it tabolite KKQ 2254 @maizeed i3, emagged frézh

seeds treated with Thiacloprid FS 4%)Q(nom§§ﬂly Lg@ mg t@clop%ysee;ﬁ% §
Report No.: MR-09/66 S @ ey S T
Document No.: M-359454-02-1 v, O Q@ S S S
Guidelines: 91/414/EEC of July @!991§%t spgc@‘ﬁed6 % N @j @
GLP/GEP: yes @} N @} R & (,\@ é\g o §

A o 2, QS o
SEESIR IR S O
Objective: oY 5. O ¥ S
jective D N S @@ § %@)

§ NS
The aim of the study was to deter%ne the residne le of t@?clolg an%@s mé@olitéKKO 2254
in seedlings from maize planick@d been growar froQ@feed@essed with @iacl@rid FS 400
(a.s. thiacloprid; nominally 100 m&a.s./s@@ ). S@g@dling@were &mpl@@g?ropl@aizefglams.
| AP S
Material and Metho?ﬂ\sﬂ: @ o O 6@ RN XS
Two field trials withginaize ;@nt@‘&ére cc@duct@:&w\nm v%th Tiéaclo \d FS 400 seed dressing.
.S

The seed dressin ntai@d 1.(& thiag opr{1 per, apgples af seedliigs were taken for analysis

of residues of t&@cl;@ig and ts metabolit tween 16 anP37 .&5:2) after drilling in the field.
a

Residues of tl@clo n\gl\g @ metdBolit (0) @?54 i@ @$ see@ings were determined.
Thlaclqp.{l(@nd YR 2894-am?g@wer§%xtra®(.l frofimai seed.@gs using a mixture of
acetonitgle/water (4/1 @%). Afer ﬁ@lon an ah’&?‘[ of t1s soliition was evaporated to the aqueous
remainder and clean@up en C}{(ﬁ)mab ofid® XT cart#dge."ag ter elution of the residues with
Q . )
cyclohexane/ethy@etate%l/ 1, ¥¥) thegxtrac@f?as e@%o&%&e to dryness and re-dissolved in an
S

internal standard%olutianyof 2&%%2& The re{@ue e quantified by reversed phase HPLC
. N\
with electrospgay an /@ -dete\c@on.\@ \@ g

¥R LS
Results: % 2 N @ Y

R N

The individual reco@ values fo iacl@rid fo@reen material ranged from 80 to 112% with an
oveﬂﬁéf recovery 0%6%@ with a relafive standard deviation (RSD) of 11.2% (n = 8). For KKO
2254 the indivi@al recovery {gﬁues ranged from 79 to 100% with an overall recovery of 85% and

with a RSD @ 1%:@“: QYR re@ts of tie method validation were in accordance with the general

requireme& or @due lyti@l ms, therefore the method was validated successfully.
@ S

| & © 9 | |

Res1du§§ of t@lo r:%l on t§¢ day of first sampling were between 17 and 18 mg/kg seedlings and
dec@ed aftéb appv§ 18;%&0 days to values of 0.33 and 0.72 mg/kg seedlings. The metabolite KKO
2 in n@aize seedlings,;grown from Thiacloprid FS 400 dressed seeds (nominally 1.00

mg thi@&)prid/seed) in Germany on the day of first sampling were between 0.42 and 1.5 mg/kg
seedlings and declined after approx. 18 to 20 days to values of 0.05 and 0.25 mg/kg seedlings.



Page 30 of 130

B
A .
BA‘E’ER Bayer CropScience 2014-09-26

Document MCP: Section 10 Ecotoxicological studies
Thiacloprid FS 400 (400 g/L)

Table CP 10.1.1.2- 2: Maize seedling samples from Germany.

. Residue @ @b
Date of Residue | ypooges | @
Sample ID | Sample Name Treatment . Thiacloprid . c®
sampling 4 amide @
[mg/kg] kol S| ©
@f  [mg/kg] N
8-001 Seedlings Treated T 2009-05-11 18 042 | ¢
8-002 Seedlings Treated T 2009-05-14 107, ° 0237 |2 =
8-003 Seedlings Treated T 200905718 3 649 @Q @
8-004 Seedlings Treated T 2009-05-25 Q27 P12 éﬁ ©&
8-005 Seedlings Treated T 2089-05-31 .33 AY 005" |o° &
5-001 Seedlings Treated T 2009-05-13 | Q17 kS5 D &@
5-002 Seedlings Treated T 53009-05-16 &b R D1 g| @
5-003 Seedlings Treated T 2009-05-2607 M3 @ | 0.89 §
5-004 Seedlings Treated T & | 2009-053T | <. 70.72% L 0.25
Remark: LOQ = 0.001 mg/kg, LOD:0.0001%g/kg @% @@ Q%@J S Y ©x & °
SN e QOO s &
@ N 0K O O &9
S SIS RS-
Report: “; 2040; M-370085:01-1 @ @Q N W\?@
Title: Statement on résidug)of thidelopri @mai ee {@s er@@ed f seedSutreated with
FS400 for 1atigrf§kinetic@</alu n @ Q D &
Report No.: MEEF-10/336 S &@ 2 Q
Document No.: M-370085-01% O eg SN
S ) NI L &
Guidelines: not applicable; notapplicable < IS v, LA
GLP/GEP: no @ o S
S SR O
N
O 3

o &
jective: AN @
N) & N v o Q@ 9 N @
This statement Vid ineti&evak%tion %ﬁle residues 0¥thi prid@?reported in the study report
of (| 20093 M-359454-02:1, KC 10@1.2/@) defermingg DTso in seedlings.
5 T Vo N s ® @

Materi&@nd Methods:” > @7 @@ 'S S

@ > N
Two data sets repq by , 2@, IggP 10%1.2/3@{ residues in maize seedlings emerged
from Thiacloprid 5400 treate eds@re ev@“uatec@sin%le following kinetic models: Single First-
Order (SFO), Gustafsg@yFol '@Ord@éﬂul e-Cg@par‘cment (FOMC), Dual First Order in

. DFbs) O
S; DFOS)

Fi
Parallel (DF@ an ockéﬁstick%

The best f%ing values of the ki@c p ete@(@n thggquations discussed above were determined by
a numerigal optimizatiép progsss. Usféig no%linea@%ast square fitting algorithms the parameter values
leading to the small@dev%ions b@twee sqr@i and calculated residues were determined. Apart
fro@&tﬁe kinetic rates k @ he@@ial @os fitted. Degradation half-lives (DTso) were
calculated from@he degradati@i%ate@, as RI50=1In(2) / k

The model géﬁyas e\g@late ) Vi& inspcStion. A statistical measure of the quality of a fit was given

by a y’—tes t—t@&was St plg{ﬁed totify the probability that a parameter is not significantly
different @m z@ Q) ©@
SANCNER S
S
Results: o SN

@ .

@ o T

Vis al%ﬁceptable fit was obtained for residues from Set 1, with scaled error value (g) below 10%,
indicatirg very good agreement between the fit and the original data. The t-test clearly showed that the

derived rate constant is significantly different from zero.
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For Set 2, the quality of the SFO fit was questionable and also the scaled error was rather large.

Attempted use of biphasic models (FOMC and DFOP) did not provide any better half-lives - ino tl@ @b
case of FOMC, the estimated parameters failed the relevance t-test. The low number of sampli v
points (only 4) did not allow for assessing the quality of the DFOP fit since thesrtimber of d,

freedom is zero. The resulting kinetic parameters (DTso) were 2.9 days for Se@i and 2.5 d@s forSet 2.

% °\ o @ %@
© & N
RS ONE S
Report: _v;_;? 20 1(@1 800 Q7 Y w
Title: Field effect study on seed-eating% s potentlal ed 11% on freghly dr{ed maife seei@
treated with Thiacloprid in G@w N @ & @
Report No.: R09-089 N RN S 6\ RS
Document No.: M-371180-01-1 AR SO T
Guidelines: No official test gu1delme(@ av%@ﬁle agpreseptynot cified@’ & % o
GLP/GEP: yes W\% b\ \@ @ % @@ O @j @§
R X
Objective: Q@ K\\ w\g@} "\& %é o § éﬁ ©§
oS &8 O ©
FS G—t@}[ed ze sgeds on

. oy
The current study aimed to investigate the@ihpactof Thi?é\elop i
birds feeding on freshly drilled maize fi€dds frgm B u @app@lma@@ BBCH stage 15-

16 supported by radio-telemet Q \&’ © @ @Q % é
@ N L9 2

Study site: § @ %
The study area was loe@ted b@en & @ Bavaria,
Germany. For the pggpose oﬁhe pLo po%@net @@ﬁelds rangm@m sizé from 0.1 to 5.1 ha
served as study fi @sele& @ tesk 9 ganisms ar@movv@ 0 oc&ur in @ﬁ area and a high
proportion of f@lan@s usedfor m@ze cg%watlo;l O §@

N o %© @ Qb c %
Material a@i Methods (o @ %
The s 1elds Were@g%ms@ drlllﬁw a ‘M sem:%gntel©\w ithin 24h after drilling exposure
assessrnents were ed l}b on ¢ach field)in ogder to ggyantlfgghe number of seeds present on the
study fields. Co con ed ?h in h@dlanc@nd iaidfield of the study fields.
Five bird spec € Of Qﬁesh Y%rﬂl eeds or maize seedlings after germination

(the magpleodp@eon asaif&, gre artrldge and carrion crow) were considered as candidate
focal spec %s Since cam@ Cro¥d tu ut ®be ex@wemely rare on the study fields the focus of the
study was¥n the remaifing f $canc@late al s@%es and the other species naturally occurring on
the study fields. In e@r to ollo individhals of $he focal species, the radio tracking approach was
app%éd. Focal speé%s 1@1@:&& preséqt in t§8urroundmgs of the study fields were trapped and
radio tagged. T@%locations and-activigy statés of the tagged birds were checked using radio telemetric
methods. T@;«etmc&ﬁec ere ertak routinely from one day prior to drilling of the first field
until the cr ad@che BC{I? stag/ 16 on the last of the drilled fields. During the checks,
telemetrigsear c& for fagge ds were conducted on the study fields and the wider area. It was
theref&r? possible to%sess@what extent the tagged individuals used the study fields or other maize
ﬁel@On a@rage@ fi toswper bird and day were recorded. The fate of individual tagged birds was
de%min hroughout the study period.

In ord@ quantify the abundance and to characterise the behaviour of birds in general on the freshly
drilled study fields, bird activity was observed by scan sampling. Typically scan sampling was
conducted five times over six hours per study field (one time the day after drilling, twice before BBCH
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o

stage 10 and twice from BBCH stage 10 to 13 respectively). Every 15 minutes the visible part ot“gégh
al @
g

study field was scanned, all species present were recorded and their behaviour, including any un
incidents, noted. @
Each study field was thoroughly searched for dead birds on three different day@;llowmg tl{th
operations. In order to quantify potential exposure to Thiacloprid FS 400 G- tf@ated maize seeds N
(as potential food items) the number of drilled seeds on the surface of the ﬁ;dy fields wdd estlr§ d ‘2”5@

from sample counts the day after drilling. VCﬁ @ é}”\ @\\ @@ @
S vy &O
Results: @& & é\a Q @@ @q}

A total of 26 birds (14 grey partridges, seven ma % four Woodgge and @e ph@sant were @K
trapped and radio tagged either on the study fields’or in their @1m 3{7 ut o@hese%é birds, 21 v&&
proved to be alive until the end of the study. @e m@%e 1@@ ts ta«g and @r grg@@arm@es were
found predated. % @ @Q @

Four grey partridges, three magpies and sne’phéasant were lo@ted at%ast (& opa study 1d.
However, the study fields were not intenSivekgused l@the rﬂomto birds; [$The eas
the magpie no. 17 used the study ﬁe@mo&s@ equ@%y Wﬁh onl@" 9% dl. @e@ctw&} of the
localisation inside the study fields-$

None of these individuals were gbserve&to e 1t a s1g symp@om@ su ﬁt any%leleterlous
effects resulting from the inge§tion 6KThia opr1d ¥§°400 -treaggd m gize see

A total of 22 bird species werd observed 1ng @ samgpling i the §@shly @ﬂled@lalze fields. The
white wagtail, the skylat&@he ye@)W vaagta ‘~c th%starh weregh mG@abl@ant species. Of
those species more hkgilgy to f@ n ggated ggeds, @WO(@)IgC% and the mag@; were most
prominent in the sc mpli&ig o atl@s N d1cat\\1§n of a@y nyécts ogﬁny bird was detected.
The exposure ass @ gﬁvealc@ha oW numbers rea seeds were@/allable on some study
fields. Some sm Sp%§ of tre&ted %gds W@g\dete@ed on«he fg@s bu@ not seem to attract feeding
birds.

The following threg@’pemé%\ﬁwer@y se ed 0 eed on Tl@acl 1d FS 400 G-treated maize seeds:
pheasant; Woodplgeon the ies we m se% feeding on freshly drilled maize
seeds (ﬁ&edhngs ho@eve; @other ai elds@an tlf%ystud{@elds However, the proportion of the
diet was low. No b@caro&sses ere fpu@l onttbe st ﬁ%@

> &,
Radio trackm@esult s ari in t@tabl@low@aQ
@ ~ ~ >
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Table CP 10.1.1.2- 3: Radio tracking results .
2 @
Radio tracking 4
. No. of ‘user’ and ‘non-user’ of treated @
No. "i:“sgii‘ilels’“ds fields between Fa@nﬁl BBCH 5716 S
persp drilling and BBCH 15/16 S S Q
7 magpies 3 user . < AN
total no. of fixes: 2,107 | (0.31 — 1.79% of fixes inside treated fields) &% 3 alive andQreseng;” 3
mean no. of fixes/day: 9.4 Y o 3 alive Snd present o @
4 non-user v Q @)%S (1 2@&) N §
. 4user -\ S S S Ny
14 grey partridges (0.63 - 1.02% of fixes insid treated ﬁel@ . A8 i“d%“e&? @
total no. of fixes: 3,013 2 o7 Ralive@nd preent @
mean no. of fixes/day: 8.7 10 noqrser ) @@ . 4 Kiped b@redat&%(l aiThard
o g\% %mple@or residue ana%jsls)
4 woodpigeons NN & KN <\ I
total no. of fixes: 1,103 % non-{ier N &4 alive Qd pr@ﬁt @
. TS D D (PO
mean no. of fixes/day: 9.5 & & . X @
1 pheasant @ N
total noI.) o?agirés: 316 (1. @Qo ¢ lrlllsed treat§ﬁel @ §9 ﬁive@? pre@gnc?
mean no. of fixes/day: 8.3 & ° € d9) @? _@? NS
9 E@dv f@ S « o L N
Study field no. A0 .7 o4 195 6 Y71 8% ] 9 [ Total
Area [ha] w51 | 2.1 2.83 34 209 1] 22 | 1.9 ] o1 | 218
6o Q> < Scamsamplifi NN
Scan area [ha]  ° 5 1% § 48 |20 [0 N7 0.5 - 15.1
No. of scans 85 |5 |75 §H925 O75 125 |7 100Q) 125 - 775
No. of bird contact®> | @02 I 23 of 64K 392 419 132> 41> | 10 - 805
No. of speciesy 6o 3] 8V W | @ 7 6 4 - 22
Bird 1n01de O o1 o [0 [0 [0 bro N0 0 - 0
S Exposu gasses ent S
@ Ad on @cordu@ amﬁmonltm‘%ﬁg 0[§d S on three study fields.
Areg [m’] 1060 | 100 | o | 190 ,10 0 | 30.0 | 10.0 | 100 | 50 | 85.0
Seeds nifield! headla N @ D 57 SRS 0 Cor | o [e22| o- | 00
Pagan no./m*] @ (© A © 9 o '
@AY > © Cag:c\ass search
Man hours of search per N @’ ) ) ] ] ) ) )
field [hh:m%l] ($ 1@4 %34)4 Q8745 1901 @7.46 05:33 | 09:06 | 09:45 | 05:44 | 75:48
Search are@? [ha]Q~ |¢,3.1., [Y2.1 © 2.8 C 3.4 2.0 17 | 27 19 | 01 | 21.8
! plus a strip of fivedmetres 0Pthe di
2 searched thrc%times after applicati Qngi '%T"Q @@ @
& e g e & N
Conclusion: N \ @

RS %y
The various methods ap

the impact of T@ﬁclopgid F

fields. The bi

csu

S

d inth

how'that t]@

Thiaclopri
bird po@ﬁho&@vere aé%?erse ffected.
< @ @ <
N) v
Q@ £ <>

&

e curr%lt s@ provided a reasonably robust approach to assessing
aize seeds on birds feeding on freshly drilled maize

availability and attractivity of seeds treated with

S 400 G was low NeithéfPhe monitored individuals nor other individuals of the local
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Report: I B 2005 vi-242960-01-1 & @

Title: Generic field monitoring of birds and mammals on maize and beet fields in Aust@
Report No.: WEFC/ES 017 @
Document No.: M-242960-01-1 & @
Guidelines: The test was especially designed for the purpose of this tu@;f; none & @
GLP/GEP: yes &% 9O & 2
\ Q,
V® o) & Q\\ & @
. . %

Objective: & ©Q @ @ Q C&©

@

The current study aimed to find out how Skylarks and’mammal sl@les %naml \@00 mouseﬁge
maize and beet fields within their daily moveme@and how much tim@per da§ Spend@n tho
fields. Furthermore, the feeding behaviour onqgalze a%d bee@ldsg@}s 1%@11%§§@0€%n ofitime
spent foraging). The study aimed to reveal b@wou@l 1nf@mat1 or e sp & AN .
W\% @ \ N % ©© © @j @§
Study site and study plots: @} \\ @} 6 é\ﬁ % ©§

@ w\?\
The study was conducted in and aro d 5 ﬂ;;}ze a@S suﬁ bee@‘f eld@ wé

o the
west of Vienna in Austria. This rqé)n 1s a@plcal re%) maigg soand @ar l@@ cu@@tlgnﬁm Europe.

& 5
@&@J@@&©@©K

R
Material and Methods: «:§ > @ < @g& &@ \@@ % @)
The study started some w\é%ks be@re d@ng é\’ﬁ@ alz§ and s&g@r begt ndﬁ@}s comfﬁ)eted when the
BBCH-code 14 of malze and @of spgar begfv ass@@ached@ & v §
S s ¢ e é\

&
Birds & §FF VY
To appraise the @mr&@of m@xze and sug%%seet feﬁs as§ell a@dj ac@t cultivation for birds,
census countss§r c@ Qyt alor@ différent tzr@nsec@repr ting typical agrarian habitats within
the region. The 5 tr@’sects%areas ere 4 hain t and were m\\géﬁtored 10 times during the
whole study’period. Fo @omt@ed e ab nce\oﬁnrds was calculated.
Addltwﬁ&ly in 3 mai® and sugar be ﬁelds @e scmsam fing approach was carried out. Each
field was scanned @ry lﬁg}unu for a@east&%lays&&om daWwn till dusk to register all present bird
species using the@ﬁld (&l ses s) B&ore %@mg t sa@ fields were ‘scan sampled’ to monitor
the species cm@positi@on farn fi Tl@smet}@ very detailed information of the bird
community #8ing th€se craps as {%@H i@ spe@%kes sp@gﬁc abundance.
From forr&; studies it was'kn that'Skylarks (4ld%ia arvensis) occasionally use sugar beet fields
as forag@ habitats. T@uan the %tual@evame of sugar beet and also maize fields 16 Skylarks
were trapped, taggedwvith %dw t@smﬂ@ and tracked for one to four daylight periods respectively.
Dufing each sessmtro?a Skytark sas trackad c@nuously so that the location, habitat and behaviour
could be recordggto get info atl%@f the me range, habitat selection and time budget of
individuals @g 1n<§§eas ractegsSed e occurrence of maize and sugar beet cultivation.
To get 1nf atlomﬁ outthe foed 1tem®selected by Skylarks and other bird species, faeces were
gathere %@ maizg and s%ar fields and analysed quantitatively for composition (portion of animal

and plm; N

&’ @

M §

The rele¥ance of maize and sugar beet fields as well as the adjacent surrounding for small mammals
was investigated. The presence of small mammal species and their abundance in different habitats was
determined by live trapping (capture-mark-recapture method). On 6 investigated plots 45 life traps
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each were set in the field and the adjacent surrounding. Furthermore, individuals of different specigs.

were radio tracked continuously for 24 h and the location, habitat, and behaviour was recorded.c @6
the telemetry data the potential foraging time, the habitat preference (Jacobs’ ingx) and the h@ v
range were calculated. Q 2” O
@ S8
% o @ ©
6 & o NS
e @ ¢ S @ @
S o S & &
& O %o SEIRS)
@ & & VO &
S) R o & A © &
O R O
9, N @ © @
RN T A
A A T S
R (€ @ @ S % '
O T 7 - S & © & e
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SIS L
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| S o & &
o 9 O & o O S
o = ¥ S o ° S
AN TEERN © g @Q é
" & %
SO N S
e O N L L N L9
Ny 8 e Y
, .9 9 ¥ .90 )
§F TS e S %0 <
@ S SIS @© @ @
S QO NTN N o 9 N
@© ©\ s N @,\ &\ v §@ ?§
& £ .0 O « SIS, @
N & O
% - N &
S & & & NN
N T8 Ve &8
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Table CP 10.1.1.2- 4: Results for Birds o
)

PORTION OF TIME potentially foraging (PT) per habitat used by radio tracked Skylarks S Q
Mean 90%iley [N @
1 0,
potential foraging time ! 16 skylarks spent plgln ﬁeld§ 1%} f) (9% " |18,
: . . drilled maize fields K % | (14Y) , [
per habitat; [mean of sessions], (90%ile, N: - - o
no. of tracking sessions considered) et inated maize fields 42.1 /o \;&'4){6 10 )
g drilled sugar beet fields %, 8.1 % [ 21272 95,
germinated sugarhBeet fields o> [19.7 % [ (58D &%
HABITAT PREFERENCE of Skylarks“accordmg tq@ho tracking @ %DQ X §
plain fields s> > V4N Qo
preference of crop types as a feeding habitat | drilled maige fields Q » |-0.83 < O |9
(Jacobs’ index [D], Range: —1 to +1; MCP | germiggted maize fields a° |08 ) &) @
[100%]) drilled sugar beet fieldy 'S .73 LN N
ge@%ﬁnate@é@gar hedt ﬁel&s oy -0.298
DIET of Skylarks in maize and sugar beet fields v /\ S v D @ﬁ &’
food item “ o T \ﬁ) [%] @quencﬁ%] @ @
mean portion of diet | maize seeds & SN o O« LA
after the analysis of | maize seedlings @@ & % |0 M w[o & N S
faeces gathered in sugar beet seedsD . 0.7, @ Q\g 3.@? w &
sugar beet (63) and sugar beet seedfings® <36 O QB8 N N
maize (60) fields potentially sugér Qe@ seed@@ @@ < %’)@ & %91 7.3 @U
potentialiysugarbeet seedlings* @ | <10.2 AR 3.9 N
HABITAT of birds according todransect coun&\\@)asegi on populationy o &
abundance of fieldstptus © N Skylark 8 sum of Gher species
Skylarks and other | plafn fields, i o> 0.38° % [ 04RO
species after 10 drjlled @izt © O & oW & 0,852
transect counts f\germing%d r@e @ S 025 7 Q k&
covering 65.4 ha [ drilléd sugar®pet ~$ 70329 | a,0.36
respectively V> gerifinated Sugar beét '~ 108 @ Q[
[individuals/ha] © @oth%ﬁelds S @ 059 8 1.1
BIRD ABUNDANC ainst crop type and %ge ac@@rdin&@dscan®mplir@
Kz fie sm%k IS 0.12
> é@?‘” Pied Wagtail 0> S 0.07
A QBI‘ack, RRUstart'™> o 0.03
Q rilledd, . DSkylak & 0.07
@@Q %e ﬁé& sﬂ\g\ Conithon Phidasanty 0.03
Densities of the (Sadssi O |Rigd Waghiil S 0.03
most abundan Q) d (},/erm ed magze ‘Grey-Partridge 0.02
species in different ﬁel@} Q' BargfBwallgiy 0.02
crop typ@ stages | (6, sessmn@} @% Gpn%mon@éasant 0.02
[ind./ha/égan] «drilled sugar Skyla 0.14
% %”\9 eet ds @%OHJMOn Pheasant 0.05
AN ion?} Q Gr@\?@amidge 0.01
~ | germinated sugaf?y Skylark 0.21
&@ %@et égsﬁz% % ‘Whinchat 0.05
esSIQRY) @ Common Pheasant 0.04
! Sum of beh av10u§e teg@@s “ ?ing”-ﬁ-\%mentially foraging”+“unknown”
2 Portloaec ith remains ©f the appropriate food item
3 basedion idegtitied ite
4 S&%%f su(%@beet urgg@ciﬁed seeds or rather seedlings, as a conservative worst case approach

©®@
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Table CP 10.1.1.2- 5: Results for Mammals

° 6

small mammals N
trapping (based on population QN o
relevant species in the field | Apodemus sylvaticus (90% of all field trappings) S @ @\

effort result o8 tra %l;le
habitats [trap nights] [trappings/1000 trap nights] f e‘f@ o ] % >

field surrounding field surgpunding N

all fields / surrounding 4395 2198 J9 o> 31 N \gé o
plain field / surrounding 1440 720 10 Qo 7 Q60 x| &
sugar beet / surrounding 1395 698 3 11 © 53 A Q 18@K ©
maize field / surrounding 1560 780 4 Q .32 o g 1 9
radio tracking (based on individual Woodmice) o0’ Q- R ®) & @

no. of no. of PT [%] é@ PT [%] &y of Q ref@r&&ce [J&g
habitat tracking individwals @an oet;\ﬁ 9Q%sile o%ihom Index\(D)]

sessions tracke sessiofiy s1on@ rang (r,aﬁage —);% +1), °
all fields 15 =8 .09 53 _[¥ 100 34 &5 @
plain field 4 < 4 N 17 .90 @a) L[5 oL 03O
sugar beet drilled 3 AP o 38 R1 54@) 7 0.0
sugar beet germinated 8 © “5 4 3@ @& 93 %@ @ f(\@ 856
sugar beet total l)g$ 05 33 9@ @?IZ N ©0.5
maize drilled 2 5 19 [0 O] ¥ 087 P S
maize germinated @% o 27 o3 %\@ Q 4 28Q% %N 0.9
maize total v, 5, 3 A4 47 4D 2 [ 7 09

o O @ §@ o - R 52
R NS
Table CP 10.1.1.2- 6: Birds and@mm@}s Q @ @ % . . @
potential grazing damage of vertebyates' (%) of biomass) % YO S
habitat & BBCH12S 'S BBCH Y |9  BBCH 14, BBCH 16
sugar beet Y Y104 Detstaled S @ 2.8 4.7
maize Q S 03 D ") N NS not stated
I'sum of unknowh andz&rtebr@e grazing damage , 9 N Q @
% S 0 4 &

S
Conclt@gn: 2R S N
Birds S S
Radio tracking o716 i ﬁkﬂ@s (e&%h for@mini@i of 24 and a maximum of 96 hours) in
an agrarian lagd scap@nh igh g@tmn @ma;z@and s@ar beet fields to the west of Vienna
(Austria) showed tha thl§e es W use@s fegfling habitats by these birds. Despite the fact,
that it w rmally n osm@to i t1fy smas]Jﬂ items ingested by the tracked Skylarks, sugar
beet andyhaize see(@gs coul m%ly beg lud@ Sugar beet fields were on average selected to a
lowetportion for fwgm@ to, b@erl @’ fra@he available portion in the birds’ home ranges
Jd ac\bs index DJ) In t@ns o@lab t sele% n that means that they avoid this habitat type for
foraging (J acc@ 1n% e SKQlarks neither preferred nor avoided germinated maize
fields as a f gl it it wg? usedzin conformity with the portion in their home range.
The resu of th@s nsu@@oun@’uppopthe findings of the tracking data that the surrounding fields
were ge@rallore ttrac o Skylarks than the maize and sugar beet fields. The abundance of
Skyl@%% @the@h bitats was notably higher than in maize and sugar beet. However, the pre-
se@o he Sk ark@the species of concern in maize and sugar beet fields was confirmed by the
ﬁndin@at it was generally the most abundant species in these crops. The dominance of the Skylark

was du€to a moderate bird abundance as a whole and not caused by comparatively high numbers of
Skylarks.
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For risk assessment purposes a value for portion of time spent foraging in drilled as well as germinated
maize and sugar beet fields (PT) can be derived for Skylarks from the study results: Skylarks setlg
in or in close vicinity to maize and sugar beet fields spent their potential foraging tlrne on aver v
4.1% (90™ percentile 14.1%) in drilled and 42.1 (90™ percentile 95.4%) in geated malze&gélds@
well as 8.1% (90™ percentile 21.2%) in drilled and 19.7% (90™ percentile 58. @70) in germ@ated sugar
beet fields. % @
From the analyses of Skylark faeces (n = 63) gathered in §lgar beet ﬁeld§ can be cone@}led\qﬁat the@@
portion of diet (PD) was less than 0.7% for sugar beet seeds and less tyin 3.6% for
seedlings. To cover the worst case that all unspecifiedseeds or seei@gs actually, 1g1na@
sugar beet the portion of diet was less than 2.1% forthe potentla@ sugay- beet § eds and less¢h an &
10.2% for the ‘potentially sugar beet seedlings’ ectively. %mdgc@on of the 1@t1n€@fm@
was found from those faeces (n = 6) gathered Qorn maige fields. o %

% & °

& @ ~ @’Q <
Mammals % @’ © @j
According to the results of trapping angnadlo ﬁaackl he wQ % rn % ha&@een spe&es of
concern. The population densities werg low %gle to @at th@gepr §e @@aﬂs 1IQpr1ng
and the populations reached their | \@pmr&fter@ non&gepro{@lv nter tra p@mg
revealed that the uncultivated plaf@ﬁel@%jvas t att@twe@nch @s ue)to the@eavmgs of the
previous crops on the surface, Jese l\@&vmgs@ere @§eas Pod sQuirce. After thgtieldcultivation
began and the leavings wereveroded in the Seil, tl@ attra@vene@@f sugar be%and of Maize decreased.
The average potential fora@ng tir@e (P Tydbased 8n radio tracked Wo@mo 1nc§@ed in sugar beet
(33%) compared to plam“ﬁeld%7% 1\%126 4% @ el %t ofthe PTxThis indicated that
maize was less attrac thq@lal%@d or sugareet. The WO(&T]OUZ& show@a light avoidance for
all habitats of conce#. The food 11a in spring @I’ow the pl@n ﬁel%was a highly attractive
food source. Durl@ te&@try i) 1ndlé§’aon %@s fm@@thag@amr@}s d 2 \- Uit seeds of maize and
sugar beet se Q& f@a §
According to the tr ect %@nts Hares were mo@abut in@® am f#élds (0.14 ind./ha) followed by
drilled mai%@ fields (0. léglnd /]aé?ge @ated@aalze @ 12 iggl. /ha)@nd sugar beet fields (0.03 ind./ha).
Roe Degfwere only 0@% plalg lds and @r CK; tha@mze and sugar beet during the
transect counts. Ha gs we %%ebservgd fe g on%sugag{)eet se&%l»hng during scan sampling only in four
cases. The 1n01den@e of rnagge seedlings was no%etected Roe Deer neither fed on maize
nor sugar beet se@d 'ss @ N
The cause fagp 1551rt©%f thexg)erm&a@ng maize @j sugar beet seedlings could mostly not be
asmgnei@gnce grazing dama y b]@@ mals could not be excluded in these cases.

Howevergte amount @mls b101@ass negl\fgqble
Thus neither rnalze %beet%s%eeds tr seedﬁlgs provided a relevant food source for birds and
maQ%als during the cour§s Of EQ stud@ @

@° .\
Report: < - 2010; M-370696-01-1
Title: @ \ Frequetice of occurerf@e of birds in arable fields in spring in Austria - A re-evaluation of

& éﬁ the @dy , Ch=(2005): Generic field monitoring of birds and mammals on maize
@ @ andbeet §plds in Austria (E 308 2692-0, WFC/FS017)
Repor@ @@

N-370895-01-1
3§896 -01-1

est was especially designed for the purpose of this study; none

Doc nt N@

line
GLP/(’@§§ no

Objective:

@
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This paper aims to re-evaluate the bird observation data of the transect counts (obtained by - 2005)

in order make them more compatible for current risk assessment purposes.

Qb

N S
Material and methods @b &@Q ©)
The data of all single fields were aggregated into 10 “sessions”. For each seséfon it was d ermirreg@
how many fields could be assigned to a defined crop/stage (plain field; drfﬁggad maize ﬁd§ gergjinat
maize field; drilled sugar beet field, germinated sugar be%ﬁeld and w%}%@r cereal ﬁel@\} at Q%tlmeéj

the census.

@

Afterwards, FOguvey (%) and FOuica(%) were calculate

Q'?Q}

FOsurvey (%0) = number of surveys per crop/stage dur@@g whleba ceﬁam s es 1@5&&@% * 160/ Ns

( =number of surveys) per crop/stage %, @ @j& S (o
@’ @ R IS

FO¥ieia (%) = number of fields per cro;@age &gwhu@w ce&@ spﬁ isQbse

_ O
=number of fields) per crop/stage Q K N DR < @

& AN ®\ D @
Results R & )
The calculated FOgurvey and F valifes in a@eﬁ@ cro@sta%@

Only values >20% were dlspslgyedK > AN

S
re pr entn th@%followmg
%

& A Y
@ @Q e © @ <
Table CP 10.1.1.2- 9: FOsurvev [“@%nd %)ﬁem [°§§ll{(0nly Que&{ 20% were dl yed)
Crop/Stage o ‘G Sé%éles @ & Lat@mNameU @suwey% o] FOfieia (%)
@ Eusgs% Skifarlg\ Al@@iz ar\@:}%zs @ 55.10
. q 2 .
Plain ﬁel@@ 4 Qarrion Crow &, | Lorvus éoFone D o 0>: 28.57
Drilled ma@@}? ﬁeld@w @Hasia@ky Kaik f%laud@rven,fq§ . - 27.78
Drilled Sugar beet {idid uragign Sky Lark <\ “Alaygle arvensis &, - 30.00
Germingted maize field’] Eudasian SKy Lark ¥ Adquda arnsis © - 24.32
QA
Germ@ated sugar b§@ oﬁasi&rﬁl Sky%@g@i@ o\@latga&aﬁweﬁgg(@ - 30.00
Winter cerea@ Eur@dn SK$Lark @y Aldila aryensis 26.60 65.63
[$ @*hlte w%tall | Motacillsalba - 21.88
Q . )
Q@ ) @Q \ \© S
¥ o K & o
<) 6 O oF L&
@7 N Q @ @\
Q A\ N @§ N
N NS
@ &@\ - &©
@%
PR ) SR
& o7 4 <
S &
O Q
{x’ O @ RS
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Report: ke 10.1.1.2/10 [ - 2007; M-286951-01-1 & ©©
Title: Exposure of birds in different crops to Mesurol RB4 slug pellets in France in spr - @
attractiveness of those fields, species of concern and impacts @ @ @
Report No.: RA06-003 @ N S
Document No.: M-286951-01-1 Q N
Guidelines: Not applicable; the test was especially designed for the ﬁrpose of Q § ©
this study.; none @ g*’ %\ N é\”
GLP/GEP: yes N @ < Q\ @ @
S S &0
> y R O &
. . @ & @ @ @
Justification: S Q o & &

&

v R O
This study concerns a product that is not subj ect this gossie@{oweg@gr, sy&ce it kntain&%ta of
maize seeds potentially exposed on the soil s%iace %@r dr&ﬁg a&&hesata afSused th the refined
this

risk assessment for the product dealt with in thi mentthe @y is @esente@j he % & °
iy this deamef e & 3

Only data on maize are considered relevagf in the contéxt of %}s oc ent,@refore only 0
maize is summarised SN > SIS > §
: @ N 0N OO S & S
RN S s 080
&©5§\©%@§©®§@
Objective: Q o % > S K o RN
The aim of this study was to @sﬁg@%ﬂthe pc@énti@ﬁnp&c@%f h@@urol @4 alﬁcati%{; in freshly
treated maize, sugar beet andsunflower ﬁ@s on%the natural bird com{@nity@; or thisthe species and
bund f bird id h f bird inci i PRB4 treated field
abundance of birds were conside an% e (@renie of bir 1nc@s i@é{esuyg reated fields

assessed. > L& Ny
. 2”\9 @ @ @ 6@ °\© é % o\@
Study site: N @9 @ § S o &
The study was ccﬁte@% ma@%elﬁﬁn the depai@lenté'@@ryn (di—P@hées region) in south-
RS

&

western Franc -©(-’v ic@ultiva{ﬁon dreas fog%he c?rogp.
N

o O &

Material ag)d%et&s: 2y % o\@ @@ O @
In orde@gain inform@bn e o@rrence of birds, b'cti '@Was observed by scan sampling
once il&ach field oye®hn e&@ daylight od\@ery tex minyics a defined section of the study field
was scanned, rec@o§\)ein§%taker§f sp&c S, t%j%vioé\\and ar% incidents. Each field was completely
searched for deadbird Qgreda‘@ ren@al tests and.carcasgs€arch efficiency tests were conducted to
evaluate the %@lal c@af@ s @cti&r@ate. \01@6@0 quafttify the exposure of Mesurol RB4 slug

ellets and potential Toodsitems (seeds, earthwagns, sliigs) sample counts were carried out in each
P P ifems (scéds, ear ; vagns, sligs) samp

field. ) S
2 @ N

N A
%o v\g%o@’@\
%@§@\@Q&§
G @ © 9
gE v,
O VRN
> O o
s &
@9@@%
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Results / Conclusions:

Table CP 10.1.1.2-7: Overview of the results in maize

MAIZE D

urtl

BIRD OBSERVATION K@JQ S . @V 7
Worked fields 15 A O
Mean observed area [ha] 7 R 1.49 - o 2 A
Mean no. of scans ’ @ 885 A @
Observed species per field Q 2t@5 A
Total number of species o > S Q)
< R o gpic (4.19) S

Fre £ f foraging birds [? @ Cartion (69 2.98) @

quency of occurrence of foraging birds [%] D “Red- F@ge d Pt &2 3 'S
(top five species; given is the mean of the results f@{ each ﬂ’@ld) %Q R 89%

@% @Feral%geo;ﬁ@ 13)(%% e °

24 hrs.]

&

@)
o7 @ ~
S Pt
\Abundance of foraglng birds [ind./ha/scan o % @ S > (é%f) 4 5') S
top fi th ft Q- 1d
(top five species; given is the mean o sul,gx r ea@ﬁe ;@ 4) o
S e DO@ (0.026)
9 9 S| 2 «OMagpie)(0.026)

Relative Risk Index @ w\j v @ @ @ Red@gg artridge (0.023)
(top five species; given is the meah of the resu@for eich field; %-e @ ¢ Ca ion Crow=0. 022)
index varies from 0 (no risk) (%) 1 (hlénsk)Q @ Pigégn (0.014)

° [ . %rﬂg&@ve (0.014)
Bird incidents [(ﬁ a A @ one
EXPOSURE ASSE%%@[ENT@%@MS / @'dﬁel«$ N é O
Worked fields S A .D O O G| @ 15
Area per field [m%,” N N Y L@ SO 5/5
Mesurol RB4 [péllets/ QO «T oy 8
(mean of singleTesultg) %4\9@ 5 .9 o ©) @ 1580155
Slugs [no./n¥) NSRS Y @ >
(mean ofghigle results) % NS @ SERSENS <0.1/0.1
Earthworms [no./m?], V)) QL . N v
(mean of single res@ & (&’ . S "\,\ N S 0.1/<0.1
Seeds [no./m?] % io\(i@j RS
(mean of single results) @ §J f@’ N < f\@ 0.2/0.1

© (O © O 6
CARCASS SEARCHG™ o)) 'S P
Worked fielis v %) @ 15
Mean ar@@fﬁrched [ha]© @V @ NEE 6.11
Total area searched [hap N S .9 91.6
B Y @ 9 3 ") one mallard chick

CarCasses found @ @\ B .© (residues below LOQ")
Search efﬁmengg}@% of placed cass@&éund@ 100
Removal [% lac d%ﬁrc g@ rem&ved b@cavengers within 12/ 50.0/583

1) LOQ %0@04 n@kg for@ethl@‘b Methlocarb sulfone and Methiocarb-sulfoxide

@{& @@@@@@
@ & <

&
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Table CP 10.1.1.2- 8: Quantity of Mesurol RB4 pellets and potential food items in maize fields

[numbers / m?] <@ S
headland midfield @@\ v
@
items S B & edazl gl g Ledugld
E| E| S| a RESNE| E | E o RESSE
|3 B %FE58zE| 2] 2|2 s EEizd .~
E | £ &7 E | E Y FTIRT &
) AN %, @Q
Mesurol RB4 G @ }@ SIS
pellets 3.0 | 620 [ 158|152 ] 96 | 223 | 22 | 3097 13.5 | 95| 1.0 27.8) &
slugs 0 |04 <0101 ] 0o KN01] 0o [@6 01070 00| @
carthworms 0 [ 14]01]04] G 0 0« | 0.2 @%0.1 N.1 |00 [e0.2 @}
maize seeds 0 1.0 ] 02 [ 0.3 0 0.4 o] 1,ov] 0.9 0.3 0 aVO,lw
& @@ & Q
s &y & TV e
{\9 \\ \\ o &% . ©© S §@
@ . O SO O &S §
Report: KCP 10.1.1.2/1 1*@:01%@1-36 0 °
Title: Exposure of mals 1# maize¥ields 1 Fra@—Att@tive of e fieldS and
relevant species & & O O &© Q L 5
Report No.: RO0I220 % ¥ S @0 & O 9
Document No.: M-369149:01-1 ~ S @ S)
Guidelines: No official testguideliye(s)

ilabléGat pres%t T@» study Was cenducted under
¢ Opinion of the Pangl on Flant ection products and
smor b s and mammls A@mous 2008).; none
& © NS
@ S
@

consideration of thé-Scien
their residues 01@51sk a
GLP/GEP: Iy
§ @ & § §
SN )
N O
Report: @@@9 1&’ 10. 1%2/1

696 S 1 1 ”\a
Title: ette ccess for generic b V10 col data@ Study report: RIFCon report No.
0938

& 090 2 S@gent@tudy@a TKO Crop uping: Maize, pre-emergence (seed
N @emergence POSUIES f mammals in maize fields in France -
&@ @ractl@ess of %wlds afl relevant spec@s
Report No.: Q\M -369566-0 ) %\ c& RN
Document No.: M- %6 66- \ o8 >
Guidelines: R IS IS
GLP/GEP: @ @ o @ o .o o
Q & S

I
AN ©© ©\ § @@@ @b
Obj ecti@? @ Q@ @ @

This {[audy aimed ayt;@talmgg 1nf®1at10@%bo {?e occurrence of wild mammals in maize fields in
Southern Europe in orde@ de@ae the facal @165 in this crop between drilling and BBCH growth

stage 16. &

Study site % gj

The stud@vas duct d 1n Sern France in a typical maize growing region south of Toulouse in
the de&y meHau% Gar@ne and Ariege (region Midi-Pyrenees).

@@@@’

M%er@d Methods
The study was conducted in spring 2009. The occurrence of mammals in drilled maize fields was
assessed by small mammal live trapping and scan sampling.
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The live trapping of small mammals was carried out according to a 'Capture-Mark-Recapture (CM

design and was used to generate a list of small mammal species and their abundance in freshly dr d ©©
maize fields. This implicated individual marking of the captured animals with ag asswe integr
transponder (PIT). Data derived using this methodology enabled the abundanf mammal @i th @
study fields to be estimated according to the 'Minimum Number Alive' (MN@’ approach scrlng‘z%
Krebs (1989). Trapping was carried out from 27 April until 27 May 2009 G%four differeft mal@

fields with a trapping effort of 1,488 trapnights9 per field($vith 25% of ﬁhe traps set l&?ﬁl tl&%djac
off-crop habitat. X @

In order to identify and quantify the occurrence of nggturnal mamr&@ n maize @kds 'tl@mog@%hlcc&
scan sampling' observations were carried out in fourields, using ‘%her@j)grac camera (In@Tec&
VarioCam, 4x zoom) which is suitable for the dé&ction of nog%mal nﬁ’mmal Bo&@tra efal. 1@
Focardi et al. 2001). ©° 6

To quantify the abundance and to characterls@he %@avm@’of dﬁ@]al @ma@’on d@led n&é%ze .
fields, ten study fields were observed by se%p sam@m £ mam gal agtivity, & ©
With the purpose to obtain more detaﬂg&mforﬁm‘uo out% for: %g be@@wo mmal@
maize fields (period: after drilling un@ B@ﬁ 6) ma@mals@mh a@fcu@nedu@l -sized
herbivores (hares) were visually o‘% ed@»

Live trapping, thermographic sca@am@ng, digrnal san sa@m @d @orm 50f fomgmg
behaviour was done at three différent times a(@f)rdl to cré&p sta 5 of th al lan& shortly after
drilling (BBCH 0), after em&gen(&o} ma§ see%hngs Q%CH 1621 L&@d a%r emergnce of leaves

@
&

(BBCH 12-16). 2
In order to record any foﬁgmg%lam %r 0 the§alz@’op @ntlally cau§§ by mals a sample of
maize seedlings was ter enierg of the cropy The first inspection was carried out

shortly after the er@ence of th edl' % and<the secoid inthe perl@d of BBCH growth stages 12-
N Q

16. ”\a N 9 SN

For the purpo & qu&lfy ec ~- osur®f mai%e se%s on tifesoil stuface, counts were carried out

within 24 hour$ aft rlllng was ﬁn1she%Thls @pos@e asse@ment@)as conducted on ten maize

fields. , © S ¥ @ O
o\ Lo R \
A & & &@@y@@ %@\@
Results: O QO éw Q> N A

EQ' % . § S O N
Small mammal speciesdhma ﬁeldﬁf&md their supround Bgs:
The most abyfdant %Q m@lma]\@ecies@)unbd @as thd@vood mouse (Apodemus sylvaticus). Besides

the wood motise, the con@ (Mz@tus (%ﬁ; alis)@nd the greater white-toothed shrew (Crocidura
russula) e capture n,-) I'lSO f tragping efficiencies for field and surrounding habitat
evidently'showed th@small Qals We§e h1&®captured in the off-crop habitat.

>
Mo}torm of dlurnal ar@’ noct@mal a%nm l@ehawour and activity:
Besides the WQ‘I mause, t Q%@An brdwWn hare (Lepus europaeus) and the European rabbit
(Oryctolagt@uni&d ) were the rélevaf@ species monitored as potentially foraging during
thermograj aphic s @ng @mns he hare was the only mammal species observed during
dayhg@can @ﬂph% ov@ mammals showed low abundances.

%

S&ES
a

® The parameter 'trapnights' is a measure of trapping effort taking the number of traps set and the number of
checks into account: 1 trapnight = 1 trap set for 1 night
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Monitoring of individual mammals foraging on maize seeds or seedlings: .
The European brown hare was the only mammal species being observed during feeding observat@@s. @6
In rare observations, hares fed occasionally on maize plants. Although the sample size was sm@ a @

feeding rate for maize leaves was calculated. S &@ ©®
N SIS
Damage assessment: %% O o ‘2”5@
Due to ambiguous damage patterns no useful results wergderived from @&hls approach«z\ﬂ\ \O\ @Q
N ¢ F s s
Exposure assessment: @} &© é\a Q § &
The number of seeds found on the soil surface of maize fields wa@pw.@f N & © &@
The following table gives an overview of the keygesults. Q} Q\@ @Q \© %@ @@
Table CP 10.1.1.2- 10: Overview of key result&v @9 @@ Q@j @ ({(\@7 é @% @& °
,Small m%mmgl\rappﬁgﬁ SN O N
. ) . Med®trapping efﬁ@ncy%\ N v
Species S (prett0 g ] & ©
S ®ield (based on~ |Offcrop @ged 2 ture%k?the field [%
Q ) 1,116tyapnighys) | trdphightsd Ly of ingal captures]
Wood mouse (dpodemus sylvafious) 10°0.35: ) 15400 Y« 6.56
Greater white-toothed shrew & ~ @ @
(Crocidura russul;;% N O %‘}OO @ S Q&% . 9D & 0.00
Common vole ? A Lo %oy . O -
(Microtus arva%s) f\% ((§)'OO® (Qé & 104, (‘§ 0.00
D ©> Diuragdl and nocturnzl maimmal Mdnitofing .
2 ﬁ% T@@nogrﬁhic n salgpling ~
. Q" T % Abundaneg ¥ §@)ragi Y .
m@m?\\ S [ a§§ e S FOfield [%]
Wood mouse{Apodemus sfdvaticu§) | &~ 0.347 S 4 o, 3.43 100
European brown har&(Lepus’europaeus) R4 @ 45.83 %, 9.80 75
Europeafrgabbit (Oryctofagus cybeulusfit ™ 002 o | (D465 539 50
N @ O Diurnal §@an saipling O
European brown h@@@Lepu@%uropﬁsus) | o 0.004 q&| @11 | 2.63 | 40
N % %) S Exp@sure a@essnﬁs@t
LL@
@ @Q @§ . @@7 M§L}\f (3[6811@;@?; /?nfz%ﬁﬁsoge):d seeds Average number of seeds per ha
Vheadland 5 N 1 6°0.1609.21) 1600
= midfield S gf .2 006/0.10) 600
°\@@ Q @ o\
corttsion: L Q& &
onclusion: @@ N )

Three small magymal speciesccu in offscrop habitats adjacent to maize fields: the wood mouse
(Apodemus (@aticm&)ﬁth mmeyg vole (Microtus arvalis) and the greater white-toothed shrew
(Crocidur ssuéq} Onlyjthe wood mause was found inside maize fields and then only in very small
number @%er rgengé of madtze.

- In addtion @16 d mYuse, the European brown hare (Lepus europaeus) and the European rabbit

(O@@ol@@cuni us)&ere also observed in maize fields.
N

&
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CP 10.1.2 Effects on terrestrial vertebrates other than birds

Table CP 10.1.2- 1: Endpoints used in risk t S @\ Q§
able .1.2- 1: Endpoints used in risk assessmen
P IS 2 S
Test substance | Test species EU agreed endpoints Endpoifiis used in risk assesgﬁKPent
N {? 2
Rat 315 m@a.s./k@% w ()
acute, oral LDso 444 mg 3;5./kg bw @ 451 ﬁg a.s./kg bw (@)
Thiacloprid @ ¥ @
Rat NOEC 100 mg &.s./kg diet % OEC @éb m@,/k 1et §
reproduction NO(A)ED 7.3 a.s./kg bw/d O(A)ED 21 mga.s./kgbw/d
o < 21 med é}

Q o ©
NI
N L @ \ 9
o s o B L fpgione
Table CP 10.1.2- 2: Relevant generic focal spec1éfeedl@ nsﬁe& fo%l rl g@(ass%@nen&t

Type of seeds %nel;ic@cal\{[@%ies Q > Q FIRbw @j R @§
. , N N <© &J? oY o
. Large seeds @%nal%&&nniv%s m@nal ) W\?\ S 0.2§§’ @$
(maize, beans or peas) RQ & D X < @
‘Small seeds’ S KOS 5 N " @V N N w\i@
(not maize, beans or peas) R %n all (;@IIVOI;@ ma &@ K©@ (\\@%24 ~
SIS N I

" 2
Table CP 10.1.2- 3: Relevan&;eneriéfocal @ies @iing (@jseedli&s f@ier l\r%}k assegsment
& N

2
Generic focal spegies . S > @or@gcut valﬁ@(SV@r acute risk*

Small o@vomu@nam&&f @ § - © &24 XNER/S

* For the reprodu@e a@ssm@@%ﬁthe@hon\cu‘c Vgl@\sj sh@ﬁ% be Qomb@d with appropriate time
windows and déﬁult @radatl{én/di@@pati(?%rates @* resi&%es § %
¥ L& O O &P S e
O ated S <
Toxicityw\f@he formul@a;tged p@%ct S o @@ \@’
An ac@tudy on rgt@bvascc@luctegit@ﬂhja@opriﬁs 4&(@0rmulation (-A; 2009; M-

347604-01-1, Sectign’7, KCP 71371, The fo uilatigi studied were performed with the formulated
product Thiaclopzj FSA%)O, s@ﬁc ion n 2000 2§the composition of this formulated
product differ@lightk@%on@@e f}n@prod@t (Thggelop S 400, specification no. 102000022825),
however the' Gifferefides wéuld n%\be e cted@ havéyany impact on the ecotoxicological profile.
S ) L
The resultspf the studies are t@for@%@egud@ as yd d for the current specification.
°\@ Q @ o\
Q N S0
Thisstudy, however, wa@carri@out ac@@rdi@ to the toxic class method to satisfy classification and
labelling requil@ﬁents.%As spch, thaci Sof the doses was very broad and only 2 doses were tested,
the higher (@it&ﬁly 3 1ma1§§aThel@?ore, this figure is much less robust than the one determined
for the actiy sul@wﬂnce it gﬂl not'6e used for the risk assessment.
AN % S
&S
¢ g v

&
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Table CP 10.1.2- 4: Mammalian toxicity data of the formulated product Thiacloprid FS 400

°
Test species | Test design Ecotoxicological endpoint Reference . N 6
(2009)@®
§-347604-01-1 (D
KCP 7.1.14, SN
* considering a measured content of 414.4 g/L thiacloprid and a product density @.184 mg/n}L@ ) 9
\ Q,

500 mg prod./kg bw

Rat acute, oral | LDso cutoff 175 mg a.s./kg bw *

v
A
& Q@? &S %@Q @
< S SR
ACUTE DIETARY RISK ASSESSMENT @ N Q @© é&

TN
Table CP 10.1.2- 5: Tier 1 acute TER calculation foQ@hmmals fee{ng on @%ﬁ tre@lent & & @}
o NN

o O o )
& ?posu@ R @}7 ©© SO
Compound |Indicator species Toxicity v ®A @ @ TER(?’ @§ er & °
[mg/kg bvg; FIR/\@ \Féﬁg as/g | I @
@ = @ seﬂe@’]1 & . © A @
. . Small Q S N w, L @ § O
Thiacloprid omnivorous ) 0.2.4© %@2 - 5600 D0-26 S .59 5 &l0
mammal ((% @ S ®\ RE} < NI
' Assuming a thousand grain weight of the @ds of 2&\@5@50 g }fé@ @w @CQE Q& b\\) ©©>U K
Table CP 10.1.2- 6: Tier 1 acu@E&cﬁcula&@n f01;x mamn@;\aﬁ%fee ’ on cfop se%lings ©
/A
9 | O N & Exposure.  «_ N =

@

Compound | Indicator so\ecies %:OXM%) @ N ““TE 3 Trigger
P LPEC ing g bw] FIRib ONARS _ g

Q « Img a&Jkg]' 2 O

Y

Thiacloprid Smjl'@iﬁg‘m D15 024 N 1000 | 131 -295 10
The TER §© @ 5 é " QX S ¥ i0r1
A valties cdlpulated, in the acute risk agsessmefifon Tier 1 ]&\@l do not exceed the a-priori-
acceptabi&%’> trigger of ¥Q for @eval d sc@ari(@ hu re%@ risk assessment for these
R NRN)

scenari@s presentgd@eloyv@ S <
® N TS
Refined risk ass&sm S > \% IS @b

@ O O q. Q. . . .
The refined +3k asséssmengpresented here 0;%55 Guidance of EFSA "Risk Assessment for Birds

and Maml%ls" (2009), t}@ do \ente§ iaChapt&@S.2: "Tier 1 assumes that granivorous birds
and ma@’als feed enttrely O}Qeadil)@zvai@le, Sfreshly treated seeds. The failure rate of pesticides
used gs seed treatm@t\s to meet t@tan@sd ElJ¥riggers for acute and reproductive risks under such
a séepario is likelyv?go be«@. herefore) ma@ases will require refined assessment. At present, it is

not possible to ggeommend staq aﬁd a@oaches for refined assessment. Therefore, a range of
)

options for @emg%?zre@sen

The outcome of ﬁn@asse enﬁ@uld, in most cases, take the form of a weight-of-evidence

appro rathép than a quagditative assessment (e.g. TER). Risk managers will have to decide on

whetltes the den@rro jded is sufficient to allow for a decision whether the intended level of

pr%ﬂ@ri%@eacl@d. @nce is provided on the method for such a weight-of-evidence

ap
Q

oac
C

19 Faustzahlen fiir die Landwirtschaft (2005), published by Kuratorium fiir Technik und Bauwesen in der
Landwirtschaft, Darmstadt, 13% edition, ISBN 3-7843-2194-1
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Treated seeds \@ @g
Generic focal species and Focal species (FS) @@ @® S

S
The Generic focal species for large seeds like maize, beans and peas is a smafPomnivoro mamiQﬁ
with a FIR/bw of 0.24. 2 o5 2
A field study was conducted in and around 5 maize and 5(iigar beet ﬁ}&;ls in the to t @
west of Vienna in Austria (JJJ| C; 2005; M-242960-0%1, kCP 10.451.2/8). This ggion iSa ty@g@a &
area of maize and sugar beet cultivation in Europe. study start&@ome Week@efore@lllin@ f
maize and sugar beet and was completed when theCH—code 181 n@j'ze a16 ofisugar beét WQ@
reached. 0k Q} @ R 0O ¢ @

The relevance of maize and sugar beet fields ag well ag)the a@cenﬁ%}rrom&@’ng smali?ﬁamﬁaﬁs
was investigated. The presence of small mammial species and theigabu ce ifddiffergnt hab&gts was
determined by live trapping (capture - maﬂ% reg:\a@urhod)@) %investi@ated p@ts 4@6 tr

F i diV@als %diff@gnt sp@s

n
each were set in the field and the adjaceft surrdundi urt orely
were radio tracked continuously for an&&t}e lo n@on@%ﬁ&bita b@avio@vas orded®
From the telemetry data the potent'@@braég time, the habitatp fer@e Jd &@9 s' ifdex) iaqf@ the
home range were calculated. & & § O Q QN
According to the results of trapfiing a&%radio@’ackig@ the #Wood @se h@ bee@e species of
concern. The population densities were logadue t%the fact hat@@ re &uct%e periodstarts in spring
and the populations reached) their@w poiiit aft e non-reproductivVewinfk Th&?ﬁ?&e trapping
revealed that the uncultivated plain ﬁel?was st @cti@hicl&was due t1§ leavings of the
previous crops on th rfac%@f es&q@aving@ we@n edsy foodgource, Afterthe field cultivation
began and the leavi#@s were eroded in oil, the attp@&’dver@ss of stigar beet and of maize decreased.
The average potesitial fofaging time (P®) based on r@o tragRed \@ode was 0.33 in sugar beet
(33%) and 0. plaiyfield %%éﬁdaiz@ﬂy%%vas carcelygart of'the PT. The Woodmice clearly
showed a pretetrencefor th%@ff—crop area%[hios iy alsorelat€¥o the@w number of Woodmice at this
time of sea¥on and the r@ulting\'g@ail ity o&fﬁci@t preferred @ﬁ)itat and food in the proximity of
the field€.” O & SERNEFS

@ S Q oo
During telemetry diciﬁon W&gfoun@at Iframm%ls dug ol seeds of maize seeds.
According to the t&ghsect countgBrowiiHares@vere dst agndant in plain fields (0.14 ind./ha)
followed by drill maizge fields (0. @’ndﬁ@\\)’andég@rmiﬁd maize (0.12 ind./ha). No incidence of
feeding on -f,e‘@’ se@ng $as d&gectec&© o\©
The auﬂg@%oncluded tha@aeit@fres@sow%@naizg%eds nor seedlings provided a relevant food

source feRmlammals. ¢, SR X
N Q @ D

KQ N S
In ageneric field stady i@m@@( T 203 M-486987-
01-1, KCP 10.1@@/2), live tr@gﬂing was conducted on four maize fields at six trapping sessions (each
session comprised t A2

g eyehts) once per month from June until November 2011.
No wood W@%fou 6 m{ize fi at the early growth stage (BBCH 19) at the trapping session
in June. @t W%ﬁ micgyweresgcorded 1n Maize at BBCH stages 51-61 (July).

N
In a further eri%@ed %?}/ in France (| > . 20:0; M-371180-01-1 KCP
10@. .2/@ddressmg the attractiveness of maize fields for mammals, again the Woodmouse and the
Brow re as well as the European Rabbit were identified as the main species. In this study,
however, no PT was determined for the three focal species. Hares were observed feeding on emerged
seedlings and a feeding rate was calculated based on 7 observations. Durations for feeding activities
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ranged from one to 10 minutes with estimated ingestions of 0.25 to 15.54 g plant material at an .
average rate of 1.28 g/min (range 0.15 —3.11 g/min). . @b
In conclusion, the information gained from the field studies of -,, 2005; —242960—01-@(CP v
10.1.1.2/8) and || G 2010; M-369149-01-1, KCP @gl 2/11)%@ at
Woodmouse and the Brown Hare as focal species in / on maize fields short@’after emerégnce Qn
freshly sown maize fields only the Woodmouse was found as focal specws%N one of the@ spe@ 9

however, used maize fields as a significant source for feeding. @g 5> \\ § @
S o a0 &
& Q) o @ @ O
Dehusking @ Q& @ R ®© @Q}

For granivorous mammals such as rodents, dehu@ or cracking of s& or f@t e@s is affen a@n
of their typical behaviour. Two studies to quaﬁtlfy the@gxten@ dem&ﬁ(mg&(@’mal @- V(&)dm@

were conducted (-et al., 2007", eyt% &, 20 ]&s&) U(@ag di ent gles b h
authors came to a conclusive result: Woodi%lce dé@uske&@unﬂd@er % st cotfplete
whereas dehusking efficiency in maize @%’uce %tenﬁ@ exp@are org | @an half (59 to 62"/

% delwiskin Kfﬁm@y)

According to these results, a dehuski
can conservatively be assumed for

N
To factor this mitigating aspect infQ the @?as%ssmel@, the \ma@aduéfate @‘ml{%@eds
(1 mg a.s./kernel) is multiplied @jith the dehusking ‘@or ((@ '@s h@ote@l e&&osure of

act@g%f 0. %@con&%ond\ﬁ@ to
N S

Woodmice is 0.41 mg a.s./ atze seeds &
e O s @ L@ o .

5 O N S Qg
Table CP 10.1.2- 7: Refined tier J%\cu @)3"%( ﬁatk or mzé%i feetzzgwn si@eatment
Ind é %{Ec‘ty C§g N & @E;;B O T e TER\ | T
ndicator species AR dehugkin A rigger

b & g
@@ g bwd &Ffﬁlbw [m@ns/kg&ed factor
Small omnivor@% @w 1@ O Zﬁ:@v %222 @00 § 0.41 0.64 - 1.44 10
@ S 3&7 . . G @ S @ 0. . .

N O @ ©

o X < D
Tox1c16§ndpomt @ N S)) @7 Q> @Q % @

X
An acceptable ac@sk f%‘ all mm"&h@n sm@ies 1@ % if a TER greater or equal 10 is

demonstrated, 1. g@exp e (i 1ntalé§’ovear\?fh)e relevant a\~ od) is no more than one tenth the LDso of
the species tested. h@@her V@rds §€§1ke ofa dos@qulv ent to tenth the LDso over an "acute" time
period is considered a (re acc \ble%@s uch the regulatory margins of safety needed
to extra@e from the Dso e lalgprat est species to a safe exposure level for species in the
ﬁeld arcalready 1nc\]{§ded %h (r%ulato %cce@able dose and do not need to be applied afterwards
“elassical TERcalculation
Accordlngly the tgx1c1ty@ndp£ﬂt (L@o) 1s g@med by (the TERA of) 10 to calculate the regulatory
"acceptable d& a di¥€et corfiparison of the "acceptable dose", expressed as number of
treated ma1 eedNo ack§ theW\\I”/ 10 ¢bthe LDso with the daily intake of maize seeds for that
species. %@h an@pro ma]@ﬁpam larly sense in cases where exposure is via distinct "portions"

g

.et a@’ZOO omparison of dehusking experiments of laboratory mice and wild Apodemus spec.
AC Europe, 17" Annual Meeting, May 2007, Porto

12 ﬁ et al., Exposure reduction of seed treatments through dehusking behaviour of the wood mouse
(Apodemus sylvaticus), in press in Environmental Science and Pollution Research 2010

1"
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(e.g. treated seeds, granules, bait particles) rather than via a concentration more or less evenly .
distributed in the diet (e.g. after spraying). @
With the LDso in female rats of 315 mg a.s./kg bw the regulatory acceptable do%would be calgylated
as 31.5 mg a.s./kg bw. S @ ©)
A risk clearly can be excluded if a granivorous mammal would need to 1nges@10re maize,.see ds Q
exceed the "acceptable dose" (one tenth of the LDso) than required to satlsf%lts daily en@y

X
when feeding exclusively on treated maize. ©) & % \ @@
L
Table CP 10.1.2- 8: Number of seeds to achieve the reg@ow acceptil%le dose (one teé% of L@o) ®© @
» qoceptable d @@ n@seed@ achieve they,
Species body weight as. /anm& N &' c@p tabl NS
Seat. 5Gig a%?@g b %}, NN
Woodmouse 21.7 a0 Q@ s &68 X@% S
SRIIRN NEES @ N &

N X
From this calculation it can be seen t - Wo@dmo&ﬁ@ couléﬂnges@%e reg%lég@@acce@ble dgse

with one treated maize seed. This is @ . orsmase ﬁ@lre sﬂ@e no@(pos@mlt n, @étors@ke
dehusking are considered. @
9

Exposure density «:§ « > @
Exposure densities measuféd in field st@ﬁ Vz§§‘esc&bed &more @ﬂ ﬂ@lagtég?o 1 (Refined risk

assessment for birds). He?e 0@5 the@ble the ults tsl{e five stﬁidles@ ntioned is repeated.
S $ %\ > <O
Table CP 10.1.2- 9§mb@§of m&%see&ﬁxp&ed on ﬂ@sml ace Q‘ter dr@ng (seeds/m?)

O midhic
midfield meabc %@‘% ill(:, ) eérov@an &S J@g;ﬁ% r\” Reference
o 2 ,@ S | @ ~ & ,2010
002 0% & 2 %% ¥ 371180011, KCP 10.1.1.2/7
77— N O MRV & 2010
20,10 "] . : 420N :
0/% SPOST & OS] o 028 | 360149011 KCP 10110/
0.1 @9@ gg\ ST @ I 2007
: VL. S M-286951-01-1, KCP 10.1.1.2/9
G 2 O] oy el ) 2001
A N >
0.007 *Q @'01%@ NG PR M-031252-01-1, KCP 10.1.1.2/1
Lg
0020 003° & @08 [ 0200 B -, 1995
0.028 @036 T e geomean

a) value calculated based ean d SD é@/en sde -et al, 1995
b) value estimat laased on 1d§1 Val@s and%x higher number of seeds exposed on headland vs. midfield as

presented in de teal.,

The data @mw that exp@re t@eated maize seeds after sowing is very low. This is attributed to the
sowin hnidy (prgcmo@lhng) utilized in maize cultivation. Spills may occasionally occur, but

the ggn er @fSee poséd on the soil surface is usually low.

&

F orag area

In a further weight of evidence approach for the acute risk assessment, the number of seeds a
Woodmouse has to ingest to achieve the regulatory "acceptable dose", was related to the area a
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Woodmouse had to forage assuming the mean 90"%ile values for midfield and end row exposed

seeds. \@ ° @b
S v

Table CP 10.1.2- 10: Foraging area required to achieve the regulatory acceptable @e (one tenth Qf@f_le(@Q

Species no. seeds to achieve "acceptable dose" | foraging area (m* )Q% achieve "acé?tab@ose"@
(LDs0/10) ) midfield 3F§@ segg% ro&%rea @
N
Woodmouse 0.68 19 Q @ [\g é\g D
@ & @ U

From this table it can be seen, that under the wo %se assum&lon thg‘?he nlﬁlber @exp@ed se@
is the mean of the 90"%ile from the five studies cited ahove, oqi?ﬂouse@oul ve tdsear
area of 19 m? in the centre of the field or on amyarea mé;\\in the &nd rowirea ;@md an expsed

maize seed. &} bﬁa \@ Q @ @ @7 @& o
Dehu k.]lg Qz& O\\ 2 A Q% W;g\ St & §>
% . ( D
o © & S Q\ @% N) @

as @sg epiate
Table CP 10.1.2- 11: Numb see to ac@ve tl@»egula@?ry acc%ta dose- Q%)e tenth of LDso) with
d %>
e S

Including a dehusking factor of 0.4} as de@’nbed“abo e Téducés the @enﬁ po@}@§ of %M%)odmlce
is 0.41 mg a.s./maize seed and increase&he fi 1ng§ X in ghe' table) elow:>
prshe el

@
bodys,| " ??ptal@@ dose(@ b see@ﬁyo achjeve fora, fh@ area (m?) to achieve
Species i nim@}) § theacceptable & "acceptable dose"
=31, SMZQbW) AV dose® | midfield area  end row area
Woodmouse L0688 A O W §@ N 12
Y Q
%© O « % ©<> S @
2 - S
& & & <
Portlo& Dlet (PD)@ @ @

No "portion of die ta éﬁge aV %le R ent%}or t&Wood%ouse Therefore this refinement option
is not included n@xpos&ge ca atlo Neveghe odmouse is an opportunistic omnivore
and therefore @Ven 111 alz 1e1d@*ne PI@ or m@’ze seeds can be expected to be considerably

lower than [\This 1§§up eWOOS,@CP 18;1.1.2/8), who concluded from a study

conducte a@ Austrian malze fields tl@?nalzef@eed%ﬁfd seedlings were not a relevant food source for
mammafs.

\
X v\g @ . @
Pm}on of time@(ET) © \ Q @

@
The "portio time&ﬁ)r t oca@ c1 %oodmouse (Apodemus sylvaticus) in freshly sown and
germmatnk alzeEeld d%erml (2005 KCP 10.1.1.2/8) in a study conducted in
Austria. The m als §pent &Fo (PT=0. 014) of their potential foraging time in freshly sown or
germingting l§gs ASQery low exposure at population level is also suggested by the low
2

pe @tage & trap S %e maize field compared to the surroundings (12% in 2005, KCP
&&-2010, KCP 10.1.1.2/11, 0% in T o1 2013,

10%. §6.6% in
KCP 10)1.2.2/2).
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o

The PT value is not used in the refined risk assessment. Thus, single individuals might be exposigéfg?oa

higher extent, however, this low PT and the trapping results clearly show that at the population 1 @
at most only a small portion of the population would be exposed to a notable dee @
@
& < &@
Conclusion for mammals exposed to treated seeds Q @\ %

As an overall conclusion, the acute risk for mammals fee@g on maize i%’ds is deen&&acce‘p{%le é*’

Freshly drilled maize fields are not the primary habitat ff any small malian speeies. @03&@0
treated seeds, the number of animals utilizing the fieldas well as the@ime they may, Spe ere@ g&©
extremely low, rendering the overall risk for the popufation correspdndipgly low, Q) @
This conclusion is supported by field studies co ted in Austgia ( 2OOQI(C\P©§) 1. @/8) a@

in France ([ | | s . 2010. LKGP 10.14.2/1 1,@@11@111(1&6@11 &iod from sowing to
BBCH stages 15-16. The different assessme@nd ofiserv ods hedf§n51§ently showed
that freshly drilled maize fields are very u@ittract@ to s@all m@m W indvidu spe@
time foraging on these fields. Therefore&%en L\g\heseﬂ@ 1V1d@15 W@ be @fected, an gfect o@
population can be deemed 1n51gn1ﬁca§ g& ‘l”\g \ % ‘”\9 N O
SRS 5 &
@ %ﬁ& N v @\@7 § N @ %@9
O

@

SN

Seedlings emerged from treatéd@eed%f@ @@9 ©© @ @ ©® ©©© . S

Focal species @ S © & @ % Q

For the scenario of seedli eme@d fr& trea@ seec@EFSA (20&@pr0 ses as@elevant indicator
species large herblvorouNJlrds nd matfimal 11 om@v\?oroﬁ%blr y\’mals Two generic
field studies conduct (Qg@S KCP 10. @? 2/ &)@@ ﬁ&& (2010, KCP
10.1.1.2/11) point Woodm ouse he B&pwn @Vre as best cdtidatés for focal species in / on

maize fields shor afte@%nerig e. Phese two spcé@ aggg w1tl@§he p@bsal of EFSA (2009).

< AN
@© @ S é K@j f;)\a& & ©§ @
Diet of the focal s@ws e @\ @§ .
As wor@ase scenan ilkge ass@d that the Idare Wﬂ@%mg its daily dietary demand
exclus&e from maif® see @g shoots c@tﬁlm @emdﬁ%s of:th cloprld at the maximum level found
in samples from a \&1 stlfﬁy Foé\?ﬁe V&gd e, aél t (according to EFSA (2009, A,
Mammals scenaip 1 @onmﬁ %% weeds, 0% Wi@ seeds, and 25% arthropods will be
assumed, whegg the s rerﬂaced seedmlg shéots.
iMool S @ Q @@ @©

Toxicit point @ Q @ @ %
For the toxicity en nt th%sam@pph@s outli ed above in the section on treated seeds, i.e. the
LD5yderived from the s @:»the acttve sghstance in female rats (315 mg a.s./kg bw) will be used
in the Tier-1 risgassessment, @ S

) § S8

& S @

Portion ¢ g\tlme @l‘ ) N

" ﬁlon 1m or mlce in germinating maize fields was determined by - (2005, KCP
10 1&\2/8) fa st t0\izted in Austria. The mammals spent 1.4% (PT = 0.014) of their potential
fo 1ng ein freshly wn or germinating maize fields. A very low exposure at population level is
also s sted by the low percentage of trappings in the maize field compared to the surroundings
(12% in 2005, KCP 10.1.1.2/8, 6.6% in || | GB{ & . 2010, xcp 10.1.1.2/11, 0%
in et al. 2013, KCP 10.1.2.2/2).
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The PT value is not used in the refined risk assessment. Thus, single individuals might be exposed to,a
higher extent, however, this low PT clearly shows that at the population level, at most only a sm ©©

portion of the population would be exposed to a notable degree. S @
@
& s &@

Portion of Diet (PD) % @@ @\ %
- (2005, KCP 10.1.1.2/8 concluded from a study con@ted in Aus‘u{ﬁi maize ﬁel&ﬂ%sthat @‘){ze é\’
seeds and seedlings were not a relevant food source for birds and mami#als. < y\g @
The PD value is not used quantitatively in the refined«isk assessmerf® The low num%er eve§
illustrates that there are significant additional marg@?of safety thap rem(%ln un mt% @ &

NS \ @

: : . &S W N

Actual residue concentrations 'S @@ %Q R

A study was to determine the residue levelsof thi@fopri f@&r@n ize pl@s @ haq\

been grown from seeds dressed with Thifel prid id\FS AQG%( %)09 P10.1.1 2/ es

of seedlings were taken for analysis Of@SId}g’%& of Tl"@clop\r%l and @5 me@hoh%@twe@% (

12) and 37 days (BBCH 17) after dri asi g lm e ﬁe@ @ > ,@

Residue levels were highest at th st sa as on (B@H 1 @6/ 17@5 after sov%kmg) with

17 to 18 mg/kg fresh weight. T@reaft&{@le c@entrns me&rapllt%.@ﬁalf 11% of less

than 3 days.
s $o 0 T8

Food intake of focal spécies (V%Voodm%lseé%ﬁre @ ©@“ o $ Q\y\’

: & )
The estimates of foo@ﬁake@&%r waadmose an%@are airg\basec@n m%tns of@lly energy expenditure
for free-ranging ar@als energy dnfl mofsture co tex@d as@mlatlon eff@lenmes The FIR is

N
calculated fouo@g E& (2009, G) as: o o O & ©

Y . & O
o e v Je ¥
&@ @Qm < DEE @Q § [&@sh weight/d]
S ( @c:] CAE S
9 b 1005, Q)T (S
SRS o @

In which: ©@ O

&
DEE = Daily energy ex @dltu th em@@(?kJ/d@FE Food energy [kJ/dry g]
gy exp gy ry g

@@/

MC = R@Sture contenf%], 1 1I@m e‘ﬁﬁmency [%]
% ~z§\ @ @ & o
S N RS
Daily energy e@endlture @ A

Data for the BEE ar%}erlv rom§res r@) project carried out for DEFRA (Anonymous, 2007).
Relationshi twg; body weight (bw@n g) and daily energy expenditure (DEE in kJ) in mammals
can be rlbe theéqua

48 ey u @

IS
@E (%@ 0.8+ O§T\\5’ x log bw

Accorﬁrg to this formula, a 3800 g hare would require 2363 kJ/day and a 21.7 g woodmouse
58.83 klJ/day.
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Energy content of food
Cereal seeds and seedling shoots have been studied with respect to their energy and moisture con@t
and their assimilation efficiency. The data are used in the table below to calcul%the usable el@gy

from these feed sources. @ & @g
SIS
) . =N ®) 9
Table CP 10.1.2- 12: Data of seedling shoots to calculate usab/},e energy %, "o @)) ((«r\\g
&

@ @usa ) &@
energy content &nergy content©2 ass. eff.% ¢ co@ent ‘é ®)

moisture%o dry (kd/g) wet (kJ/g) & mammals) kJ@
Seedling sh 5 N o e
g shoots 76.4 176 o 42 @%9 47Q @ %o I~
. S SRS
N9 Y & g @6 S N
Daily food intake o @ g}ﬁ ] 6@’ @ % .

S

Q N

A Brown Hare weighing 3800 g and requg%g 2’3& kJday w&%nee%to 1 t1211 g se@jn @
AN &Y R §

shoots corresponding to a FIR/bw of 0@ N @ & Q %\ NS
The dietary requirements for the woggouse ere@lcuk@d us@ the D
diets. Based on a DEE of 58.83 k.@y a2l g \%odrnf)%tse @uld have t
diet. Of these 7.69 g 1.92 g (= 259 agig@@ssu eed & sh@@ co@nm sidue?of
(initially) 18 mg thiacloprid/kg resh’welgh e re@’ of the 1et§ons dered fiee of émdues since
the other feed items like Weéﬁ’ seee@ or 1n$ ts ar&unhk@y to cme %@ contéot w1% the active

substance to a great exte,n@ @ %
% @ § QN

% & @

Table CP 10.1.2- 13 /@y CO@um@n an@ner@lxp@dnure for 21.79) amfmils

O
©n
e—r
2
>
[¢]
o

Specie> . O  [“Mamnials |~ - 9 @;& @@
Boay Wbt @0 #7 & N
Proportion of dietased bn o, Wet N S «
N JFood g}g %&% in % &t @ml]&n@ Wt (g) fresh food
N 2 & W t ffici€Cy consumed
Grasses and cerg{@ihootgz\ 25 @ ENE Q}6 1.92
Weed sgods Q250 @’9.550 20.83 1.92
Arthggpods X7 60 N 788 oo 0.88 3.84
Sm O 7| Moo N S s 7.69
. . R 24
Daily En yExpendlmre%r S = % .
%%Mammaéls@ (? 58.8% I o\% KJ/animal
AN N a4
> A I K N
Exposure calculatlon, Maize @edh%o&@
@"°

Mean maxi res%ﬁé cofdentr ?%15 of %11aclopr1d in freshly emerged seedling shoots (BBCH 12)
were 18 m g fr ﬁ?we . ©@
A 3800 are dlng @(clu ly on such maize seedling shoots could ingest with 1211 g seedlings a
total 0. mgwhich@s equivalent to a dose of 5.7 mg/kg bw.

Wo mo of Z§%&g bw and an intake of 1.92 g seedlings per day, the ingested total dose
Wéﬁld b 35 mg whiclt is equivalent to a dose of 1.6 mg/kg bw based on a measured concentration
of 18 @(g fresh weight in the seedling part of its diet.
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Table CP 10.1.2- 14: Calculation of the daily dietary dose

Dose in the daily Daily. d%e N

bw daily food intake concentration in diet .
food in ~© e

(g (g fresh weight) (mg/kg fresh weight)

Brown Hare 3800 1211 18
Woodmouse 21.7 1.92 (seedlings) 18 &)
. . < N
Toxicity Exposure Ratios @ e @

° &
Taking the LD50 for female rats of 315 mg a.s./@l as acute&oxicit@%dpo@, anc&mp@ing t]@e
to the daily doses calculated for the two generic focal (%),ecie%@ie T@%As defpicted the i&ble Tow
are calculated & T NS @’% D
PO O S A oo
3 .9 R & O
Table CP 10.1.2- 15: TER calculations @g\ﬁ X \\ @} &6 6&% <\© éﬁ

% O
Q [N Browndare v 07 LSVoodniouse

Acute oral toxicity endpoint (mg a.s./l@%w) RN v ¥ @5 N « K
©

Daily Dietary Dose (mg a.s./kg bwdd) e 7T Y Ol ole

TERA o ] ¥ LS50 & |[© 5O 97

v &

An unacceptable acute ris]%o sm@om@rou@} larg@erbivorou@amné?s for&ging on emerged
maize seedlings can be éxcluded since TR, cee(@the th@“‘hold\%f 10@ an@t%’eptable risk.
Taking into account t largg@ Riﬁ(@the ofhiv s m&@ma ac&eptabl&%( would still result in
the unlikely case t hropar@ woulgh cor@in resifies at'the same level as the
seedlings. S X ) N @

y S NI S
Every additiofal fa@, e.&ﬂ@)wer @nsm%my, d 1n1n§@edh§§em@e concentrations due to growth,
seedlings ffgm untreated ﬁeldst{ﬁ@he i etc.@ll redtice tl@risk ﬁ@’mammals still further.

S S ISR S
N o & . O v Q. . .
A summary of the parametets Used in thk assessment toggwr with reasoning and/or their sources
is provided in the@owin% tab BN «Z?
D S > -
Q @

e art he
é N RN o©

@)
o
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Table CP 10.1.2- 16: Summary of parameters for risk assessment

°
Focal species Brown Hare Woodmouse . I &
(EFSA GD (2009), Appendix A #72) | (EFSA GD (2009), Appendix A) & U
body weight (g) 3800 21.7 @QQ} @7 &
(EFSA GD (2009), Appendix A) (EFSA GD (2009, Appendix A)& <
Diet 100% leaves (as seedlings) mixed diet (28% weeds (seedlings) & 2
(EFSA GD (2009), Appendix A) 50% weed segds, and 25%& ropods) %
) | (BFSA GE}2009). Appendix Ay > &8 | o
g;:)lzfnl:li?t(:lr;gey Eil;lllrllalt;?;i according to formule%fo}é Eitéthﬂa@gﬁccordmg ;\cﬁ@ﬁ{‘mu@r é\g §
: , Q A
(EFSA GD (2009), Appendlx@) (EESX GD (2009)4(4@)per;d1x ) & @
Daily feed intake 1211 g seedling shoots ( 7.69 ¢ m@@i die@ whigly“are o @}
0.32) calculated using parameters @92 g-seedling;sho % N

given for "grass and cétgal sh%' g}&alc{ﬁ%d u%g@,g C

ot
lcufﬁtor for Tvixed
(EFSA GD (2009), Apendi diey U @ & .
@ ©
ngs,

concentration in diet (highest measurgdwalue iiv seedl%
2 @

Exposure 18 mg/kg fresh we%ht . v R (@@ @}’
_, 2009, KCRJ0.1.1.2/5) &
1.6, O

Daily dietary dose 5.7 @ S @ . %, SN O
(mg/kg bw/d) calculated b@ or&éﬁame@% Q\ Cw@late th @et@ov@

above) § S R NS > ¢ S
Toxicity endpoint o N o 3§%ing/@w (lﬁ()@@\@)};t LQ%Q(?, in @ale r@% A
TERA s CAERN . @° o7 ©

AN 2
é @w @ v @ N 9

As an overall conclusiorixthe agute riskFor n@ma cedin@dn matze seedlingsds deemed
acceptable. This conclusion isSuppofted by@eld ies&gdu inAustri , 2005, KCP

, KCP 10.192/11)Sswhich included the

10.1.1.2/8) and in Eggajice ( ,2@%)
an@sewation methods applied

period from sowiggto B@H stages 18:16. The diffefent agggssmehy

consistently shéﬁed t@ freshf? dribled ma% ﬁeldﬁ\are Ve§’im activg to small mammals. Only few

individuals s@xt til@for@%@g on tHese fields. "El?éref ) e§k{he@ individuals would be affected,
ffect orgh lat] B@deensed insignificafiy 4

an effec 00\1@ e population can, b eenaed insignifica

ev
@ W
S

O X < D
o O @7 “ § LS
Tier 1 risk assess@nt fo&%an@als d§kil&¥onta@inat®vater
N QO
EFSA (2009, ch@%r ) pr@%se@ fogu&@e r'&k ass ent for birds and mammals on the
dietary route afexposure. A@ssgsfment @he rigk potefinially posed by consumption of

contaminateﬁrinki% Wi afteﬂ@he usdofa éﬁ%tici(@as seed treatment is not required since this
route se@unlikely to@ljae a Céal oéfor é@ad t&@ER greater than direct dietary consumption.
N

< NN
N %@@"@Q@?
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LONG-TERM REPRODUCTIVE ASSESSMENT R
Table CP 10.1.2- 17: Tier 1 long-term TER calculation for mammals feeding on seed treatment . @

@y
S
Indicator Toxicity Exposure @@ @\@ @
Compound . [mg/kg NAR @ TERLt S Trigger
species bW/d] FIR/bw 1 fiwa Q o\
[mg a.s./kg seeds] A K
Small 5 Nk > c\@ &
Thiacloprid OIMMiVOroUs 21 0.24 2222v 000 0& 0.03 - g;@ N\ 5@
'Assuming a thousand grain weight of the seeds of 200-450 g ** o~ y\g@ Q@ IS
K & Q S &
@Q

Table CP 10.1.2- 18: Tier 1 long-term TER calcula@ for mamm(%s} feeglil@ on %’(%see{@gs Z) @@
\\j 3
Toxicity S gRposwty Y >

Compound Indicator [mg/kg v N @5 Ol < @QER@ %rig&r
species bw/d] Fig]&%bw %L@‘jg asJkg s %QQ%I ftwa @@ @? @
x Q,
. . Small 2PN . q v
Thiacloprid OMNIVOIOUS 21 f(\@ 0.24& &%4 -{&\@o X 0.5 @?- Ojég* . Qs
< D~ R ®\ @\f @)@ § 0 %VJ
The TERLT values calculated in tlgre reductiyorisk assessnignt o&@er 6}5 el gﬁmt exoeed the a-

@
priori-acceptability trigger ofr aﬂ\eval%ted sce@riosxu&@@eﬁ d risk @ess@nt for these

scenarios is presented below.> é @§) @x Q A Y § @@ %@
Refined risk it > .
efined risk assessmen S S @ < .

O &
The protection goal e@%’learl@%sta Qﬂin@hat t§§ Wﬂ@}e no $asibl orta@? was dealt with in the
acute risk assessmeft. Therefore ¢he riskGssess ent@lon%?@rm g{posu@will address only the
g r

protection goal @Ieastaliﬁhing ;ﬁﬂat tl&&% Wi&\be nophg-t e@ussions for abundance and
diversity. 8 ©© Q) & (og 2, @ §1

Based on ﬂ%e sowin@tate §£2.2 @its p hect&s@equ@ent 622 x\\?@f)OOO seeds) one would expect
10 seedlings per m*> whéreas um fseeds e ose@thxﬁy surface would be 0.036/m>.
Therefé@it is much 1&ss likefythat the anj lscﬁ§gseed§gt an $eedlings to get a daily exposure over
a prolonged period@%timeg)ccc@ingly@e re %duc’éige risk%\ssessment will focus on mammals
feeding on maizg§eedlings e ed f@l treaf d seeds. Neygrtheless a reproductive risk assessment

for granivorm@mam@s is @hsen@ hergss § @
VOSSR
AN L %Q & @
faw & 9 Yo
Treatedseeds Q\ N N < o
Diwiéﬁlg the long-term @oin@@ﬂ I@Q)/kgd by a factor of 5 (long-term TER trigger value)
e do

results in an “a¢geptabl se&%}” 4. 2ang/kgbw/d or 0.091 mg/wood mouse/d. Considering an initial
loading of :§g thiag%ipri izegggnel and a default 21d-frwa of 0.53 gives a long-term loading of

0.53 mg thiasloprid/mai ern&lﬁ. ©@
IR SEEN M-
Daily t@ 1nt§£ @@
The di%fary@%ﬁr %ns for the woodmouse were calculated using the CRD calculator for mixed
digts? In @ calculation@ “small seeds” part of the diet was replaced by maize seeds. Based on a

a

13 Faustzahlen fiir die Landwirtschaft (2005), published by Kuratorium fiir Technik und Bauwesen in der
Landwirtschaft, Darmstadt, 13% edition, ISBN 3-7843-2194-1
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DEE of 58.83 kJ/day a 21.7 g woodmouse would have to ingest 8.59 g of a mixed diet. Of these 8.59,g
2.15 g (= 25%) are assumed to be treated maize seeds containing residues of (initially) 2222 to @
5000 mg Thiacloprid/kg. The rest of the diet is considered free of residues smc%he other feed@ms @’
like weeds or insects are unlikely to come into contact with the active substanegito a great e&t ©®

N
Risk assessment for omnivorous mammals feeding on treated seeds: fe@glng area § § S
Based on (mean) exposure of maize seeds on the soil sur@ after drilling 24s outllne%ﬁbsectiml 10. @?
and in particular in Table CP 10.1.1- 7, and a long-term ¥ading of 0. g thiaclo maq@ ker&ﬂg{
the minimum area omnivorous mammal would have t& forage daily &¥¢r a prolo%g @ee%
“ S
the “acceptable daily dose” is given in the table beld \% Q @) @) &@
N <

S & &
Table CP 10.1.2- 19: Calculation of the mlmmulﬂ@aﬂy f&pagm{g%ea (g%) 6 °\ R

Y

body "acceptable dose" o noi\ Gods per Cﬁun@um d@y g
a@im m?) @ ac eve ac dail

Focal species | weight (mg a.s./ al;\ day to achjeve )® h&ﬁ y

=42 s./kg l@"acc%ptabl@ w\?\
[g] é\ ) k d@e" ﬁldﬁﬁ;l‘%@ WI‘OW area

Wood mouse | 21.7 @)o% . ou@ @ts@ SERE

/‘7@

& [ @ > ©
While for acute situations th&%d row areaQs the re@;stlc %/ors&&se i chr@@mc/lon@term situation
the midfield area is more @evan@cau@ e efidiow atda is generak@ mt@ small@ than the midfield
area. This makes it very tmlike %that a@hol@pm@wn wéhld feettexc Velgn the endrow area
for a prolonged perio ©
Furthermore, the e ﬁeld studi¥s pre@#ed m§ me t show@ that ﬁ’eshly drilled maize
fields are not attr§ ve f@ sma’l:kamﬁ&a s. This add@urt vidghce t notion that a whole small
mammal popué?bn v@lld unﬁ‘kely@%@ed rq@larl é&we g petiod in this unappealing habitat.
Consequentl ong& sure would'be gre y re

Dehuskmg % % % @

As des&ﬁed in the tels o%eﬁned acu@%lsk\@essm%m sma 1 mammals dehusk seeds and
thereby reduce the& ten’ﬁal Cﬁsur@% he d tr@ment %pplymg a dehusking factor of 0.41 to
th

the exposure caléplat (@edu tintéoweighted averdge exposure on one seed to 0.22
mg/seed. The daily acde do5e@ 0. Oﬁ\mg/a@mal/&@%ccordmgly the number of seeds an animal

could 1ngest%%r day ith ex}mg@ acc@@able@ose would be 0.42 seeds.

) @
Table C& 1.2- 20: @mbe%lf Seeds to ach@ve thé@gulatory acceptable dose (one fifth of NOAED) with

B de ng\ Q @
& @ .. . .
! @bodq%% ep d”@ no. seeds per day minimum zdilly f(l)::agmg
Species wé mg a:s/anigal) to achieve the " area (m’) to achieve "
< @) (= 3.7 mg a®’kg "acceptable dose" acceptable daily dose
@ @ ' bw/d) midfield area  end row area
< @ O
Woogdiouse v 2155 0.091 0.42 11.7 | 3.1
S & ©
e

&
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Portion of time (PT)

The "portion of time" for the focal species Woodmouse (Apodemus sylvaticus) in freshly sown&x@
germinating maize fields was determined by [l (2005, KCP 10.1.1.2/8) in a stydy conduct
Austria. The mammals spent 1.4% (PT = 0.014) of their potential foraging ti@n freshly sdwn or@®
germinating maize fields. N

higher extent, however, this low PT clearly shows that a populatlo@Evel at mo@@nl}@mall@Q
portion of the population would be exposed to a notable degree.

<
The PT value is not used in the refined risk assessment. Taus single 1nd1agﬁlals mlghta b@expo@d to%@

o

N

v

@ « &Q@@x

Q o & O @
Population modelling \ @@ ) & © @@}
Given the extremely low tier-1 TER and the lﬁmlted of» fions @ ref] ﬁemem\a@len@strat’m of div

acceptable risk for granivorous mammals bas d ong ER@S 1mp GBR 1ble read@in the GD sta ed
that “The failure rate of pesticides used q{ﬁ%ed r@tm@é?to tan { EU trigge Osg
and reproductive risks under such a sceh ario, zNzkel @. be @ er ore t]é\rlsk &gsess for
long-term exposure of granivorous mamm, likls ad sse@smg opul ell@ppro
Based on the fact that small mamm@@ avoighas much as*possible pe@]ds &}es ver or
shelter and the low number of tredtd majze seeds on the soilstirfa @fte cisi s o drilling it can be
assumed that effects on a po@lom@habltln@a lafﬁcapighll hEX 1n1m at @st T substantiate
this assumption, potential effects gn a locﬁopugtlon Qﬁ&wood@lce f& theggxposure to seeds
treated with the nominal application rat%@JA RIGE thlac opr1d as V&%@“as and, £ 0-fold overdose
were modelled over a petiod 0£20 years usi pgan m“ 1du@as d mode@, 2014, M-470315-
O1-LKCP 101221 g o @ N N
A worst-case lands¢gpe was sele@ ng v@odla@ﬁ andgyaize ﬁst Tl%s landscape has
previously been acte@basedon a g%o -infoxmatien ystg@ana]@ls (@@@ with the aim to identify
relevant worst:Case | a scengxos fo@e i@opulon 1@ risk“assessment (-and -,
2013'%). To further ghift the Scenario towards a Wrst case it wWas su&}@sed that the modelled
population %épresented a@losedﬁ pula n in a@énd@pe without immigration. Predicted

D
effects@he populatl@?l e§ mdergd as @ers% thel&agmtude at the end of the season
exceeded 5%. N N KN
Simulations with @ p %‘latgod %owe@lat 69 an @phcatlon rate of up to 5 times the

intended apphcat@?on e VIQb e. @an %@watlon rate which was ten times the
intended ratly & SH@’P ten‘ip@rarN ects%/ere le, which always disappeared until the end
of the year Also when ¢ lon ulat&s over 20 years no effects were visible,
confirmj %ong term $gstainaility o@t%; 1 pep Silation.
The outcome of th1@pul %on s @Jlaﬂ uppﬁ% the hypothesis that due to very low exposure and
hlgh@productlve E%’pac ous@)opons will not be affected by maize seeds treated with
thiacloprid. @°

)
Conclusi é\g\ © % @

The re r1s Gsse men sented here follows Guidance of EFSA "Risk Assessment for Birds
and l\gﬁmm @ (20 ) This document states in chapter 5.2: "Tier I assumes that granivorous birds

<

4 ﬂé M. and -, R. 2013. Development of landscape scenarios for population-level risk assessment.
Poster presentation at the 23rd Annual Meeting of Setac Europe, Glasgow.

7o
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and mammals feed entirely on readily available, freshly treated seeds. The failure rate of pesticides
used as seed treatments to meet the standard EU triggers for acute and reproductive risks under §eh o
a scenario is likely to be high. ..... The outcome of a refined assessment would, in most cases tdke the 6§
form of a weight-of-evidence approach, rather than a quantitative assessment @ TER)... Q S

Evidence is presented in this refined risk assessment that small mammals wolid have to %3 a-

relatively large area over a prolonged period to exceed the “acceptable daﬂ%dose” and fggshly drilled &
maize fields are not attractive for small mammals becaus¢the offer no s@o@l’ter and onlyittle feed.
Furthermore, exposure to treated seeds is very limited in¥ime becaus Q@' seeds genﬁmate@here{ﬂ(@é @
it is deemed unlikely that a whole small mammal pop&atlon would €&

& th fat1 9
© ereregé{g y@a@@

prolonged period. @ § @) @
As a result the risk of unacceptable effects on sarnrnal populatiof@1s re@ded@ be %%w. Théx
view is supported by the outcome of a populatio delllng @CIS{?\ @ 6\ R

S %@@ & & & &
Seedlings emerged from treated seeds % @ @
Potential exposure is calculated based t{}%ﬁe n%&asur @ev*ﬁevi@ue 1@oung§ﬁma1ze§
seedlings (starting from BBCH gro éQ ). F rpose\a star@g ntratfon of l@mg/kg
fresh weight, a half-life of 3 days, n a degault aageragmig,pemé@f Z@ys isysed Accordigly, a
time weighted average concentrat@n 0f@68 mgfkg frésh we@t in $eedlings1s ca@ulaté& ince the
woodmouse feeds on a mixe t coﬁ%mmng@’ﬂy A) 0 @édl ~u , this (Seedlfng) concentration is
multiplied by a factor of 0.25840 gg%the c@ntr&lon 1%55?6 dl% W(o(f@mm@ (i.e. 0092 mg/kg fresh
weight). © N

N & § & @% @ @yo\?
@ O v

Dietary assumptions fQp the @erl%@cal spec1es§@ the'same a@é%n thé.acute® ﬁgs%assessment ie.
1211 g seedling she$s at a body 1gh3800@ resaﬁing iga FIR@”O 32 Trelated to fresh weight)
for the brown hardand 839 g imixed dist fora21.7 &f@ (gﬁ)u @Axt the weighted average
concentratio é‘f .68 g/kg fresh weight, @800@1& jyorou mmabwould ingest a daily dose of
1.17 mg/kg bw andg21. g omr%vorous%amn@ wo@g&ng@ a dal@ dose of 0.33 mg/kg bw.

. %o % @ @ @’
N < D
Table @@0.1.2-21: C@%ﬂati@oﬂhe ily@etary ®©se %, \©
QY : .
all $ 1ntai(} Y?cj@centl@mn in, diet Dossol:; ;:;ﬁ:ﬂy Daily dose
mng/k@fresh Weight ) /kg bw/d
@ LY @ \ g?f l’@j ight) (mg/animal) (mg/kg bw/d)
Brown Hare Y 3800 RU R 368 4.46 1.17
Woodmousy, | 21.7 | T.92 @%)dlm ] @ Y63 0.00791 0.33
% A I K N

<
Toy}city Exposure Rat{6s @\ R S
o SRSy

Taking the @AEL Q? a.s.Akg’bw fr% the rat reproduction study as toxicity endpoint, and
comparini‘ se @1&: d ozs\ﬁs calegjated for the two generic focal species, the TER 1s depicted in
the table@@e @% calc@lated®

& S O

S @ .

S

&
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Table CP 10.1.2- 22: TER calculations .

2 6
Brown Hare Woodmouse . & @@
Long-term toxicity endpoint (mg a.s./kg bw) 21 S @9))
Daily Dietary Dose (mg a.s./kg bw/d) 1.17 S 033 & &7
TERLT 17.3 ~ 64 & N
=) @ 2

Comparison with a NOAEL of 21 mg/kg bw/d reveals a

% 9
r | TERur gf17.3 for th ‘hate and 64 f@§ @
the woodmouse. Both values are well above the threshold of 5 for an&eceptable lor@tek X

S

Taking into account the large TER for the omnlvorO@%ammal arkacceptable rl®wouf@stlll fsult ]

the unlikely case that the arthropod part of the d1e uld

contain s1dt@j; att

@sam@]ﬁvel @gs@he @}

seedlings. Q} 6\ «:0\7 @
Q @ @% @’ D & % .
Table CP 10.1.2- 23: Summary of parameter&or ris sessg%nt Q Q @ @%
Focal species rowi Harg QS ﬁ Owo ouse §
(EFSA GD( ), @ﬁpend@ @#mﬂ @(EF&&GD 9), Appendx A)
body weight (g) 21
: (EFSA&? (206% App%ﬁlx .AE% §SA ﬁ% (2OQ§ Apn@%dix A)
Diet 100% leawes (as séedlin @“’ d@t (25%weeds\seedlings),
(E@ZA GD@OO% % A) @ % weed se and25% arthropods)
S X @( FS@ GD (2009), Appendix A, #130)
Daily Energy é)&llcula@acco@g to mula@r @ula&ﬁccor@ng to formula for
Expenditure r@nm}§ S mals
(E@A GD (2009 peadix G) © (EF §% G 09), Appendix G)
Daily feed intake 12@ seedgng shoots (F@BW &3@) D 169 g rivixed diet of which are
é calculated g paga % {eterssgiv @ gra@ 1 1.92°g seedling shlootls )
nd eereal shoots" &galcu using CRD calculator for
@Q \© (EFSA GD (ZOO%Appe;@?x G) Sk g@d mixed diet
Exposur@y>? Y O Q O %18 mglkg f wejight
concentration in diet’d R (hlgest m@asure(1¥ ei edhng ; , 2009, KCP 10.1.1.2/3)
Decline og@posure % Q 0,204
con@ranon @Q Qased@DTso of 3 (@S in ling ,2010, KCP 10.1.1.2/4)
an@efa&& me window;ef 21 days (EFSA, 2009)
Daily dietary dose§: QP 0.33
(mg/kg bw/d) ¢4 %calcuk@d ba,§§d on @@meters abox@ (calculated with parameters above)
Toxicity endp@'nt ©Q @© @ g/kg bw/d
q A QNO’@ frg(n reproduction study in rats)
TER, S § W73 (7» 64
& \@ S @ &
Conclusion % @ @ @
All%ese lines of ev1den@’ are @ppo@e%by{@ field studies in maize, which show that neither maize

seeds nor see%@gs e.a Ire
show that e fislds ar

nt dietary céinponent for mammals. Furthermore, the field studies
attractive l@bitats for mammals and the surrounding areas are strongly

; ] NS
preferredil:hls e@am@e lo@appl rate on the fields and substantiates the conclusion that only a

n ofndi
of.

small peit fo
ﬁeldéxthat
S

from
to be lo

'dual@
yeak,

and hence acceptable.

elevant for the sustainability of the population, actually inhabits the

erall@all the @Mel@ presented above provides sufficient confirmation that the risk to mammals
e seeds treated with Thiacloprid FS 400 and seedlings emerged thereof should be considered

Long-term risk assessment for mammals drinking contaminated water
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EFSA (2009, chapter 5.2.1) proposes to focus the risk assessment for birds and mammals on the

dietary route of exposure. An assessment of the risk potentially posed by consumption of @ @b
contaminated drinking water after the use of a pesticide as seed treatment is notgequired since @s v
route seems unlikely to be a critical one or to lead to TER greater than direct @er consun@on. ©®

D
G
RISK ASSESSMENT OF SECONDARY POISONING;, g\f \ \ @@ -
Substances with a high bioaccumulation potential could?eoretlcally@ar a risk of @@éon@ é\g ©&

like fish ogearthwonns@r orgahic © C&
» evaluatlon 0 th%fg@oten for accumulatig

blo@cum%atlon a{% hei@e
N

poisoning for mammals if feeding on contaminated m;.\
chemicals, a log Pow > 3 is used to trigger an in—d
Thiacloprid, however, has a log Pow of 1.4 indicang a very 1@ rlsk@
secondary poisoning. A risk assessment is no@e é‘%ec&@ &
% @ \@ N AN < © @j Q%

CP 10.1.2.1 Acute oral t0x1c1ty ammals @} &6 <O §
No additional studies were performo# @ é\g § @9

S
Q o O Q L N
CP 10.1.2.2 Higher tier data on&%am@als @j@ @® Q& (&
) & @

sk asé?srrcleﬁ@

The following higher tier dasf%fhascgeen u@ for 3@6 hlg@r tier i @ o
D

< A
Report: 47@5 0 1 BN §
Title: ula@ level rlsk meﬁ$ for twood&mouse"&épodemus sylvaticus) -

se in malze S S
Report No.: \ @ SN @
Document No.: @Q 70315‘%)1 1 &\ @ @ §
Guidelines: @© ap]@cable Q%}t a%@’cabl&g S §
GLP/GEP: @nio % \@ @Q S %@
Obj ec;@ @ .90 S @ R o\©

~

The aim of this f@? asto con@ct a- @ula le@»risk a%essment for the substance thiacloprid,
applied as a seedcdressjngy for @‘f NA&of 2222 to 5090 mg a.s./kg seeds. The population-level
risk assessmengaddreSses a@% and@ on@\effw@ in wéod mice (Apodemus sylvaticus). Expected
effects were@lcula@d b@ on%egetary take@%corc@g to appendix G of the EFSA guidance
(2009). Teyvaluate how t ese§ @ﬁy é@ an% act on the population development a population

model used. o N O @
”\’ S L@ & &
Material and methods:%> & @ QO
° N
@

Simulations were conducted®¥ith g@ popu@ion model for the wood mouse (Apodemus sylvaticus)
implementegsin t \softw POLARI ftware version 1.3, wood mouse model version 1.0, WSC
Sc1ent1ﬁ@§mb Thls@lodekﬁ described in detail in - (2013)"%, which includes a detailed

mode @cm@n fo win e ODD protocol together with a description on the calibration and

Vahgtlon @we§t§’ sensitivity analyses.
f’@

15-, M. 2013. POLARIS - Wood mouse population model description, model version 1.0. Unpublished
report 12026-WSC-2, WSC Scientific GmbH
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Effects were based on available studies with thiacloprid in rats. Dose response curves regarding ac

effects were used in the model to calculate mortality in animals being located in maize fields. Ch @
effects (still births) were implemented in the model by reducing litter size. The gx posure was @’
calculated according to the risk assessment for seed treatments and according @ ppendix G the ©)
EFSA (2009) guidance for birds and mammals. A residue decline with a DT%f 10 days as assunied
Based on dehusking experiments in laboratory a dehusking factor of 0.41 E%rrespondmgo 59§ @
dehusking efficiency) was proposed for estimating the redyeed intake o&qctlve 1ngredg}1ts %%» to @
dehusking of the maize seeds and used in the risk assess%nt Q

For the simulations, a worst-case landscape was use:;geovermg wo&@and malze@@lds a@ a s@ 11

@

hedge. Regarding crop growth of simulated maize fslds it was as@med@hat plduts emerge affet ﬁv&
days as a worst case!®. However, in the risk ass ent it is as ed ¥t seed re%@ﬂabl@unt
eight days as a conservative value (higher expgsure tl@i Wh@@élssufmng onl ﬁV@ y See R
availability). A small amount of food was as@‘ne% ent @/mg @id after harw%t This
amount corresponded to the default settingsifor ar%le &% of t@e m%el Ndpover was a ed é
be present before sowing and after har\éﬁt \ @} é\a
One-year and 20-year simulations we® con&gcted 20-ygar snm;%tlo@s of ed sdells was
considered to take place from year@ ye@gl 5. F apmoach@@de ssiblgto olfserve l@g term
effects and allowed populations t@tablégje fordjve ye@ﬁs aft@w la&bap ]@%‘uon@
The number of simulations was®ased*on a pa@’met ana Wis, witl'the @ym to C:@Veal effects of
5% magnitude with a confidence of 9?% du ted 1n%) #ana@sm e typlcg variation of
population density after 1 ggar wddnea g&d on 20 one-year %ul@n den51ty had a
standard variation of 7.9%. Tha\power analysi$revegled t for detectln fecf$of 5% with a

0,
confidence of 95% 1@@1m1.y§ions§ﬁ necessary, ere‘ere 1 1m1<x@t10ni%y e conducted in the

present risk asseiﬁxt @ N @
As a simulation etyl-pqif®popui tlon &énsnmn 1% i@ an@ wa@\sed@ompare control
populations a% eat tp @9 atlg§ Si tlo&§wer%condl§d asstming 1 x, 5 x and 10 x the

normal NA% @, % % @\ @@ %@
S 5 & & o &7
Result&@ @ @ . S " @

Population develo, %nt f&g one @ § ‘?\,\ (& %

The results show@ﬁ aﬁgsr the @1 ye%@(’) dlfferenc®m population density were observed. For
10 x the inten d N S}ary @re a er sowing, but these differences
dlsappeared@tll thg%nd }f Tl@sﬁfor@ao lo@ -term effects are expected.

S \&o@\
%o v\g%o@’@\
%@§@\@Q&§
G @ © 9
gE v,
O VRN
& & E S
Q
QQ%@
<o S
IR NN

16 %li&@smnds to a worst case regarding crop growth, since wood mice prefer areas with vegetation cover

and therefore be more abundant in maize fields if plant growth starts at 5 days already instead of 8 days.
Regarding exposure, however, emergence at 8 days is more conservative, since then exposure is longer,
therefore for the calculation of exposure 8 days are assumed.
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Figure CP 10.2.2.1- 1: Population develop T%over\@ea iddle fines sho the@ @§

population densnié the tgeatm% red d the\ &l@)lac ostlkﬁ behn@

red line), upper log&eﬁzslme sta& rd& atlo Q
O @§ & .
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&@ o @ ) @ [— Control /%- Trea et

%) ulation’density of tie treatment (redy and the control (black, mostly behind the
@ upp@and @er lines the dard deviations.
Sy

N
@ SN
Table C@ 2.2.1-1:  @ean %ulatl@ den@y (N/ Kf after one year (31% Dec) calculated from 105
\mmlgtlons for each&@e coﬁ@)l and the treatment.

, » %\ N
Figure CP 10.2.2.1§ Pop la%@evelﬁpmen er 1 § AR The middle lines show the mean

N @L@% I x NzQa N 5x NAR 10 x NAR
Control simulgtjens O 5B8 & 5.42 5.43
Treatment sirﬁ@étio@ S @ n%ﬁ 1 N 547 5.56

N
, & Ny § S ©@

Populatt@dev%@@mer@over 28 years

20-ye@mu atons %ere cefiducted assuming sowing of Sonido treated seeds from year 6 to year 15.

In nefcase @1 @ nded WAR affect population density on 1% of January. Differences were below

5%§all es. The h1g‘1§s‘c effects observed during these 20 years, i.e. the maximal reductions of the

popul@l density in the treatment on 1% of January, are summarised below.
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Table CP 10.2.2.1-2:  Maximal effect (difference of population density in control vs. treatment simulations)

observed for different application rates. @@
1 x NAR 5xNAR 10 x NAR @\E g
2.6% 3.7% & 24% D7 o,
v R
i SIS
Conclusion: =N @ & &

R X
Simulations with the population model showed that eve a NAR 1(@hlgher tha@ae n \ded @Q @
application rate no long-term effects were visible. Temporary effect@re only appérent \§ 1 he §

intended NAR. For 1 x or 5 x the NAR no effects (g@ ven temporéry ones) wen@apparé@t B@@d or@q}

these results no effects are expected with up to 5 mtended N in‘peal p. pulatih when a WO
case field situation is considered. For 10 x the NAR only Ver§ allftgrnpor “&ts maggg)e predent
(probably smaller than measurable in the field} whi aus %ng- eff@ets T}%reforéx

considering the protection goals defined by E AC%§2009 &y en a@@pph@mn ra@ of @»x th Re °

does not cause unacceptable effects. % \ @
© é}ﬁ

Report: ; ; 20 M 48%987 01-1
Title: Habitat ugedf woodmice od s sylvaticu maize nG@lany “Summary and
evaluatiag of BASF Stg®403@9 (BASF Dogl :291@1140%1)
Report No.: M-486987-0 S @ @ Q 7 9
Document No.: M-486987-01- &) & S Xy $§ @go\?
Guidelines: not appligable; l@t appligable @ Q @
10t Y . N <,
GLP/GEP: ® & g $ < O S O
@ § .9 § @© @@ @
& . e <
Report: o i - ; 2084 M-487372-01-1
Title: @ etterQf access for generic bdmvio ecold@y data@BASF docID 2013/1298445
Report No.:&) M-487372:001 & N @ @ %,}f
Docume@ 73723011 Q 'S N
Guidelihe 1ot spec@d not spe@ed Q =~ ,0O
GLP/GEP: ng O O &
S @ O

@9 % TS &

@ @ o @@ ) @Q &
Material aet 0ds \ \
The follo@g report repr@ent ext froﬁ;?he %%F Study ID: 403749 (BASF DoclD:
2011/1 @1 1) Wthh Gas ¢ ucte(@% an@'lcu]{jﬁ‘al landscape in Thuringia, Germany, in the
administrative dlstr@of tha argund t]@mu %ahty Grof3fahner (coordinates: 32 U
628&}8/5657643 (%M@ e sys@n)) June to November 2011. Within the scope of this
study small magymal trappin was uctS.m eight different habitats (i.e. cereals, oilseed rape,
maize, orch@s, gra@ﬁ@do&s fallo land, hedgerows and forest) within a rectangle of 6 x 3
km. A totaldf 29 study s were selett d to set up ‘Ugglan’ multiple-capture traps. Live trapping of
small ma@mals caftied o@@followmg a ‘Capture-Mark-Recapture’ (CMR) design. This involved
1nd1V1d\g 1 m@ng @he gi@ured animals with a Passive Integrated Transponder (PIT).

Tr%)p as carried ou§nce per month from June until November 2011, thus a total of six trapping
sessiofigjper study field were conducted. A total of 580 traps were set up per trapping session.
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In each trapping session, a total of 20 traps was set up per study field either in a trapping grid or in_ ,
trapping lines; the traps were distributed in a square of five by four traps. Spacing between traps &é

10 m. In each study field the trapping grid or trapping line(s) covered 0.2 ha. S @
@
S @
In this report special attention was given to the data concerning wood mouse @ptures in maiz a @he
‘@
following abundance measurements: % @) \25@
e Trapping success (number of captured animals afdindividuals)&, %\ \\ @Q @
e Trapping efficiency (captures/100 trap nights) X Q @© § %y
> © Q& &
Results R & S« &
ek @ R © & @

\\
During the Field Phase of BASF Study ID: 403749 ?SF D@cID @ 1/ &%61 odd;%lice%ﬂ%
maize fields were predominantly found durln@J uly% 1d A@ﬁst é& @CH @OW‘[}&stages%l - 75

@

e Trapping success in maize: No w%od fh@use s re @ed ihg Q@f@ sess

June 2011. The highest trapp@@? sud%@ss w@ ou@m J u%ﬁ c@’cure 1v1du@s) at
BBCH stages 51 — 61.

e Trapping efficiency in méRe: T@};je hlgl@st tra @wnc@wa%@orde@m J Lﬂy as Well
with 8.1 wood mice @00 tf‘éppmg@’ght .6 1&§lugu@ @ K

& &

Conclusion & (& @ @ v @ @ @
Live trapping was condudted agglx trap 1ng2@ s§ $i0 ac]@swnwc\émpﬁ@ed t@rappmg events)
once per month from dwne uptil Noye Shber 2011. BN N

dpne uglil P N @© & <
No wood mice W§0u@§ in nraize fickds atme ear@ro stag@%BB@w at the only trapping
session in Jur%@@l%lrst od mice wée rec ed £Ma1 at B stages 51-61 (July). The highest
trapping effic 01e§ere @nd from BBEH 51%1 (J Z&unt@ C@stages 73-75 (August), i.e.

o

when ma;z@plants reach%d thekg%%am h@?ﬁ @ @7
QO @ @ o
The abundance of d Be%ecmﬁsed @m m\Sept%lber a@r harvest, presumably due to habitat
destructions and s® till ge S @)
= & & &

%
Sy Fs & o
CP 10.1.3 © Eff@ts th%\terr@rla@erte@ate wildlife (reptiles and amphibians)
No add@l studies \@re pe@@m‘le@% @

CP10.2 Efvf\écts@ aq&g%jc o@am§s

The risk assesil@ent as bee erfo@qed a(@)rdmg to “Guidance Document on Aquatic Ecotoxicology
in the conte@f the Dire 91/2?4/%@” (Sanco/3268/2001 rev.4 (final) 17 October 2002).
2
o & P S
Ecotoogi@ engmnt@ed in risk assessment
@’ @@ @ o v
¢ g T

&
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Table CP 10.2- 1: Endpoints relevant for risk assessment o
)
Test substance Test species Endpoint Reference (®
Marine fish, acute kG
Cyprinodon variegatus LCso 19.7 mg a.s./L M-00119801-1 @
(sheepshead minnow) @ KCA 8. 1/&
Fish, chronic (1999
Pimephales promelas NOEC @ 0.17 mg a.s A -1
(fathead minnow) [2)
Invertebrate, acute Q
Daphnia magna E@ > 85.1@% a.s./L
(cladoceran) Q ,,:
Invertebrate, acute O
Ecdyonurus sp. Larvae EC%Q %@077 @%} a.s. /L@’
Thiacloorid (mayfly) Q m
clopri -
Sediment dweller, acut% %
Chironomus ripariys, o @Cs(\ O%) 8 ng%a S. /I§
(chironomid) § 2D
Invertebrate, ¢ ic & Ro v
Daphnia mégna %% \I%EC% (&@mg@t
(cladoén) (\ @)
Sediment d@eller fifonic o1 @ @w
ChirorQmus ripgrlus N@EC &%.OO@mg %s./L
(¢hironemid) § § O & @ < 2.5.
Desmé@'esmu@ubsp N t
(Sce%dest%s subsplcatué§ 0 & 327 r;mwg Z,Zé%@ S NL00073 1011
N al%@ 50 . /(C% gas/C @)
@ Fish, . e % § ®§9 @} @ S -
IS ockdrils L 8.6 g p.m@ M-003825-01-1
@5 @iueé@ sugﬁi% N 45\ Q@ @ &
©© @U Inv@ebrat®cute¢< & %\g @ -( 1998)
@ B&phm BG4 >303 mgBm./L M-002382-01-1
\@ (clae@ @ % KCA 8.2.4.1/2
Thiddidprid- @@Inve%me o > © .
amide N Hyglellasqzteca S Cé& g% mg p.m./L M-000997-02-1
0 Namplfipod)- NS
) @wnt &eller@ﬂmm& ©© _
@ Q hiroirdimus @arlu@ @Cls @ 20.1mgpm./L M-000999-01-1
Q ©  _@hirogomid) &, ; N
PSeudoRidhneri %) f
@ Xz mé%imt@@% P ey S 100 me pm./L M-004001-01-1
N reén algae) & @r % gpm.
\y\? ) @ ish, 4eute &2 _
orh us m lSS LCso >90.1 mg p.m./L M-001013-01-1
@[ aﬁxﬁ woith) @
@ \% tebrate; acu f
o G phria magn@ ECso >96.1 mg p.m./L M-001002-01-1
Thi . @f @) (cl@%ceran)
QOIS . a ;
su@mc acigy @dl ﬁdweller chronic
Q© @@ Onomus riparius ECis > 100 mg p.m./L M-051861-01-1
@@ (chironomid)
Desmodesmus subspicatus -7
(Scenedesmus subspicatus, EvCso > 100 mg p.m./L M-001011-01-1
E.Cso > 100 mg p.m./L
green algae
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Test substance Test species Endpoint Reference
. . Sediment dweller, chronic Bl o <O
Tl&lacloprld— Chironomus riparius NOEC  0.00625 mg p.m./L M-419277-0- @<§
eseyano (chironomid) 2, KCA 82595
o Sediment dweller, chronic 0.00448 mg prod/ | DR
Th;;":%‘g‘d Chironomus riparius ECI5 (~0.00157 K M-364244-Qf
(chironomid) mg a.s./L}(% KC@ 10.2 9
S
X< @ &S L0 @
R Ty & &
> y R o &
@ S Q R @
ek N @ R © & @
SERCAIIS D L S
© N3 R %G IS N 2o
v O OB & S o
L O R o & ¢
LR ) § @
< > Q& S &
@ @ | Q w\?\ N N ®
RS Sy &
R AN §@ <2
R 2 ) > ®® S} (OREERAN
o & TS @ S Y«
N R R ©
5 & & & v o T
~ 8 TN
O & ¢ & ¥ 0 & o O
Fode §5 .58
&« § @© @
SO S YN U e o
F e .o S o
s L0 %" @6 SIS
9 > v v
5 & & @ o & F
&@ o @ o\® @% o\© * °\©
LYVESFITsy &0
@ O ¢ .0 © .0 @
AN NG >
AN NN @
& @ @ Y X
@7 °\ Q @ o\
@ &@\ &©
@%
S N
& o &
& &EF
O Q
{x’ O @ o
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Predicted environmental concentrations used in risk assessment

& D
Table CP 10.2- 2: Initial max PECsy values - FOCUS Step 1, 2 S ©
@ @ @
Compound FOCUS Scenario |Maize, 1 x 110 g a.s./ha (@,@ AN N
PECqw, max S
[ng/L) O 2, & 2
STEP 1 20.15 O & RN O @Q @
Thiacloprid STEP 2 - North 2.411 Q@ &’ S & &
STEP 2 - South 4.823 @) NvoQ ©© Q§©
STEP | 249 @ ) &© & @
Thiacloprid-amide | _STEP 2 - North 580 2 QS o @&
STEP 2 - South 159 D N @y 6\ o R
Thiacloprid sulfonic STEP 1 S 93@ ~ &iﬁ% @7 N ~ o~
Zcid“ STEP 2 - North IR L (N G\ o
STEP2-South | =, . ®139. 0 IR & O @’ @
STEP | NEENEGE DS Y $
Thiacloprid-descyano|  STEP 2 - North &~ 'S 1439 .. ) w\?\ N é’ Q
STEP2 - South® | &~ 2878 O o & é@ @ %
Bold — values considered in risk assessment S ‘@ S v N @ @
N 5 O & 9.8 &
o & &G TP
Table CP 10.2- 3: Initial maxEﬁmval}es—i@CUS Step 3 N @ o )
S @) N @y S N %
.9 @) @ﬁaigﬁx 110 g a.s./ha § @ y\’@
Compound FO€US %enario i EC@\max ©@ v X
% Q) 9 S |- N “ \Q
3 D3“%ditc§§ @ .%;1\% & Q &
D4 (pond) <0. e @
@Q D4 (steeam), <00l @ @
©© A Dxpond)y” [ @ <0001y, K
DS, (stream) .. 20.008 O y\?@
Thiagcl&prid D6 (ditch) ) ©O<00Hd @ | @
&@\ O R fpond) & <6001 S |
oJ 7 Ri(steam) -<0.001
D> RR (stredtn) Y R<0.08p
&7 | <R3 (sphn) [ = 7 <0001 O
m@ R4 @Yream@@ D ﬁ%m op
Q O 3(ditch)y *~< 0.06G1
3 Da (o) P 2< 0.7
& D4 (sheam) @] & 0003
= D3 (pond) Y <D.001
X Daistrea®) 10 A< 0.001
Thiatloprid-descyano| _ @D6 (ditgh) O <0.001
@° R1&ond) 0 | A <0.001
S BT R Stream) <0.001
@ % ﬁ@ (strgam) @Q <0.001
@% @Q € K3 (stdam) <0.001
N Cg Rédstheam <0.001
O
& @ N N
N) v
@ & <
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ACUTE RISK ASSESSMENT FOR AQUATIC ORGANISMS

D
Table CP 10.2- 4: TERA calculations based on FOCUS Step 2 6 @® (\@j
S
. Endpoint PECsw,max@ . @
Compound Species TER Trigger
P P ug/Li [ng/L} ) e
Maize - % ° W 2
Fish, acute N4 )
Cyprinodon variegatus LCso %700 23 @ggs D fmlga@ A
N Q
Invertebrate, acute | g - @' g5 190 § 823 [ 9176450 Soo &
) ) Daphnia magna @\% 2% &
Thiacloprid © @ N ¥
Invertebrate, acute E C@) 79 @ " 823 @ 60 &@ 90
Ecdyonurus sp. G %0 RS Ry v D S Ao
Sediment dweller, acute| © 9 O GRS <\
B % o
Chironomus riparius <)\ ECS@@’ @8 Q @ 2® @? 10@%}

4
Q
; < % QQ
Fish, acute & o@gso @}>70864)§ &9_19\ %85836\% §0
R

Lepomls macroc S ng\\

Thiacloprid-amide hgj;;:f;%g@ﬁe P Eﬁ(‘f%bQ g@s og? m@\; o > s 2 100
B el il ol S
<] @
Thiacloprid sulfonic OHC%)hy”Chy]@?@ (@ & @ggofi\o“o § 3%\d w\i\’% s o
acid &Irgj;@l@t;@a% . Opc 6@ >\9@100© (%xl;g & @30 615 100
NI
Bold values do not meet@ tngge& @ @ \ . \@© é@@ @& @@

O N S
For the metal@ rlgg@ was &t f %n o%és%nsm@F or tl&lo&rj&ythe trigger was met for all
organisms %cept a@’atlc fﬁ’verte@jates % r th§@ org ms a ﬁnet;L,rlsk assessment considering the

more rea 1§t1c Step 3 F %@US@&C%@Q er ex osu@pro ‘C" )is @%@idered
Q\ N &, S &,\ & Ry

N S @
2 @ @9°\% < Qb
@ 9O g © o .0 @
Q O © SN ~
Y S K 9 O
3 S g 2 P
N N\
S N S0
> N S & &
S @ﬂ&@\ O
@%
S %%gf § R
§f§ Q & ©@
o S o
e
{x’ O @ Y
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Table CP 10.2- 5: TERAa calculations based on FOCUS Step 3 o
. Endpoint PECowmax FOCUS N
Species [ng/L] [ng/L] scenario TERA &ggger >
Thiacloprid, maize N &@ &\©
D3 (ditch) <0001 _ ] >7700 Q| 490
D4 (pond) <0004, | >77007 |, D100 =7
D4 (strep) | < 0.001 > 1po 100
D5 (pond) <001 9700, @00 @
D§Gtream) | 20001 [ (7700 | 00 @
Invertebrate, acute EC 77 @7@2 (ditch) =< 0@% R L) 109
Ecdyonurus sp. . "« [ Ridpond) O <0001, @ 7700 w100
Q| R@strealy | o5 0000 |@> 7700 100
A [ R2 e | R<000 o >7R0 L9 10h
@}% SNR3 Bream) P <0001 Y| 897700, 0
Q0 [[RbGrein | 20000 [&57760 | 100
Q% & B &
& @ 3 (diteh) <001 ) >3900 100
R o e D3itch) e £900.O° | L1osods| 100
& > % (pond)” | 420.001 | S> 10880 100
* § <D4 (siggam) | <0001 &4 > 10800 100
9 O @Q §J Di(pond) |  =0.00:Q | 10800 100
“ @ & O | PHstred) | « <0,001" & 10800 100
Sediment dweller, a égj @K’ \I_g), Sbé (@1) > < @1 [ > 10800 100
Chironomus ripari 2o B RiGpondp ] £0.001@ | >10800 100
Q AN N -
O NS« S [ RIsteam) 2 0.60)° > 10800 100
@© @6 © © Gl §
NN N R (stihm) (50 < @0l > 10800 100
2 2 A S R3 @reamy,| 50001 > 10800 100
S o & & ST
N & & . | & Gstrgam | < 0.001 > 10800 100
o T w0 S RDagditeh) & <0.001 > 10800 100
N o\ @
o &5 L &
@ QL' & S § «§
Considerin Ste@? F Ogeg S stixface water values tg trigger is met for all scenarios.
¥ 9 K & e
<) N @% y %o
X < S) @ @§ D
S ¥ & Q
@° N >
PR ) SR
&4 <
o & © ©§’
AN % S
S SIS
S A
& &
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CHRONIC RISK ASSESSMENT FOR AQUATIC ORGANISMS

S
Table CP 10.2- 6: TERLT calculations based on FOCUS Step 2 @ @ v
@ @m
. Endpoint PECsw,m@y .
Compound Species TER T er
P P [ng/L] lng/k] S I
Maize ‘a S0 NS
Fish, chronic NOEC ?WO @823 0@5 q «xl@ @
Invertebrate, chronic | NOEC & 580 . ©74.823 R 120 @\} m@o %(
Thiacloprid Sediment dweller, N Q 4 O, @
chronic N%%@ 0.56 @5@ 23 @ (6& % 1

Green algae, chronic | EvCso o o 44 @@? N 4.&%@ 268 = :g}()
Sediment dweller, {9 @ 6@’ o
. ’ ﬁ)l XY % °
EC&% 00 9 ~ 5& /@j 1

h
Thiacloprid-amide o G Q% >@100 @()Q A\ ® § 4
: 50 N\
Green algae, C}il?m | rcs%@ 4 §&000 S 95;@ <@n§ro91éﬁ 0
Sediment dw@&jler Q 3
’ E 3400 0Q0 2139 57 %2 10
Thiacloprid sulfonic chroga%& @ && O& m§ @Q N
acid 9 Cso @ > 1o,
Gree;i@ae, cqh\&mc R rcso@ g O%Q 3;1@ 3 1%@7 10
. . Sedinient gweller, & Q " 9
Thiacloprid-descyano 9 chro@c @D@ N@C 6.25 @28& N %@.17 10
.8
For the metabolites tl@aclopf§ th1a§prldy§§}fomc@md @ trigie% was met for all
organisms. For thlé%pné%and t}@ﬁoﬂ ﬁ@taboh @pﬂ escyano th@T ER trigger was not met

for aquatic inve ragei or tlag?e organlsna@ reﬁg&d risk@sses @ent é@%ldermg the more realistic

Step 3 FOCU@rfa ate@expo cq&@’ntra&@ns Q;y@onm %@
\
\ % SRS @ v
48 O@@»\@@ &@@M\@@ SO
N >y O S
§ RENIIAN > & >
TS F s s §
@ O & .9 © O @
OO0 OO S & D
O 9 KX & @
<) O @ %o
@7 °\@ Q @ N
NN ) N
. D SN o
N (g @\ R &©
N N
s é@ SR
SN
AN
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Table CP 10.2- 7: TERLt calculations based on FOCUS Step 3 o
e 9
. Endpoint PECowmax FOCUS N
Species [ng/L] [ng/L] scenario TERLT &ggger >
Thiacloprid, maize N &@ &\©
D3 (ditch) <0001 _ ] >560 ISR
D4 (pond) <0004, | >560" |, D10 ».7]
D4 (stregn) <0.091 > 560 1 | @
D5 (pond) <001 S I
D§%tream) | S20.001 O>560 | )10 @
Sediment dweller, chronic | NOEC 0.56 @@2 (ditch) <0@ R i@% IR
«_|_Rldpond) 0" <0001, O] 2560, w10
Q| R@streaily | 5500007 |@>> 560 10
A [ R eud) | R<000l o >5%0 L9 19
@}% SNR3 Bream) P <0001 Y| w560, | <0
o 0| RaGstreaim | 22000 Q556 | Q10
Thiacloprid-descyano, maize &U & N LY \@ @\3} f,@ \@ 9
N ¢ & D3(dich) ) £000LO° | L6250 | 10
& > 9 (pond)” | ~20.001  |[O> 6250 10
AN § D4 (strgam) [ 0:003 ¢ 2083 10
9 O @Q §J Di(pond) | =000 | 6250 10
“ @ & O | PHstred) | « <0,001" &> 6250 10
Sediment dweller, %@ic NOECSY 6@5  [SD6 (dicch) | <agor & >6250 10
S \@ N N RiQpondp] «€0.001@) | >6250 10
& 6\ N o R1 (streait) §@<o.@ > 6250 10
SN O w7 PR (blim) 5 < @901 > 6250 10
2 2 A S R3 @reamy,| 50001 > 6250 10
S N oS & <
Q S K (stgam | < 0.001 > 6250 10
NN |
Considering the Stp 3 FOCU fag&\va‘[er@ ues fhe trlger is met for all scenarios for both
thiacloprid and tl%acll -d yan@@’ \% N N
@ <& . Q O @
QOO O N O D
¥ K &2 o
<) 6 O oF L&
@7 °\ Q @ o\
S A\ N @§ 9
S . @ &@\ o O
2 A N
o
@ < O ©@
o & © ©§’
AN % S
S SIS
S & v
@ & <
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CP 10.2.1 Acute toxicity to fish, aquatic invertebrates, or effects on aquatic algae and
macrophytes @ @b

N
No additional acute aquatic studies have been performed with the formulation. Bye to the use@the
formulation as a seed treatment there will be no direct exposure to the formulgtgon, additionélly as@@
chronic chironomids provided the most sensitive end-point for the risk assxsment a chror@e stu@was

erformed for the formulation and is reported below. o . ‘?”\g
’ ' & & ‘%\ \\ & @
X Q @ L =

CP 10.2.2 Additional long-term and chronig toxicity s@les on ﬁsl&aqu@ @Q q&©
<

invertebrates and sediment d ing organisms _ . @
R AN I \ NN
Report: _1;%@009 361243-01 I R N
Title: Chironomus riparius 28-day chrenic t oxi@ testf@yith t}@@ioprn‘f@ S 40Q G in avater- .
sediment system using s§}ked water @ Q © @j @§
Report No.: EBYRL024 & \\ \\ o &% Qo §
Document No.: M-361244-01-1 @ Q O S &
Guidelines: OECD guldelln§ %me@ate@lmq@aid toficity tésPusing spiked water”
(adopted 13 April 2004); norie.deviatien S @@ S %@)
GLP/GEP: yes & o © @ § @) ©@ QN

@ & (g @ @© (N
Material and methods: «:§ @ @ S @Q @ &

Test item: Thiacloprid FS %00 G; @pec@tl @2000&%181555\en5@ 1. % g/rnL Content of
a5.:35.0% w/w (414.4 g/L). %

First instar of Chiroggmus r%rt§ acdA be@@rs p@t\es‘t on©cent1é§10n a‘ﬁd control with 20
animals each) we @d in-q staticdest &em for28 da é@o indtial n 9@nal concentrations in the
overlying medgﬁ (sp%ed wat{ér app@catlo@;of 0.9] 1 60,2.86 QQ) 4, 9J4 and 16.0 pg form./L of a
water-sedimefibsys f@

Dlssolvegl Gyygen concentratlon@ange%m th@vater @‘lase@om 7@%0 8.5 mg O./L (7.7 mg O,/L=
86.4% saturation)he wafer p ues ranged@rom 8 to §F and the water temperature ranged
from 20°5°C to 20. 8° measu Q?m p Qifel bg@ers o?ﬁeac ~{est concentration over the whole
period of testmg over%s § ve sub st n@wer red three times during the study: 1 hour, 7
days and 28 day$§after e ad(*ﬁ’élon est c@mer of each nominal initial test
concentrationg®f 0.9 6 .86, 5@ 4, 9 @’f ar;d@ 0 ué@’orm /L and control of the overlying water

and the pore water o the@ n@% %?Q & @
& e 9 Y s

Findings: & ENESRA B

Ana@ical Findingsy &7 - © Q @

A

Chemical analygjs of overlying Watefzand pére water over time reflect expected aquatic fate data. Due
to the high r Vel‘l&%)%f 86&% tOvé?S% ( ean 88.8%) at the beginning of the exposure period in the
overlying r of the te onqglﬁltratl og$ Initial nominal concentrations were used for reporting and
evaluatlo@%f th@{}\esult@ln th&pore water of the sediment only low recoveries of 0.4 to 0.9%

(avera&gﬁ of@mn@}nmzf@st concentrations were detected.
@ .
& & T
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Table CP 10.2.2- 1: Analytical results .
2 @
Analytical results of thiacloprid: S Q
Average% of nominal initial test concentrations & g
1 hour / day 0 day 7 S day@ @
Overlying water 38.8 30.3 > 122 .
Pore water 0.4 0.9 0.4 @ ch
%j) \ Q, '24\9
< ANy
Biological findings: vC@ @ é}’ A @ &@
Start of emergence was on day 13 to 14 for the contro&and test conc@%‘atlons fro% 91 14 Q&
form./L. The start of emergence was postponed for gﬁ“% day at tes@ncentratlo&@9 14 p L @
and for 6 days at test concentration of 16.0 ug forady/ N @@9 Q & @ @§
97.5% of the inserted (n = 80) larvae rnaturated to adl%ts in t@on‘g@% aftet@% da@,\ fulﬂfl&ng t&?
guideline requirements. @ @ é}g @j& @ o S
S F & 4 ¢ & 4

Table CP 10.2.2- 2: Influence on emergenegand deyelop ment raé@fter e&% @a

se
n th{ﬁ erlg@g wa]’§§ll

1n1g§l mea§

measured conceé?atm&\)f th& t it Q
\\)
. @» S @ De@lopmc@t rate
Concentration E ergence of rtedJdarvae
@mb% 2 % ®e S Q@ & [1@1
o s e o e e d Q
1n1t.1a1 initial &Y em;dgg ¢ @tot@ %ale female |O
nominal mean measur, mrdges % | [0 y @ @ 1 o @oled sex
[ng form./L] [ng form./L] “ Q) k“ od, N g o
Control 0.2 |VY 1% @7 50, 48.75 4878 | A7 0.061
0.91 032 = 75 A § 625, 5750 & 0.062
1.60 Q36 @ | 2,66 8230* IS 42507 | 40.00 L 7 0.063
2.86 @ 00 | A 27 [ 9900 S 4625 | 4375 0.064
5.14 1.8 L7 68, 85.00°% | 3350 & 4750 0.063
9.14 O 30 N w63 78.35% | S7.50e0] 425 0.055*
160 By &60 O | O3 e\g 395* @ 2 5.1.25 0.046*
*statistical significance (a% 05) N Ko
< S v 4 &

The Ch@i@est 1nd1cat@ no s@sﬁcal@dlf ren

assumption of 5 O‘V@mal%ﬁnd

statistical analys
Statistical 51g
at test concextrationof 5

ease
1canc§@1 093) o
@ g ﬁm/L

NOEC of 86 pg form./I:

LOEC

conc&?tratlon of 5. F@pg fi
development at tes&feve&zﬁ

For developmengy rate of maletand f

initial nomi

resulting i 1& Ni
N

Concmﬁ)ns

€ to@e

1buﬁ@©n bet@\en sexes compared to the
o mafgs. Tb%%fore%nale &ﬁﬁ female results were pooled for further
stattg}cal &%er

er@nce T
&) an

gfor@/L O

est c&g%en on ef9.1
4 ng forms(b.
& o5
SHUSIIN

le r@ges (pooled) statistical significance was evaluated for
4 ngform./L (= LOEC) and higher test concentrations,

e and female midges (pooled) was stated
1gher test concentrations, resulting in an
rast% he I@ults (@the statistical evaluation, which stated the

T ondé@'@@)%s me@j all @dlty criteria, given by the mentioned guideline.

&

1t1a1 nomm@test anentr&mn@l 6Ng form./L, the LOEC was fixed at test
absg e of negative effects on larval growth and
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Table CP 10.2.2- 3: Results based on initial nominal concentrations in ug form./L of the test item in the
overlying water @ ©©
Endpoints NOEC LOEC ECis ECso @\5\ o8
emergence rate (pooled sex) 286 514 4.48 @Qf 9.80 @ @
(95% confidence limits) ) ) (nd.) @ (n.d.
development rate (pooled sex) 11.7 @{@1 K
(95% confidence limits) 314 914@9 (11.0 —{\*LZ ) (24.2-31 @ é\g@
n.d. = not determined N N
A S - I
AN
Table CP 10.2.2- 4: Results displayed in pg a.s./L, f esponding Qﬁmtlal noml%@mcen%atlof th@
formulation 5 @@) Q @ o @}
Endpoints NOEC LOEC U . “ECs U [ E€x o>
emergence rate (pooled sex) @ o S 1.5qy 343
(95% confidence limits) 106~ I 80@ Q@ (n'd @ @%(n.d@% ¢
development rate (pooled sex) » 10 A 7.59 &
(95% confidence limits) @HSQ \ &EO &@ @8%\545— 43 S (8.47 - 11.
&N "\g NS S < ©
SO S & &
@ v ®\ @b @@ @? <
AN
CP 10.2.3  Further tes gg on ﬁquatl@’orgaﬁsm @ @§ Q" S0 é
No further testing of the Thf%lopﬁ@ FS4(®§ontUatlon@as beén pe & egl\,@@or is@lt required.
@2
I NS
CP 10.3 Effe&s on @m]@ds 6@ \© é N \@
S @ &

&
CP 10.3.1 géfts%bees@ 2 & @
Commission Re@ulatighy (EU)PQ83/%)13 a@éw@s reﬁre
testing by bot@acute@@ral afll contaet) afd chro @y, ,‘.-ﬁ dm@sub -lethal effects, to be

conducted.onsequently in"addi¢gon tathe st@lard t@lc1t)@tudle performed with adult bees
(OECD@ and 214) tgg\ﬂfoll %fng @tlonal stud@s areﬁso p 1ded

Fre be\&ﬁare likely to be exposed,

,.1

* Acute oral an \tac&oxwk@s of t{@lop am@@ (metﬁ%ohte of thiacloprid)

* Acute conta@@tom clo@ to adult bumble (Bombus terrestris)

*  Chronic @day @9 adull@lﬁees L@er la@)ratm@’ conditions of thiacloprid

. Chron day tox1cé @h be, nd@bor&w conditions of thiacloprid-amide (metabolite

of t@ oprid) G %
. ox1c1ty i rval bees ui@er lalfq rator§@ondltlons of thiacloprid
Q%nnel test accordi theg@fdar@ docifinent EPPO 170. In this test honey bee colonies were
exposed to @alze plants grown é@m ss treated with Thiacloprid FS 400 at a nominal rate of

1 mga éj@ed % @

* Field { withkhoneydee celoniess€¥posed to maize plants grown from seeds treated with
Th@pﬁ 4004t a inal rate of 1 mg a.s./seed. This test also included a measurement of
r&%idues@ @nai@)olle{gj@

N e T

Detailiﬁhe honey bee testing with thiacloprid and ecotoxicological endpoints are presented in

MCA, Section 8, Point 8.3.1, as well as within the existing Review Report for thiacloprid).

Furthermore, data on the contact toxicity of Thiacloprid OD 240 included in the MCA document

indicated that based on laboratory toxicity data there is no evidence to suggest that non-Apis bees were
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at greater risk can consequently the risk assessment for honey bees was considered to protect other

bees. @ ©©
Q\ v
| o | @° o
The tests conducted with the formulation Thiacloprid FS 400 are presented 11‘3@15 MCP docﬁment;@
\
summary of the critical endpoints thiacloprid, thiacloprid-amide an ated pr t Thigelo
A fthe critical endpoints thiacloprid, thiacl ide and formulated @h%l@
FS 400 are provided in the following tables. Endpoints n in bold Q@ conmdered@‘iev@& or Ti
assessment. o @
@ @ &é\” § & %
NI
&

N
@ © e ¢
adtult b )
Table CP 10.3.1- 1: Critical endpoints for thlacl(g&rld a%lte toxi to& It be @\6 %,
©

7o

g N
N ‘o7
Test substance Test species A (gjﬂ\ﬂ @ E

-
SR 4l
Thiacloprid- Honey Bee@ml 48 h%r _ \LD%\ @0&1@@ p-mfbee f§%

(2009)
\ i —— S o X 0 0295-01-1
d @
amide Honey:j&(comﬁ%t 48 h) I@§o &@ > 1@@ pg};; Tbee
Thiacloprid HO%Cy Be%ﬁral 4 Z?;xl.zDsoé@j &1 ? @.S./he@ M-361379-01-1

FS 400

Honey Bfgé%(con}act 72 Q§ %@50 & Q23 nga §§6bee ) KCP 10.3.1.1.1/1

>4 B S
. . SRS C& S o4
Thiacloprid OD @umbl@ee&@ﬂact 48 h) ) LD *s >@)O ng as. /bumb ebee M-480628-01-1

240§ gﬁmﬁy\ $ R & R KCA 83.1.1.2/1
Note: p.m. = pure m lite @ G’% & %4\?
¥ &0 9 s §
able ritical en s forthiac id — chf'onicggxicit adult bees
Table CP,103.1- 2: Critical dp&%’%f I d @’c@ dlb
Tes&iﬁbstance @U @st spe%ies AS @ B En@)omt Reference
Thiacloprid § Héaey b@abor@ry - [P
P & % chpo¥ic (l@@ g NO@C & 8130 pg p.m./kg M-397536-01-1
adu ~ |1 LSS KCA 8.3.1.2/1
S o) @) @y
Q G ]@w b O}abo ~ e LC 50 900 pg a.s./kg -
Thiac%prid ey @‘i a fQgory & Nc& 29 000 pg a.s./kg (2013)
@7 @9 Qadults @ JIEBDs 3.0 pg a.s./bee/day M-475374-01-1
& ED 1.7 pg a.s./bee/day KCA 8.3.1.2/2
& % Homey beg@ab Q o)
Thlacloprid—amids @’ chl@nc (10 d) & NOEC 8130 pg p.m./kg M-438963-01-1
L@ oad O KCA 8.3.1.2/3
Note: p.m. = pu@@tabo&ﬁDD @nedlarﬂ@thal d@)ary dose
éﬁ ©© AN
able GRY0.3.1<8: Critical endpoints for thiacloprid — toxicity to larvae
Tabl \@ 3 C 1 nd for thiacloprid ici 1
"l§§t sul()@@)ﬁce @g ? § Test species Endpoint Reference
Thigloprid . .oney'bee Laboratory LDso> 5.34 pg as./larva* -et al. (2013)
in vitro, single exposure test NOED 178 ue a.s/larva M-472283-01-1
design (larvae) IO Hgas. KCA 8.3.1.3/1

*Highest dose tested and gave 17% mortality
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Table CP 10.3.1- 4: Critical endpoints for thiacloprid — forced exposure conditions (tunnel tests)

° @
Test substance Test species Endpoint Refergn‘@ %ﬁ
Honey bee, semi-field study 120
Thiacloprid treated maize seeds No adverse effects at 1.00 i M-385049-0 @
FS 400 exposed at pollen shedding a.s./seed @ 10, \5 1
(Apis mellifera) % K: &@
S
© & & @© @
Table CP 10.3.1- 5: Critical endpoints for thiacloprid —ﬁfid studies ©Q @ @ Y\a é
Test substance Test species @ En(@int . &Q \ﬁefe@ce
Honey bee, field study Qg@ No adverse\effects@%i 00 1% O -(201@
. . : s Isged M 39343601
Thiacloprid treated maize seeds & % 7
s1d S po lert bel 1 3. 6/1
FS 400 exposed at pollen shedd@ ) thigelonri n d thialopri %
(Apis mellifem% lél p p
LOQ = limit of quantification. LOQ thiacloprid = 0.00: mg/kg%O\Q thiddloprid-a = 0. OQ\Iﬁg S
B\ EAEO0 o ik 08 “"‘K 'S @ @$
RSN S @ 5 &
Risk assessment for bees Q D o @Q @Q \%
The risk assessment for bees 1s@1sed @%Ehe gxim sm@%pp tion €3te o@ac]@rid applied as
a seed treatment at 1 mg a. S.@d of MO g@s /hgx for appl%atloﬁ@l ma@ & @)
(i% @ @ o
@ N 9
2 9 g & o v s

Hazard Quotients %{

The risk assessment 1s@ased & Hazépd Qudtlent roa@@QH) cak@latm&@ ratio between the
Y 9
application rate (expggssed in°g a; \C‘ a (%@1 gt sub@ance/ha) and fhe labdsatory contact and oral

LDs (expressed i @ﬁbee % u al su Kbstané@aeeg@ @& @@

RS
Qu values ca@e c @%‘[ ‘%@smg (@ca fr&m the @Sﬁ%[dle d wigh the active substance and with
the formulﬁ@on Qu Values 1ghe@than%) 1nd@te the@eed @f hlg}@tlered activities to clarify the
actual rjgkto hone be@ @ AN
@ d L@ @ @ o @Q % @

X
Hazard Quotient, o & Q> axxa©ppl %@ &a S. /hﬁr g total substance/ha]

@@ @ - @)50 ofal @Lg a. s@ or ug total substance/bee]

@%

XD
©@ O @© \
Hazard Ql%tient, contact Q ma)g\@pl r%@ (é@ s./ha or g total substance/ha]
@7 & Q 1®., ccg@ Fig a.s./bee or pg total substance/bee]
o N
> A\ N L9
%y 5 R R CENS
Table CP 10.3.1- 6: azam@uot' Snts for @es —§l exposure
&
< > LBR Application rate | Hazard quotient
& .
S D ﬁ op i [ug/bee] [g/ha Quo Trigger
Thiaclgprid FS400  Maize | “O1.9 110 57.9 50
THaclopog O Maixd 17.32 110 6.4 50
T@ﬁopr@mde\x Mize > 108.1 110 1.0 50
@ Q

Tl@?az&é@quotlent for@l exposure is just exceeded by the oral exposure route for the formulation
but be@ the validated trigger value for higher tier testing (i.e. Quo < 50).
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Table CP 10.3.1- 7: Hazard quotients for bees — contact exposure o
)
Cro LDso Application rate Hazard quotient T ﬁ? er @©
P [ng/bee] [g/ha] Quo @\é 8
Thiacloprid FS 400 Maize 92.3 110 1.2 D 7508,
Thiacloprid Maize 38.82 110 @ 2.8 500
Thiacloprid-amide Maize > 100 110 1.1 @b el
% ) N &
The hazard quotient for contact exposure is below the vatidated trigger@alue for higlter tle@s‘un{ﬁ@
(i.e. Quc < 50). Qo > 9
» & é\g Y & &

@
N Q ) &@
The hazard quotient values based on this very m@snc apprq%h mgh@dted th@ th@&@na&% a 1%@[
bees via exposure oral exposure to the formulaged prodyict. H@Wev as the formplation‘ts used™s

exclusively for seed treatment the chances fo@oees& e e@posed@allyhe f@fnula@on areNow. @
As the risk assessment scheme for hone@@ ohe appt ied a(@%m the@rresglal Guﬁgc @
Document (SANCO/ 10329/2002 reV g;ggnlze@lot 1o'be ful@ suffic @Pergver

specificities of soil-systemic pest1c1@ sesithe rlsl@assesﬁent f@”ﬁhe dF 400 asa
seed treatment in maize was cond@ed to BPPO PP 3/ 1&3) 7@017 s1s cu mhd and
risk assessment scheme in forc el tite o@@e @ssu@f thlg er th% document

does not specifically address @posuﬁ&to t, cons@uenﬂy pro@ sp %11'10 dzi@ on &osure are
provided and the risk assessmént &Qed of SAN CO/&}032@2 02 & 2 ng the Hazard
Quotient (HQ) approach u%?ng exposuréjevel tlrn ated fromna comprehé@’lve set of dust drift

field trials. Furthermoge, data ntac‘r@) ic
laboratory toxicity § ther@’s n 1den@ to suggest @ non@pzs @%s were oat greater risk can

consequently the 5 ss‘gsmept@r h@@y bees was@mdt%@d to @rotec@tber bees.
For maize the @of ;@n syst%mlc &eed tr@}menﬂapplg%ﬁ re%§ in bees being exposed to

test substanc ia t13§011 g rou@s of%sxpomf@ (Al@ nd Mjles 2@2'3; Fischer and Moriarty
20147y @ @7
o Kﬁ emitted @am s§ drlll$e(§epmer@t thé”\*t;;@me 0@0W1ng

. Guttatlonﬁter dlﬁemg earl@ggrow&@ﬁtag Kfthg ants

9,
&0 N
. Consu@rgptlo%a esidyes m@Hen @ >
The relevanc®of eac po@lllﬂs@ dls®ed @w @@ where necessary a risk assessment provided.

@ ~ Q @ @ Q\%
Risksto bees due t@%@posm%to dt% eml@% from seed drilling equipment at the time of sowing

h v & @Q &é
@" N
S &S 8
17 EPPO 2%$%$nmel@$ris “assessnient scheme for plant protection products. Chapter 10 Honey bees.
OEPP/ERPO, etin GEPP/BRPO Bulletin 40, 1-9.
18 Alixg A, M@ M 12) ﬁposure of honey bees and other pollinating species to pesticides. 11th
Int @tion @ympc@lm (§he ICP-BR Bee Protection Group, Wageningen (The Netherlands), November 2-4,
2019, JuligsKiihn-Archiv, 437, 2012 19.
19 Flsc., Moriarty, T. (eds) 2014 Pesticide Risk Assessment for Pollinators: SETAC Pellston Workshop.

Proceedings of the SETAC Pellston Workshop on Pesticide Risk Assessment for Pollinators 15-21 January 2011
Pensacola, Florida, USA

f Th@clopﬁ@d OD 240 1n(@ted that based on
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During the drilling of maize seed treatment dust might be abraded and released in the environment, As
the field is bare at the time of drilling any exposure will be due to the deposition of dust onto adjagent
flowering areas.

@ @@

Dust exposure assessment N A N
To evaluate the exposure of honey bees to seed treatment dust in off-crop %})itats 19 drif@iudi%%vere
conducted by several companies. These data have been independently evaluated by REP gm\@ien

(-, 2012; M-404875-02-1), by applying the same megisodology as fpi the determ@aﬁo the g9

percentile spray drift deposition values. This data con@ilation inclu@he evalu%@i of t dr@y C&(@&
O
© <

studies conducted for maize. @ S @
R o & N
Based on the data as determined for the deﬂecte@houum—pn%@nat@ @wing er&{@l of @ed—@ed
maize seeds, characterized by a Heubach-vahl&of < (@35 g c@ 10@@)0 s&g@’s, t@mxi@%’m )
1

downwind 90" percentile dust ground deposifion i&a@hl d@ance @m t@ﬁeld i&0. 2@% of %plied .
in-field rate. S, W \@ R @@ S @j Q%
A 3D-method trial has been conducted, ; 2(@; M-362242:01-1,KCP §

10.3.1.6/3), to investigate the deposi 0 t dr@()n v@ﬁcal]@nsta @sa&ng gices. 9}6
outcome of this 3D-method trial regealed that vertically %ﬁistalgd gauze etti@can con%c@%red to be
the most appropriate surrogate sain@ievi or n@uri@erﬁ&@ detio natural 3D off-
crop structures. Currently, ondga limi¢ed number of@ust-drift studids have eer@ond@ﬁsed where
concurrently ground dust—de%esiti@{l 2D @tﬂ—d@hes) %;d 3D dust d&g%)si‘gio@on \Y rﬁéally installed
gauze netting has been me@ured.@y a@%sin Q(TZ) ese@vailablg con&égati@D- 3D-data, it was
found that on average 4.9'timesmedian: 5.§ymes)@ore @%Veﬁlbstanc%ﬂdep ed on the 3D dust
samplers (gauze netti@j) as é@mpared to t@e Petri 1she§“§n a déta co@ilaﬁi%by Kubiak et al.
(2011%%), as prese on an Eg-ﬁks@p on c@st i{¥in P&js in May 20] 1, it was proposed to
apply in the abs@e ow@y li@ﬁ%ed mz\a’sur&ﬁ%D dust driffydata tlig'median extrapolation factor of 6
to the 90" pergéntile @t gr@md d@&sitg&@to couservagiyely ate tie amount of dust being
carried into high gré&¥ing %geta%)n. Thus, a median rapol@on ga?or of 6 will be applied to the
90t perceg%e dust groynd de 1tio$ ue to<€stimate t dustdrift exposure. Furthermore it
needs Véi@é considere@fhat thigydust will 0@ be trarisported in the down wind direction which will
lead to a reduced a@age Qc}ou@win fiefd masgjl*\ns. %}g@ addﬁ&\s this reduction the drift value will be

multiplied byaf@%o 3. @ > (T S

v & O
Based on a 90@perc§%€ %ndodgﬁositi@ valu®of 0.125% for maize the 3D off-field exposure for
honey bees (@l be ca cul§ as }ow§.125%§x 6 X4/3 = 0.25% of in-field application rate of the
3

seed treagment product@xpres as gg's./ onsidering the maximum in-field application rate of
110 g a*vha this corfesponds D oft-{ield d@exposure rate of 0.275 g a.s./ha. This value is
calculated under the, 01’18@!3@0%12& see@ea‘[ment quality of the treated seeds meets the
minithum quality griteri@j of a@eub alp&of < 0.75 g dust/100,000 seeds and that vacuum
pneumatic dri&s ar%gquip w%igaﬂ@an apfgopriate deflector.

The off-ﬁelﬁxp%y e catibe ﬁ,gther r@ced if the seed treatment quality is further increased. Bayer
CropSciegge ha@%evel@ed a figvel seed treatment concept for the use of maize seed treatment product
Thiac@id F@OO, %sed ofthe film-coating Impranil® DLN W 50 (from Bayer MaterialScience) in
com@na‘[i%l@@with cu§&055® (from Cérés Seed Technology). Using this concept, a premium

S
20 ﬂ, R; -, G -, C; _, P.; “Non-target ground deposition of dust resulting from

sowing pesticide treated seeds - Evaluation and analysis of current experimental datasets to establish dust
deposition tables”, M-412975-01-1, Presented at EU dust workshop May 10-11, 2011, Paris/France

>
S ®

@
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maize seed-coating quality can be achieved, which results under commercial agronomic use conditions
in a high abrasion resistance of the treated maize seeds. @ S

QS

It is common commercial practice to perform a fungicide co-treatment when ingggticides are @ in®

seed-treatment, i.e. a routine fungicide is added when treating maize seeds. Ip,order to perfokm ourd™

drift studies under realistic worst-case conditions, the employed maize see% have been c@@kreat@vith@
9

Thiram SC 700 (from Bayer CropScience). <\9 N Q

The dust drift of this premium seed treatment quality wa¥assessed in@rift studies, , ZQ%, &@
M-393034-01-1, KCP 10.3.1.6/4; [, 2012, M-426528-01-1, ©P'10.3.1.6/3). The g98ds @hig@
drift studies were treated in commercial seed treatm§§lt plants. Ba

on,the data from¢he ﬁrs@tud&@
(. 2010, M-393034-01-1), a 90"-percgifile drift value of 0.633% (r@ate&@ the ip-field®
application rate) was derived for the ground d@ositio(%and @h-pe{}ent%@le § Vakiex’of 0& %
(related to the in-field application rate) was dedived fér th pos@n Ob@dim ion&l strucgﬁres .
(gauze netting). The drift rates form the see%nd stiidty , @12, -426528-01- reu@a in@§
even lower drift values with a 90th-perc%§ﬂeodis@ valiyg of 0 % fQr ha&@un Weposition an

90™-percentile tile drift value of 0.01f0r§$@% de@ltim@m 3—(1@%nsi8ml st@ uresgauze©
netting). &© (é N L \@ § N %

@) o
Using the higher 90"-percentile d%t valge of 32451%EFom t@s?e 2@@died th@@orrecﬁon of 1/3 to

address the reduced average sureiﬁ the field m@rgin @%}er c@ideratlon ofhe W@d direction this
results in a 3D exposure valtie of 0.151% &1/3 =20.05%pf in-field a {?ca‘gic@rate. This translates for
the maximum in-field ap frationPate @ 10 @.s./h&to a coqequ&%ilg a@) offdield dust exposure
rate of 0.055 g a.s./ha, Thes%ﬁﬁa cl%rly ingi atn(ir d s&ed treafiient @ity will further
reduce the exposure @one ees Seed tr@ﬂtme ust ig@the of@ropé\@geta&%n.

Risk assessment bee@ue t&omﬁ to&eed tg’é@menst & @

Two estimates p@@ded fo%exp@gure toseed trQﬁment%ust. Othagﬁcentile worse case “normal”
seed treatmer@valu O.%lg@g a.sMa arfd, .OSQ%a.s.@for §$en@lm” seed treatment. As seed
treatment dast is not a source of food fg%bees?@e risk@SseS@lent ased upon acute toxicity values

followi e Hazard Quitie T NS

e oé@@c§p‘”@; RS RS
The risk assessmenty bas&ﬁbon %zard otie&ﬁappn%ch (Qiy)by calculating the ratio between the
seed treatment d @exp%l)lre 1 (e&g%ssesd%@f g a.s@ha) @d the laboratory contact and oral LDsy
(expressed in @ a.s./ T @ g}o@’subncﬁ@). @j@
Q O O O N S

\data@m tbg@stud'@s performed with the active substance and with

Qu values %n be calculat@ ust
the fO\T@ ion. Qu vakges highcr tha®’50 ié@icat@\tﬁ need of higher tiered activities to clarify the

actual risk to honey~gees. N N
@ D
\‘& N @ @\@’ Q @QQ
Hazard Quotierg; oral: seggl trt dust [ga.s./ha or g total substance/ha]

@ \%% "o i&iDS@ omal [nga.s./bee or pg total substance/bee]

Yy O & 9
Hazard@tieg@scontagﬁ @@ _ seed trt dust _ [ga.s./ha or g total substance/ha]
{\9 AN @ %”\g@ LD 5 contact [uga.s./bee or ug total substance/bee]

-

&
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Table CP 10.3.1- 8: Hazard quotients for bees- oral exposure

Crop LDso Exposure Hazard quotient Trigger
[ng/bee] [g/ha] Quo N o
“Standard” seed treatment quality @Q {\@ A@
Thiacloprid FS 400 | Maize 1.9 0.275 ‘U 0.14 °50
Thiacloprid Maize 17.32 0.275 0.016 © NO 9
Premium seed treatment quality ChH < N R
ThiaclopridFS 400 Maize 1.9 Y~ 0.055 @ 0.0y 502
Thiacloprid Maize 17.32 . 0.055 A3 008 S & d
@ Q& o N O @
The hazard quotient for oral exposure is below t@hdated trgger m@ for l@her @r tes%ng (i.@}
Quic < 50). L @S D LS S
'S @@ %Q g% % IS S Y
S o & ¥ P
Table CP 10.3.1- 9: Hazard quotients for%ees—océﬁﬂact e@osuré@ Q> © @7 @&

LDso, N | O Exposured, ’ |Hazardguotignt @
Crop @@g/b@ G o/ha), © §P éﬂo éﬁ gger

Normal seed treatment quality O WS oS 53 ) $ &
Thiacloprid FS 400 Maize [ 923 025 A | & 0083 | 50
Thiacloprid Maize W22 | & D5 & N 907 50

Premium seed treatment quality@v e RN @% © ;\%
Thiacloprid FS 400 Mafze |, N3 o A 0085 - 2| ¢ 0.0006 50
Thiacloprid Mgize © 3882 © 0055 O IS 00074 50
~ 7 o & NS

The hazard quotient @vcon@ e%%)lre 1@3 9610\@6 V?i id ated&fggeﬁgalue“ﬁg igher tier testing
i.e. Quc < 50). NS

(1. Que @ é & & N A

Risk to bees @@ to sur@;o gut@tlonqw@er % @@ @

Honey bee$are spec1ﬁc?<191 thelg% uirement t@\wa‘[e@é cog} the h?% and also to dilute concentrated
honey @s Other b \\:" do req water for ep }%oses@ad get their water from their diet
(nectar). The occurre%ce ofg tatign dro@s is mghl depengnt upon systemic properties, soil and
air humidity and thg*type of cro SA stirdy to 1 stlg@ the concentratlons of Thiacloprid in guttation
water from malz@pla rom@eate@%ed (bmg ass seed) is reported below (KCP 10.3.1.6/6;
M-359919-Q1%). G@@tlo @as sl&% @cur fiom Blf@jH 10 to 17 with a marked decline in
concentra%n from BBCIHI3 (@Mds faor pegs @s 0 to approximately 3 weeks (i.e. 12, 22 and 24
days res@ ively). A pegk co@ntra@; occuiﬁsence single field) of 50 mg a.s./L was observed
for thiactoprid. Howg

T n%e ypical res@ es \@ of the 5 mg a.s./L level. Thiacloprid-amide was
e $r

fou&aﬂess often th#n th nrn{@f at er e@entratlons (peak residue measured of 16 mg a.s./L).

In tunnel and figld tests whe pra@phc ns are made directly to bee attractive flowering crops
during the :@d ofq%% acftvity applications were made at 72-73 g a.s./ha in 200 to 300 L/ha of water
(see MCP Thiacl \1d 0B240 «geﬁctio3 effects on bees). The resulting spray solutions therefore
ranged betgyeen 244 and 360 mg a.s./L which is 5 — 7x more concentrated than the maximum

concengratio %f t opriifound in guttation water.
caigaiiong 3t thigglopyd g

Hdwéver; fhe expc@ﬁre @fers between spray application to bee foraging on pollen and nectar vs.
water @CUOH on maize but many more bees are likely to exposure following an application to a
flowering crop and the spray solution is of far higher concentration. This information gives some
supporting evidence that exposure to lower concentrations as guttation water and fewer bees is
unlikely to adversely affect honey bee colonies.
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Consequently; although honey bees are observed to collect guttation water the due to the short period
of time a guttation event may occur and the proportion of bees exposed means that this is not @
considered a significant route of exposure for the colony (however individual be es may be aff@d) v
and no risk assessment is necessary. It is good beekeeping practice to ensure equate su&@& of

clean fresh water for colonies. Consequently no risk assessment is necessary

= & § %
% o\ Q, '24\9
& S LG
Risk to bees due to consumption of residues in pollen X Q @@ § %,
Q <
Thiacloprid and its soil residues are plant-systemic a@ maize cro%can be attra(@v%e to f@agi&? @q}
honey bees as a pollen source (but not as a nectar gguirce). Honey bee cnres@ted c@se to fields (%‘f
maize may collect pollen and use for food. Y > \ @ 6 Q
N 2 @ NS N

Pollen exposure assessment Q @ & (o3

. | S S
Information on the use and consumption oller@s a f(fﬁ sou@ by honey pees is ®0V1 @K
several authors (Simpson, 1955%, Babe&ﬁrererﬁﬁl 2@@124 and Rortas et a@OOS@ Pollen is t
only natural protein source available oney'bees 1& is t&% to_feed lame a als@sonsu@ed in
the largest amounts by adult nurse b&as'th end,aftd fed%ﬁ larvée i L@Q col @er b@g pollen
consumption levels are negligibleQ onsequently the risk to @ey b the on of

pollen can be covered by conm@rlng the¢ expapure ‘@urse @) -’ a@ larvz@ 1@ coniumptlon levels

for nurse bees and larvae ar@sent&l be@v

SN
5 O & ® @ OQ\ >
N 2 S SN
Table CP 10.3.1- 10: Polen con@tpti@level@ 6@ S &N o - Q
o
Type ;))izioney @Loc&tiono <§ Pe@e@l con@mp@'@& @ © @& Notes

@) % in thé 65 mg palten / J0xdays < N\ .
Nurse bee_ ) olong, ‘Eg 6.5 pollen days, h@consﬁme up to 12 mg pollen in one day

> @Wrthm the a 5 4 mg polfen t0%§ © 0n,d&s 1-3 larvae are fed royal jelly.
Larva (W@er) N 3 mgon day @ Pollgp (and nectar) are fed on day 4 and 5
S @JO y@ &3 mg on %@5 A SEEPS only

N L° S
For an estimate o WOI‘%‘% c@th pg@cent@resi@ rs%t in pollen (and nectar) irrespective of
application or seéd loa, @ ra 010 ¥ensiders thaoncentratlon of 1 mg a.s./kg
(i.e.l pg a.s. @hou@ for a@cree@lg leviel risk Hsessment. Based on this and pollen

@Q@@@é

o ) N
Q? Y
2! Frommberger M, P us Joach&@smere@ Sch%@e D, (2012) Guttation and the risk for honey bee

coldhies (Apis mek&fera Wg)r@éase {3 i-figld>scenario in maize with special consideration of impact on
beebrood and brood dev%pme@ ICPBR ai@lngen 11th Symposium Hazards of Pesticides to Bees, 2.-
4112011, @"° N @
22 Joachimsmeigy, ], Pis&ﬁus chenke, D, Klgﬁner W. (2012) Guttation and risk for honey bee colonies (Apis
mellifera xﬁgutt dr&%s by ._-.‘IZ bees after migration of colonies - a field study. , ICPBR

Wagenn@en 1 l&ssym@ @ of

ards of Pesticides to Bees, 2.-4.11.2011

3 Sim J. The signifigance of the presence of pollen in the food of worker larvae of the honey bee.
Qua Jo s’* oféosc&plcal Science, 96(1): 117-120.

24 endr r D. @e’ﬂbe@ N., Romeis, J., Fluri, P. and F. Bigler. 2004. Pollen consumption in honey bee
larvae: a sfep forward in the risk assessment of transgenic plants. Apidologie, 35: 293-300.

2 Ro 'A., Arnold, G., Halm, M.P., F. Touffet-Briens. 2005. Modes of honey bees exposure to systemic

insecticides:estimated amounts of contaminated pollen and nectar consumed by different categories of bees.
Apidologie, 36: 71-83.
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consumption rates the following realistic worst case risk assessment scenarios which cover the risk to
bees due to the use of Thiacloprid FS 400 as a seed treatment for maize cultivation are calculate @6
N
S @ @
. N & @
Table CP 10.3.1- 11: Estimated worse case exposure levels Qp
Type of honey bee Pollen consumption (g) Residue levé% D0®?ug@) 9
Nurse bees (acute risk) 0.012 ¢ @ & &%12 usbee @
Nurse bees 0.0065 g /day XY 1 pg /g 00065 g@%ee/@a&vg &
Larva (worker) 0.0054g (on day 4 and.§) Q) 0.005%ug bee , ©
O \ o)
%@ @ . &Q @ @
P Qo &
Risk assessment for bees due to exposure to poll@ \ @ \ S

v
Using the appropriate endpoints the risk to bees due téjhe ce@sum n O&Q@iler@ntai‘iﬁglg restdues
of thiacloprid is presented below. Accordmg@ EP&ZO l@a To m @osur@iatio@rigge f 10&1&
applied to acute endpoints (LDsp) and 1 t, “ﬁp Q @Ve%@fe dp01 (NOED). arvagzare
ly fed llen for 2 days the endpoifit fromith t@C% i tl l'c§
only fed on pollen for 2 days the en p(%\t Q,HN ea@*@e e zb 15@% é@ppl@ e

& NI & & &,
Table CP 10.3.1- 12: Thiacloprid F@%O s%d trea%nent @gstemé@lsk t&es v@iﬁoﬂe@nsu@%ﬁlon

Y ~ Toxigity &
h:zs; l(:«iee Risk «:§ EndpEnt § o E%os%pQ € %ure S} EP’II:SgSgZeOrlO)
S & @ Rafio (TER)
Acute | *IDso: 17.32 pg%.s./ § & o.mgwg/bee% N 1443 10
Nurse bee | Chronic | LDDsg3)0 peeg.s./be@ay |29.00650g/bée/day 463 10
Chronic Q> NOED: 1.7,4tg a.s./pee/day. L 0.0065 pg/bed/day~ o 261 1
Larva Diet@$ LBso: > 5@5 ug a@vlarva®™] 00054 @g /bee 989 1
(worker) NOED: .78 pgas /lana | - 0.0058%g /bge 4o 330 1

Note: Endpoints for @ﬁmcal @,\terlal are Wsed aé@iposur@ pollel&/lll nqt be to fo@ted préduct. Dose of 5.34 pg a.s./larva gave only
17% mortality. @ Q %
TS S @
9

The ca@hted TER vafuds r fru@& to 1 r nuﬁ@ be nd 330 to 989 for larval bees.
These margins of saé@ are-high and exc "the 20 0 ti gers by several orders of magnitude.
As thiacloprid—ar@ 18 of&far logver to)@glty t the@l L NO separate risk assessment (based on the
default residue 1&el o /kg)@acons\ﬁered@cess ay the calculate TER values would be at
least two ord % of n@@mtu@ 1gl§@ Qo
N \ >

= K &
Interpreta%n of calculated T alue-% © @
The TE@alues are cl&arly 11Qxcessvf th@gge&%lues of 10 and 1 for use with LDsp and NOED
respectively. Where@\l O@ d@mt V\@»usecﬁge TER can be used to indicate the margin of safety.
Forsexample for nur$e a@arv kbees the Wo§ca5e exposure levels are 261 to 330 times lower than
the observed N@ED respectively. l@n ly similar level of safety is observed for both stages of

bee. %

Where a le@hal (J@%o orgj@Ds ndpo@ is used these can be interpreted by understanding the slope
of the d .w res ting the chance of an individual effect at the given exposure level. This
can ‘té“aase @3 th lowcmg formula assuming a dose-response model based on a probit assumption

@ Q%g nggmal dls@f‘jlbu@l of individual sensitivity)

&

logLDx = logLDso+(z/b)
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where: z is the standard normal deviate and b equals slope. S
N
g

@/%

The slope for acute endpoint of LDso = 17.32 pg a.s./bee is not given in the re@ but can b imai

from the data to be approximately 2 (1.99). For the chronic endpoint of LDD%= 3.0 pg a.s./ ee/e‘@@a

slope of 1.748 is reported. Consequently for the acute risk assessment the ﬁR calculategypf 1@ S
gives chance of an individual effect (i.e. one dead bee) ofin 7.16 x 10{%1 e. 1 dead gb\\g% out’sf 7 é\’
billion exposed to this dose). For the chronic risk assessient the TE 'r-g culated of2 gives ch@gﬁ@é &@
of an individual effect to be calculated of 1 in 8.39 x ¥Q5 (or 1 bee @39 million &pose th1§ e}x©

Q’
Consequently even using the worst case default ex ure values 6R m%ao . /k&n po]@n the fisk to&
bees is extremely low. %, \ @ %@ @@
However, this risk assessment is still a large rest ﬁe a i&al -*e ure @/el expected Under

conditions of use are far lower. In the effects field dy 1 6/ 37{@736- 1) a & °
residue field study (M-363263-01-1) the &%Slﬂ’& reswkue COR centra‘g%ns o@acloprld an @
thiacloprid-amide in pollen taken from@ated\ aize %re  below tl@llm1tmf qu@iﬁc (%&ﬁ% of
0.0001 and 0.001 mg/kg respectlvelevem@%the V@@s a @x an field Tevel
concentrations in pollen the calculgted dosés WOLM be 3o 4 drders 0§ de 1§ tk@l@)those
used in this risk assessment. The resultifig TE oul&ire ore b ders Of magnitude
higher i.e. up to 2,610,000 to 430@&0 for nurse I%ES and 30 0t 9 890 @)0 f@arval bees
demonstrating a very extraor‘t%lmar@ggf hlgh@ rgl(I@xof saf%y and%onse&%wm@ the é assessment

presented. @) 2 & IS @ \:7\7

In addition, the findin from@ rlsl@lsses@ent for COB{@lpt dga of ollen treated maize are
supported by the resgts from twm@gher fer studjes. T&se studies (ofe sern“k leld and one field) are
presented and inv 1gat6he ef&’s onJl ney | bee cG@mes toragi d@re grown from seed either
treated with Thigieloprid FS 406 or treatq%seed @@CP 1 g M-383049-01-1 and KCP
10.3.1.6/1, ME373436:01-1)° & @@ & o

The semb@d study Wa§condu§’)ed @r co@ned @foe @;pos@ conditions where bees and crop
were h&@mder gauzgz%lnne@ln thisstu @etai@andz\tg licat@®d observations of the mortality,
foraging behaviour, Sglony Strength, brogg*condition and foo@ores were made and no differences
between the 0010%§5 exposed reat@nalzé@’ompa@d tathe control were noted. In a second study
conducted under field €9 dlt§ thes® findi dic g WS onf}&led and in addition the health status and
overwinteringyp erfo@lancé@as also invesl 1gated\,> Overall the study revealed that honey bee colonies
exposure t%malze grownfom §eed treated watlt Thi oprld FS 400 at 1.00 mg a.s./seed experienced
no adve@ effects on rﬁ@rtah@ forag@g, b@od c%\z%htlon food stores health status or over wintering
performance compa@ to centrolsyIn addision,, Sollen residues were measured and found to be below
the &%Q of 0.000l%g/@dlc’a@ng th@the on for the no effects can be explained due to the
relatively low t@icity of thiael r1d©@s an ecticide) to bees and the low exposure levels due to this

method of apglicatiof ®
g& S

2
Overaﬂ@onchblony%or be@.@

lcud Ha@’rd @tlents based on the empirical exposure level of 110 g a.s./ha for technical
th iaclo @@ are well below the validated trigger value which would indicate the need for a refined risk
assesstent; no adverse effects on honey bee mortality are to be expected. For the formulated product
Thiacloprid FS 400 the trigger was slightly exceeded for an oral route of exposure but well below the

trigger for a contact route of exposure. However, this risk assessment was considered too simplistic to
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fully cover all concerns such as exposure to dust emitted from seed drilling equipment at the time

sowing, exposure to guttation water and consumption of residues in pollen. Using experlmentall @
derived data for dust exposure risk assessment and the risk assessment for systemic products p \llded@’

in EPPO PP 3/10 (3) 2010 a detailed assessment of risk was conducted and 1nted that th wab@
unacceptable risk to bees due to the use of Thiacloprid FS 400 as a seed treat@ént for ma@

Furthermore this conclusion is confirmed by the results of tunnel and ﬁe@udles N § ‘2”5@
Overall, it can be concluded that thiacloprid, when apphé@at the max1®m apphca‘u@ﬂrat O @Q @
1 mg a.s./seed for maize, equivalent to 110 g a.s./ha dges not pose a acceptabl sk t@oney@es
and honey bee colonies. Additionally there is no evgnce to sug%% that non-A &Bees &cre @@ @g}

greater risk. QQ% N @ Q @ @ @
o ) (o
é}x 9
CP 10.3.1.1 Acute toxicity to bees
CP 10.3.1.1.1 Acute oral toxicity t((baees\

Report: 20 M- 79-
epo m -3¢ N S
Title: Effects of thi prl%F S 40% (ac@cont@m onb ey begs (Apis mellifera L.)

in the laborgtory w\g @ $ Q)
Report No.: 522610350 & & N o & &
Document No.: M- 3613%9—01%& @ AN o
Guidelines: 0EC@213 aha 21@@99ne OIS
GLP/GEP: yes o & NS

S SRS

X
Material and Me@ @ @ Q@ § §’

Test item: Th1a \Q@%O@(actwe subi%ce @qzaclopg 28@@ Specification No.:
1020000218%@%11 1. 1@4 g/n@ COQ& to%@s %@%w 1@4 o/L.

Thirty workgr becs pe per ‘ggatme&{@vere Sxposeefor f@’our@o dosggof 200.0, 100.0, 50.0, 25.0, 12.5
and 6.3 q@ a.s. per bee or to cation (cont&gt) a@for 4@1510urs to doses of 2.5, 2.7, 1.4, 0.68,
0.35, 0.7 and 0. 08&% a.85p be\ﬁ ¢ for f@?ng «qral, value based on the actual intake of the test item).
Due to 1ncreasmrtaht§be ﬁn ZQ?nd 48§’ours C(%tact test was prolonged for further

R

24 hours up to@l%om@ @ @@7 @\ @@ @j@

@ S :
Results: %Q @© ©\ § ) @©
Contac@t 9 QQ @ @ %
Dose levels of 200. @@OO %50 0 ]@5 an{®3 ug a.s. led to mortality of 66.7, 56.7, 13.3, 36.7,
0.0%and 3.3% at the & end @J (72 @Hs) % mortality occurred in the control group (water +
0.5% Adhaesn)()urlng the figst 4 Vloural abnormalities (e.g. movement coordination

problems ar@ amp@ were observed in all dose levels. 24 hours following the
apphcatlo& % behaving abnormal in the 200.0 and 100.0 pg a.s./bee dose level. At the
48 and 7 @sess&nts@ behavioural abnormalities were found any more.
Oral E§h @

Q@%ral @t th ax@m nominal dose level of the test item (5 pg a.s./bee) could not be achieved,

bees did not ihgest the full volume of treated sugar solution even when offered over a

perlodﬁhours. Oral doses of 2.5, 2.7, 1.4, 0.68, 0.35 and 0.17 pg a.s./bee resulted in mortality
ranging from 90.0% to 3.3% at the end of the test (48 hours after application). No mortality occurred
in the 0.088 pg a.s./bee group. Control mortality was 0.0%. During the 4 hours assessment movement
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coordination problems and/or apathy were observed in all dose levels, except the 0.17 and .
0.088 ng a.s./bee dose groups. After 24 hours one bee was apathetic in the highest dose level. Th ©©
were the only irregularities within the oral test. 5 @ g
N & ©®
Table CP 10.3.1.1.1- 1: Toxicity to h bees in a laboratory tests with Thiacloprid FS 400 N
able oxicity to honey bees in a laboratory tests wi iaclopri m@ 6@ o
Test Item Thiagloprid FS 400°6 NS
Test object HApis melliferay) D @ J
Application rate
g as/bec 200.0, 100.0, 50.0, 25.0, 125:@63 2@%7 14, 06&%35,@7 %@0
contact Q -
Exposure (solution in Adhaesit (0@@7 )/water) oraquga@Jlut n) @}
24 hours: 158.7; o N O Y w
LDso pg a.s./bee 48 hours: 833; @@ %Q S @}7 %&&rs: 11?‘%
72 houss: 235 L O o w19 o oo
Conclusion: @ N @ c\& @ > o~ éﬁ O
Q)
The toxicity of Thiacloprid FS 400 Swas %ted %oth«:@p ac&e&@on and § toxasity te&h on
honey bees. The LDsy (24 h + 48 Qwa 1.9 &3S /begyin th@&‘al to®ycity @@E @? \%
The LDso (24, 48 + 72 h) of Th@clopﬁfd S 4@7 G x@@det be 188.7, @3 and
92.3 pg a.s./bee in the contae}% X1c1ty test@ @ o S}
@ o @ DN
L N L9
\ NS N @
CP 10.3.1.1.2 Acute conta@tox tyt esé@ « RS
\ Q AN 0N
Y v @) S
Report: Hﬁ@o, w1301
Title: cts ofdhiaclgprid FS:400 G (adute condact a ral %oney bees (Apis mellifera L.)
7 e ortnlgnd 0 0 e 1@
ratorgs)
Report No.: & 2261035 K o\@ L @) y\?@
Documeng No.: M 613790141 % @ v @ 04
Guideli D 2 and g@” (1998); no < 5
GLP/ . o o @% o © % °\
SYEPSTEE-SS S
§ h § SIS >
) SSES
The study is S@lmar abp¥t as K€P 1@1 1. @? theﬁg)re only the conclusion is repeated here.
Q0O S & b
Conclus N @’jf’ %
Q S

The LDsg (24, 48 +@h) ThlacLQprld y 400 @was determined to be 158.7, 92.3 and
92. @g a.s./bee in‘the co t t% ity t€st, re@%tlvely.

@° S
CP 10.3.1.20 C&l‘%mc g@lcnyﬁ b@asQ
A study with fo %late@od@ls no@%qulred See Point CA 8.3.1.2 where studies on the chronic
toxicit tec@> cal %mclo%@ and thiacloprid-amide are presented.

@
@f

$ &
CQIO 3@(% Effects§1 honey bee development and other honey bee life stages

A studg‘%vlth formulated product is not required. See Point CA 8.3.1.3 where a study on the toxicity of
technical thiacloprid to honey bee larvae is presented.

Y
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CP 10.3.1.4 Sub-lethal effects

D
There is no particular study design / test guideline to assess “sub-lethal effects” in honey bees. \@ N
However, in each laboratory study as well as in any higher-tier study, sub-lethaksffects, if oc@ingg
are described and reported. @,Q & S
N
e ahorts.
Two publications are summarized at Point CA 8.3.1.4 whij h describe thexwéll know 119%@1 anc@hort&
term repellence (foraging reduction) and influence on hagsing behav1o®ln both ca @hort @
. . . &
term effects, (when they occur) are not biologically signiticant in teré@of pollinati&4 or f@the n%/%(@

as demonstrated under GLP and test guideline semi-ffeld and field-Sonditions (se®t 1301%1‘1(1@ 400g,

KCP 10.3.1.5/1 and KCP 10.3.1.6/1; thiacloprid Q,l 40 KCP 10 %@KC@O 3. g& @}
10.3.1.6/2 and KCP 10.3.1.6/3). . @ 6 <
% Q" < % S SN
O F & o ¥ T
CP10.3.1.5 Cageand tunnel tests & @& @ K o O @7 @§
LS D NS N
<N o < &
@ S
Report: ; ,@10,
Title: Thiacloprid FS@: A ggthi-field studfwit ea ma@igg@eed,
investigating @tenh@l effect@@to exp@ed hof Germany
Report No.: $09-02422, RN S ©© N
Document No.: M-385049:01-1 . KRN @Q o S
Guidelines: OEPP/]%PPO@Quld li %0. 20 (3) @001), %ith adgptatjoﬁ@; no%
GLP/GEP: ves © O @ @ NSRS
S ° & o & SN
S 9 O ¥ )

¥ & >
Objective: @ & @ Q@ §©§9 @ &© S

° v
The purpose of @ st % Was E“Q\det ine \ten‘u%l%ffectﬁf ,57) , S @treated with

Thiacloprid P§ 0 aivthe hGneybe® Apz@\ llzf%*\oz serpss fiel ondltlons The evaluation of
the treatme@} effect@focused on fyorta %) ?ng a$1ty of the bees, as well as condition of the
colonies and the deveh@fnen the ro0 1t@;1 a \u of38 and 36 days after the beginning
of expé%ure for the go@mes\@the first an@@ecqn@lrﬂleﬁ“@lo‘e&@%spectlvely

@ \ @
Material and m@;ﬁod § @7% v\?@) o @b

N

Test item: Thigél p@ S g@ G; Q@fch [@200%@00 @ Master recipe ID: 0099769-001; Material
no.: 79722931; Spec1ﬁca®n ne \IOZQ@OZI@;@, Cagiént(s) of a.s. nominal: 1.00 mg a.s./kernel;
Content fa.s. analy@;d 1 @ mg &2./kefel. Toh&malze seed-dressing was applied nominally at
50 g a.s./Unit (SOOO@EEtds with a\drllhr%rate 6818 Units (90000 seeds/ha).

The\study was carrled ou§t C@e Nof@ern @many It was conducted on one field with maize
grown from untggated seeds (Sontr 1d) on one other field with maize grown from seeds treated
with Thiaclopsid F{%@O (1t itenisdield @ommal seed-dressing rate: 1.0 mg thiacloprid/seed).

Maize seﬁg}s dre@ed W@the @d treﬁlen‘[ Thiacloprid FS 400, were drilled in the spring 2009. The
drillin@vere .j? e ugder (@wnh 1.8 units (90.000 seeds/ha). The treated field plot was matched
with a Contrg}-fiel t driled one day earlier with untreated maize seeds. The distance between the
pl as roximatel@ km. For the drilling both field plots (treatment and control) were divided
into t proximately equally-sized sub-plots which were drilled at two subsequent dates. Drillings
took place on 29 April and 12 May 2009 (control) and on 30 April and 14 May 2009 (treatment).
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Each field was divided into two plots on which the maize had been drilled in an interval of
approximately two weeks. Two tunnels were setup on each of the first drilled plots and one mnn@ @
each of the second drilled plots, respectively. Bee colonies were set up in the tuanels at the be@nng @’

of flowering and removed to a monitoring side at the end of flowering period. sequently %o ©®
tunnels per treatment were placed on the earlier drilled field and a third tunnéPon those dr led twQ
weeks later. =N ©

N 2 N
The evaluation of potential treatment-related effects focv@ on mortal@ foraging aé}fv *Q the l@s @
as well as condition of the colonies and the development of the bee @d within l@rlod 38 @ 36 é
days after the beginning of exposure for the colome the first a@second drilléd plots%sp@@vely@g}
The influence of the test item was evaluated by cg armg the resu Jgﬂ'le tu@els @he t%t 1tem@
treatments to those of the control. The following } omts were é@essed% @ 6 . v\g
& & > o <
e Number of dead bees before exposure % am orln@%?te (@ ee@ap%as we@s d@ ’
exposure in the tunnel tents (linen shegt ad bee tr%) Q  « §
e Flight intensity (mean number of b@%sBO’&ntS/@n) AN & W;\ A S

e Behaviour of the bees in the cro@d axound t@’hwe@ > §J @ @ o
e Condition of the colonies and Velop@ent ofthe bg&bro@w(nu {ber of bges (stengthy, mean

abundances of the dlfferent@rood&@ges p@ col@§an<@esm§m d@ @Q S
N e ¥ e o & S
Findings: e & O N @ $a %
i ©

© O & & S
Honey bee mortality — ° 9 § * SN
The mean daily mortatity (a % V@th dedd bee @ps) %@he @atrok&olome&%fore exposure
(DAS-6 to -1) was dead bees/ @9 de§ bee@y f@ the tr@tmen&roup (T). During the
confined exposu erlo 1tNalues\ ean§m 0 ‘@@ad on linen sheets and dead
bee traps) of th@@ontr olonf%s ( was 5%4 dea&bee /da a 9.4 dead bees/day for the test item

colonies. The‘iean imb @fde ees%bserv in thedeaddee traps during exposure was 4.4 dead
bees/day fopthe control goup 1%94 0 &Bad b@/day @f th@est 1t@§’group. Most of the dead bees
during &L@ﬁonﬁned exposure 1od@ere found he ?@n s@t on the opposite side of the hives
(C: 55.05T: 75.5). E%e increased Qﬁortah n the [in sheets > (nay be caused by the extreme
condltlons especially in maize tgmels (iack oﬁ@’nect@ ourge, hmlted environment). The number of
dead bees was h@wr on thy lm&&shee@ durig the first three days after setup (DAAO to
2) in both, t @ gy 01 @ch s'duie t,o fHe distbance of the colonies caused by their
relocation. Generally, the@uml@of Kbee &yas sigdificantly fluctuating in both, treatment and
control, %ng the expegure @ over%Ll mortality was slightly higher in the treatment
than in the control g@lp t%sessmg day@’whlch could be explained by the slightly higher
nut&%r of bees andbroodisells. 1r@’he te esf 1tem®lomes at the beginning of the study, which entails a
higher turnover of the cotonie @mﬁ terggs of I&(@[ahty rates as well as by the generally higher flight
activities in the treatment ¢ls) ﬁ@)rtah@m both, treatment and control was within the same range.
As such, it @ be@n 1uc§hat the e ure of honey bees to flowering maize-plants, seed-treated
with thia@prid dba ratg?f no@hally 170 mg a.s./seed did not have an adverse effect on mortality. See
followﬁ@ ﬁg v@ for%he ﬁr@d second drilled plots respectively.
< @
N) @’
¢ £ 2y

&
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Honey bee flight intensity
On almost all assessment days, the mean daily flight intensity in the test item tunnels was hlgher§ @6
that recorded in the control tunnels. The mean daily flight activity (foraging bees and bees ﬂy1 over@’
the crop) during exposure was found to be 2.2 bees/30 plants/min in the contr@nnels and 39

bees/30 plants/min in the test item tunnels. The daily mean flight activity in & control tu els w&s
fluctuating between 0.3 and 3.6 bees/30 plants/min, in the test item tunnel§§ was ﬂuctu@ng b@é@ee 9
0.4 and 7.0 bees/30 plants/min. No test-item related advefs® effects on hg}\fey bee ﬂlg@}nte&%y wefe

observed. g Q @ @ v\g %@
5 © s Q@ & &
%@ Q& & §© & © @
12 @)@ @ Q S) &) @
NG ARN RN
10 O L&Dy T g .

Mean daily flight activity [number bees]
@

4
5 %, B
,
0 Llg T @\ T . i S i 2 ]
§ @Q Y & d%ﬁtergﬁp v\y@
Figure @03 1.5.- 3: Eofagin, tlvit&nn@elg loca@on I@IIed ts
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Strength of the colonies ~ < § @ {L° e $
The mean number of hges p@@ive;@%@esse efo@em che&\ws $uas slightly lower in the control
(6246 bees/hive) t]@ n t{e test i g hive§(70 cesgyjve). A@the second assessment (during
exposure), the medn nuniber o%daees was slightly de@ase@ bot@@ (5%@&:65) and T (6527 bees).
On the third a @Qgsm;\(aft the end of w@ﬁne%&pe e) thedwiean rimmber of bees increased to its
highest Valueuril%, he &@%y period in Both, tfé@atmertband cOntrol @: 7933 bees, T: 7070 bees). On
the followifig two assessments ¢he¢'me um@ of bees de@ased@% its lowest values at the 5™ brood
assess@ (4 assesséént: 6621 4T 5608; 5th§ess@t:o@683, T: 4933). At the last brood
assessment the meairaumbeés of bees wagJ051 idnd 6]{1 beesfor the control and test item group,
respectively. Th%émrve fdev me;iﬂt\vas Y%@npara@e be@/een C and T throughout the study period
and showed the ffuctu s which g@‘typg of %@ end@nt. As such, no test-item related adverse

effects on caldHy st o) th wete observe 8
©@ observed,, o

9 RN & @
Develo;@t of brood > @lj? y v

The mea abundan@@f brapd (sum of cefl copf@ﬂng eggs, larvae, and pupae) of the colonies
shos&%d its highest™value %}e b{@d asgpssm ¥ before setup of the colonies in the tunnels (C: 16380
cells, T: 16260 gells). The nu@@ér ofggrood «ells decreased from the second assessment (C: 9300 cells,
T: 7200 cells)towards the ,xf ag%?smenith the lowest values assessed during the study period
(C: 6240 c@ TL'\S% 0 s). The totgidmount of brood increased at the fourth brood assessment

(C: 1230@6115 @3 880@) a;é@ched its highest post-exposure values at the fifth brood assessment
(C: 13@ cellsyT: 13440 . At the last brood assessment the number of cells with brood was

slig dec@sed@mpa & to the fifth assessment (C: 11280 cells, T: 11400 cells).

TIQ curveot the brood development was comparable between the control and the test item colonies,
differe@s were within the range of natural variation. No test-item related adverse effects on brood

development were observed.
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Development of the food storage area .

The extent of food stores in the colonies (both control and treatment) decreased at the second b}‘o@ ©©
assessment compared to the first assessment. After the relocation of the colonies to the monito site?’

a continuously increase of food stores took place with a maximum food stora;& the last ass&sm

The observed decrease in food stores in both, treatment and control, during c@ﬁnement well ag
subsequent increase can be considered as typical for this type of study. No%st item rela ad@e \25@

ffects on the devel t of the food st d. >SS
effects on the development of the food storage area were Gbserve @x g} @\ @Q @
@Q TS & &
Honey bee behaviour @} é\ﬂ QR O &
No abnormal behaviour was recorded in the controland the test 1t‘@1 tu@jels ré.pectn@ly < &@
A I
. N D
. .. s G P v © RS

Table CP 10.3.1.5- 1: Toxicity to honey bees in ml-ﬂ@ tes@ Tflg&lopFS %@b ) \

Test item oY  chbhiaclgprid FS400 o 4@?) S

Test object TR . Apis mellifera m N4

X

pri N400@ated@alze S, 13§dr111 N2 d 0\“ ,2
Th: tu@@:: %ik PN @1 /ﬁ S

T2 "@ﬁaclq@ﬁd FS\4\60 treated m&z@F seegnd drilihg, 9«@3@ exﬁ@sure 1

Exposure unnel & N Q
@: unt@ated r@ize s(f% I @Qﬁlngﬁﬁ day@xpo:g@ 2 %nnels
%?32.& untreatﬁfﬁnalzg seeds, 2%dr11h1§fg, 9od§@ expgsure, 1 t@lnel

‘2%

& @) S Cofitrol  © AN °\V Tr&tment

Application rate " D < 5 N § -
(seed-treatment) é% <) S - 6@ . Q N 10.0 g a.s./kernel

Mean mortalit @ N BLo ~ Q &
(bee trap, pre- e@r . § § ﬁ \@© @ @ 0.9

4
[dead bef;,s ay] S N @ Q &
Mean r&@éhty % é& [ %K S § B
(linen / beetrap, during © N (f’?) QS O @
axposure) v & % 530 4.4@ - @7@\7 75.5/4.0
[dead bees/day] ¥ & &
Dallégmean flight 1nt@s1ty © IS O RS Q\Q
during exposa@?) > éﬁ S $%> & AN 3.9
[bees/30 pla;;@mm F%) \ 9O &
* nominal @ @
b = @pre-exp % ty wa@sesse y withQead beciaps
D = post @osure ali Was asseS& on llﬁ&g sheetswith dead bee traps
R = ﬂlght 1nten51®w ed on lants in 1 @te

) S
Conclu@’ §@ Q N @

N
OV&@’[ it can be c%hclu@ tha&me@ow@om seeds, seed-treated with Thiacloprid FS 400 at a

nominal rate of@{) mg a.s./ seggj has@o ad§t{gse effects on mortality, flight intensity, brood and food
developmer@nd b{h%\?logf be %nder ced exposure conditions
SIEOMI- @
SN
& &S

Cp ]{M 1. Fle@es@lth honeybees
N @@
& &

&
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Report: I >0 0; Mi-373436-01-1 .

Title: Assessment of side effects of maize grown from seeds treated with thiacloprid FS 4@m @

the honeybee (Apis mellifera L.) in a long-term field study in Northern Germany s @§
Report No.: S09-01654 > @®
Document No.: M-373436-01-1 S < &
Guidelines: OEPP/EPPO Guideline No. 170 (3) (2001) @ IS °N

EU 91/414/EEC (1997) A\ o & @

IVA (1992), EU (1997); not specified ¢, g\a gég\ N @a
GLP/GEP: yes T Q@ @@ § v\g@ &@

> © y Q & &
Objective: %@ Q& %" §© & © &@
The long-term effects of exposure of honeybees@é@pzs mellife e ) t‘e\%alz%grorom&g?ds ﬁ@%ed
with Thiacloprid FS 400 were tested under ﬁ%ﬂ on@g@ ns,\ﬁ «:0\7 S B
Material and methods: w\% v \@ Q % < @j @
@ & S X

&
Test item: Thiacloprid FS 400 treatei{é %eds @Ve ngé‘edl&ﬁr@m fgsmuleg@: thi@opri@
(400 g a.s./L, nominal); batch of fo@l atlo% 20&@00@ \@’ @ @ ©

S LN
Maize seeds, treated with the seec@reat@m p u(:%@ ld Fi@)O nongaﬂl rat&of 1.00 mg
a.s./kernel, were drilled on a plé{?fear Ce Fn er Saxony, rmatly, in spring
2009. This treated field plot‘was m@tched ith a &mlla zed eQntro} 1€1d ples drilled at the same
time with untreated malze@@eds The sizoof theCon ol field plot anc Ydof t%*fhla@%nd FS 400
treatment field plot was 55 h %or d 1111ng, fi é\@ plo@re ment arfﬂﬂcon@ were divided into
two approximately e@l 51Z$sub ots. @rllhn -\{s ok p;l%ce at o dlgerent drilling dates at the two
sub-plots of each I@ The first @ing@as 14 days (tegatmept group) an 1% days (control group),
respectively, be th s@com&ﬁ"he fictd p& were&epar@ by @pprox{imately 11 km in order to
exclude that bges fro ne freatmegfgro porisit ﬂgﬁ% ﬁel%of th@ntrol%‘roup and vice versa. The
field plots have not®geen tfeated 1th neomcom{@d insEeticidéd in t.;};lézfast two previous cropping
seasons b& e use. Onl ept @ as um&ted %@une 20038 on the test item plot where
B1scay&@ s.: thiaclo sed O

\
The effects of hon \ee e%po @0 ﬂ% rin alze@yants, s%ed-treated with the test item was
examined on corfignerc @bee oni %Hon%ebees ere tained at the maize field plots during
flowering of tl® cropC pha@é) an«@\herea@er at &dmonitoring site, without extensive

agricultural c st at actl 0 lz‘s (moQ orlr%g}hasg

The exp ental phas@tart@nh fBe firgtNdrilli w@ﬂof the Thiacloprid FS 400 treated and untreated
maize seeds in sprlmg§009%nﬂ I%d in @rmg 2@10 after monitoring overwintering survival, colony

strmé’h and colon%ev%@ eng Q @
In order to dete@nne the ﬁpo leV@f mortality the number of dead bees in the dead bee traps

were counte $ 5 days w1@m the week before start of exposure. Shortly before the
exposure &e d @she fi€hds s@ed an“&¥sessment of brood development was performed.

At the §@1 ofwer g of Q’mmze plants at the Ist-drilled sub-plots (treatment and control) at
BBCH 59-@3, six coldhies were placed at these 1st-drilled sub-plots (treatment and control); this
loégtion in-betweersie 1st- and the 2nd- drilled sub-plots, allowing for foraging of the bees also
to the 2id- drilled sub-plot (treatment and control), which started flowering a couple of days later than
the corresponding 1st-drilled sub-plots. Mortality, foraging activity and behaviour of the bees were
assessed during the flowering periods on both sub-plots of the fields (treatment and control). Once
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during each period of flowering of both sub-plots of the fields maize pollen samples were taken .
directly from the plants. @ ©©

O

At the end of flowering (BBCH 67-69) on both sub-plots, i.e. after 15 days of@%ntinuous ex%osu@ 0
flowering maize (treatment and control), the bee colonies were relocated te% momtormg@ e W@Om S
extensive agricultural crops attractive to bees (monitoringpcation) Wheié%’colony hea&l@ col(my é\’
strength as well as the brood development was assessed he day after, e‘@ up of the 1e @
Thereafter, and for the whole duration of the study, a fime interval 3 weeks wa \ lloor@tha&
assessments. No assessments were carried out whilécolonies werédver, mterlmg between

23 September 2009 and 14 April 2010) as well e@rmg the e@osure @hase o he&l@ly @) @}

D
Pollen from pollen traps was collected twice on each sub-plot of the field. S @Q

@

<
The influence of the test item treatment was e¥aluat y C ﬁ)an ob~ a fro@%e cc%tro fietd
plot (i.e. maize grown from untreated seed: With dat@{@f the &5t 1te® ield ;@& ( ronk °
seeds, treated with Thiacloprid FS 400 ats@ te ‘@{ nom‘m,a ly 600 mg%s /k@ §@
& o oY S S
SN @ < @ 3
. ot & LS DS @
Findings: < (AN TR @ S
Table CP 10.3.1.6- 1: Effects on h@ner b e@luri@(&he esur@%se @Q \
S Q A &
Test item (maiz(e\&seed-tr%atme@ts produéf) S & Thlaclol@id FS 400
Studytype O > @ D Loq\%@t’)erm digld study in maize
.2 Testobjectsy)” & o - Apis mellifera L.
@wtiqm S @ Q & Lower Sa@y, near Celle, Germany
Tr@men&groug\ &7 S Q" | “Contyol (C) Test item (T)
zﬁhcaﬁ@n rat@ee @atme% Y @ > - 1.00 mg
g\ﬂ @ @) %& fA\@ a.s./kernel*
Mean aht@jead Pre ,%posur&ﬁ)AS ofo -2 2.9 2.6
olonfday] ©  Q Exfiasure peiod [DAS0 toM]: | o,  14.0 9.0
Daily mean-flight intehsity, sib-plét1 | Exposuréperiod fDASO to 11]: 3k, 0.1 0.2
Daily méan Tlight intensjtys subgplot 2 |@Bxposureperipd [D o 14]: 9 0.1 0.1
* based of the nominal conte a.s. Q
DAS = days<after set- Lip\@ @% @ > °\
DASO = ﬁr@the bées are e)@sed to tl@crop % Q& %
@ PRSI N
v
Adult Bee Molztahtv @7 S < S

QO @ L
The mean m@égahty dea acat ahd ad \ work bee@from DAS-6 to DAS-2 at the monitoring site,
and from %ASO to DAS nd ﬁ S10@&the eXposure site showed no effect of the test item
treatme@roup On th&ge tes@ggs e@cept@ DA¢§%§ the mortality in the control group was slightly
higher or on the sa evel%omp%d to @e tegt\*m treatment group. The daily mean number of dead
pupae and adult wg\ke Q? nt ofthe h@ (dead bee traps and linen sheet in front of the hives)
during the timeg@f exposure was 9.@% b@s/hive in the test item treatment group and 14.0 dead
bees/hive in contmx%lN ar Ry

On the liég;l she@ e@out @he te%?ﬁelds (mortality within the crop area) no dead bees were
found 1 N ete tem%treatr@ and a mean of 0.1 bees/day was found in the control group during

expoiﬁfe L
i
Oéérall &Q@ recorded mortality was on a low level for both, treatment and control and showed typical

natura@ctuations. No test item-related increase of mortality compared to the control was observed
during the whole exposure period (see the following figure for details).
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Figure CP 10.3.1.6- 1: Mortality: Mean numbgey® of dead woyker beesta pug%, lar@e/hi\%/day collected in the

dead bee traps and on the line@psheet ron@@the {%s in the test item treatient @the ¢or rol group before and
during time of exposure. AN @ SR %,
Q ¥ .0 «
N .
ST e §
Flight Intensity ofﬁg Beés: ©) o @@ <
o N

Ist drilled su %ts%wm DHS0¢0 DASK: <> v @ s§

The daily meady ﬂig@nd @ging@:ﬁviﬁg n th@ést i@ tre§nt group was throughout the entire

observatiorperiod (DASO to DABI 1),%06})@1‘ one‘day, ightly higher or at least on the same

level co@ared to the (@ of con.@ group. Themean-flrght C;S. foraging activity (expressed as

mean éfgforager bee&)sem@ pe;go pla@ﬁ@sse&@em aréa pexrone-minute assessment interval) in the

1st drilled sub-plotssfrom DASQ ‘@DA& wq%,@.Z ir@ie t%t item treatment group and 0.1 in the

control group (sé@follpwing figure é@@detgl\@. &

. @) o4
Q@ ©© @@ < \@ oo 5
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Control vs Treated - flight and foraging activity - 1st drilling O @o ©©
1.0 A O@\} ES
Assessment Period: 25 Jul '09 to 05 Aug '09 @0 N Conngal@ @@
Q 'O‘ted@@ o
0.8 . b " é\g
g @ & S T @
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Figure CP 10.3.1.6- 2: Elight i ity (19drilledSub- -, o
é‘g 1}@@& @ § S0 & o

N S
2nd drilled subﬁs J@%m %7 wbasi: 9 o & O
. NS @ O .
On all but on%@ da I'lnét e eé&osure@nog\ﬁﬁqe daily meashumber of flight and foraging
activity of thexcontrgPgroup was slightly %bovg: 6p at le@st on the sam&@level as the one of the test item
treatment gfdup, without much:dr fi‘%@ bet@en tre@ymel@and c@%ﬁrol, as the mean flight and
foragil}@tivity (expé%ed @ea forager be§ obs@d p@\zo plant assessment area per one-
minute assessment intervalNn the&gpcon@illeﬁ\sub—&lots fr@DAS7 to DAS14 was 0.1 in both test
groups (test item tatment and %trql;?rou&; ee fc@owi@ figure for details.
o :
Overall, no teggitem @ted@@\reg @@fec@%n ﬂi@ intd’ﬁty were observed.
Q © N

S
A
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& o
Control vs Treated - flight and foraging activity - 2nd drilling ° é§
10 6 @ @
Assessment Period: 01 Aug '09 to 08 Aug '09 @Q A—Control @
S\ —o—n@%m § ©
08 > : - é\”
3 | v
©
208
2
8
Q2 04
=
3
=
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0.0 Oy
T
& & &
~ SRS SN
Figure CP 10.3.1.6- 3: £l WE§ @'9-@°© S5 N
gure 3.1.6-3: @ghtl s1ty©@ dr%j sub@ D0 é& N
N QY e %,

Observation at/,ggé Enfrance of%he Haves:
frgn Qithe Hives:

2
At the entrances of @’Qe testitem group k&ff%s on\@AS e single be&@ith intensive cleaning

behaviouvr\\%ls observedsOn th;@s day@uri the@ﬁre %%sure period no behavioural
anoma%ié? of the bees@yere observed i th§test ite@y' group compared to the bees in the control group.

No test-item related-adverse effe ere@bseryed. Q
e dversg effeglyword OIS .
Behaviour of the@ees@knthe E@%: @,&9 o & N

@

@ O )
In the markedyassesginent é%s n&behawioural differences of the bees in the test item treatment group
compared % the bees in t@ co gr%@ wergobserzed during the entire exposure period to the crop.
No test-jtéih related ad¥erse cts o@hon@bee b@%viour were observed.
N Q
Survey of Flowerig&ron&% . @ Q@& @

N N
No flowering cs Were%reségf) in thg sumw@ding area of the test item field during exposure of the
bees but somessingl 3@: pl iits on adfacent meadows. No flowering crops were present in the
surroundin@i:a Tthe ¢ rol ?ggeld d@g exposure of the bees but some single flowering plants on
dj .
an a Jac%ﬁmea@v Q) @@

Residﬁﬁnabﬁs: @ ) y\g@

SZ N . o .
R@%ues hiacloprid &‘% its metabolite YRC 2894-amide in/on the maize pollen sampled from
plants from forager bees from the test item treatment group as well as from the control were
always below the LOQ of 0.001 mg/kg (Table CP 10.3.1.6-2)

&
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Table CP 10.3.1.6- 2: Residue data of thiacloprid and thiacloprid-amide in maize pollen, either directly
collected from flowering maize plants or from forager-bees

o

plots located around Celle in Lower Saxony (Germany), respectively, as well as f
foraged in fields with the maize variety “Dirigent”, seed-treated with Thiaclopxid PS 400

i Date of Residue Thiacloprid | Residue ¥RC 2894~
Sample ID | Origin of sample | Treatment .
sampling [mg/kg] -~ amidé® mg@]
Maize variety “Dirigent”, five maize pollen samples were collected from ﬂowerlng ize plants on two §n{8§

om forager be?whl@ctlv%/

1-001 Pollen from plant | Treated T | 2009- 07&@ <£OQ %y ~<EODo> g
1-002 Pollen from plant | Treated T | 2009-0728 &LOQ @ SKLoQ, &
1-003 Pollen from plant | Treated T | 2009%07-28 JL<LOQ Ay Y <LAP  «
1-004 Pollen from plant Treated T 2(&\\&07-28 Q" <LOQ Q\v Q <LOD | @
1-005 Pollen from plant Treated T @’@’@07-28 Q RV ) e<LOQZy
2-001 Pollen from plant | Treated T | 2009-08-02 [ ~<LOQRy &\ %, <LOR”
2-002 Pollen from plant Treated T 2009@8-02\ U < V<L L <LOD
2-003 Pollen from plant Treated T~ 2@{)\9/-08;@ [\@@’ <I®UQ RS @DQ < °
2-004 Pollen from plant | Treated¥ | 2609-08-02 [ LOQ & ~ Lo
2-005 Pollen from plant | Treated T 8§ 2009508-02,[© <« JLOQY 3 <LE@D
Sample A+B | Pollen from bees I@sggted & 2()@\9%8-0&\ Y <LOQ @ & <D
Sample A Pollen from bees | @rlatedT [.2609-0728 | @ <89Q & |9  &=LoD
Sample B | Pollen from bees 4 Treate®T | 2009:07-28 [ QLOQCy” b . ®.<LOQ
* = Thiacloprid-amide = KKO 2254; LOQ = 0. tfm m@g LO%)O ooo@/kg ) U @Q ©w
Q@ \ @Q & é
ficati SN L2
Pollen Source Identification: é& §9 @ @ § N

9
Pollen for pollen source %lenti%ation \%S c@ited@vlce

pollen traps. Sample@aere t@n fr@\\% each bee

“”\9
t gro@ th%@rcentage o@
0&\ co&ﬁ%ol thepe

In subplot 1 of t
DAS2 and 5-10
hive was < 1+

o DAt

at

DA310®< 1% on

I&sub%t

S2 and 2-7% on Q 4

In subplot Zoof the treat ent g t% th erce@ge of Braiz ollen@
sub

5@\

@’
Colony Heal{lg@nd Q@ony @ngth@

t 2 of th

hive was upto<1- 1~joon&4& O;Q\gﬁnd<§on

17¢€

Qb

@

Q@ﬁ

@

()
Number of bees per CO@W (i ony@engé?

The col

strength oféll m

ored Bee ¢

o & O

X
@?ﬂ exposm%@@on e@l subplot using

llen collecteg per hive was 2-13% on

@

r@ge Qg@mlze pollen collected per

llected per hive was 1-3% on

rol ?@ pel@ntage of maize pollen collected per
A S

1es§ﬁ0wed the same seasonal tendency in decrease

from July 2009 to S@emb r 2009and r@aalne@\@l approximately the same level from the beginning
mean estimated number of bees of test item
treatment groupywas during t&@éntlr@est p€uiod above the one of the control group. Over the entire

untﬂé’ie end of overwin
observatlozglod frg@ J@

@g inApril 2910.

were notic
@& @é% ©© <§9 Q
< N) % S
$ Sy
@ & <

&

009 Ap@gl 010, no test item-related differences in colony strength
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Control vs Treated - colony strength @o 6
25000
20000
%15000-
%10000-
=
v
© &
5000 - — S RNS N ©)
B s n s NN $ Q¥ Cond
s @ S . Q" O-Tr@ted  Q
e 0 S &S 5 o & @?‘*
23 Jul'09 ug 09 02 Se 23S0 Apr 4
& @@gx@@@& & o
S
Figure CP 10.3.1.6- 4: Colony%eng@{Mean@@b%@Qf hon%,bees p@@ﬁj\%\ 9 % @@
© N
o o %>
e & &S
Brood assessment. % Q &) > - N

S) .
The mean% comb g@%rage @the@loni@ sho@ the ?S@\me de@elop&nt, i.«g.\the same increase and

decrease of broo Is (@gs, lar{aae a@upae) and@d sts (n%tar angypollen), in the control and

the test item tregmentgroup iﬁEOO and 204 0. Nc&%st-itei@ rel adyé%e effects on brood

development e (}éj@erve;i@ee ﬁ@res)ex@j Q 5@& @@ S @

o@ %@ % b\ v @ é’}]
IS @§§ é@@% § o
9 @ Y (S
QRS T LS
@ 9O g © o .0 @
Q O O O N D
Y S K 9 O
S » H.9 9
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Treated: brood and food area @o @@
. ?
100% —s — Q@ @ @
25021 00 to.08 Aug 08 o3 merby | Q
Assessment Period: L NS
23Jul ‘09 to 14 Apr 10 % Lar@@ %@9
80% - — — R °4Epupae H
: < & gl i) & @
£ Q @ AN
.‘é 60% | @& - &© 3\7 ) Q @g}
pesiiiiey % - 2 9l & o @
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Figure CP 10.3.1.6- 5: Broo%trengt@nd fi store@/lean &mbs ar% p e (%f?ccup@l with brood cells
(eggs, larvae and pupae) and with food stor: nec@d pellen). Q° R < @y\?

o & ¥ O «

é% § @Cont@l: bro§§1d 1&(7:?1 arg@ é &\

100% : 4 % 3 @ ‘9@ . @ 1@ & @ ,
[Exposure Period: \0 '§ N N @ & o empty
i&.]u TE'B A \09 & o S’\a& S B m pollen
5 (=] L
23 109 to 1A 8pr 10 %D B\ 9 & ®) @ B nectar
i 2 Lo @pupae ||
80% % % @ % @ @’ @ @, Olarvae
m s &
>
E S
P
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£
(=]
[&]
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Figu %P 10;3°1.6- @roo&%ﬂengm and food stores: Mean combs area per hive (%) occupied with brood cells
@arv&@nd pupae) a@/ith food stores (nectar and pollen).
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Colony health: .
-Bee disease . @ ©©

D
The objective of the bee disease analysis phase was to determine the presence ofylifferent pat@ens
(Nosema sp., Malphigamoeba mellificae, Varroa destructor, Paenibacillus Z@e) in bee safﬁ;lples ©®

taken at different time points during the observation period. @@ \ @
2009: No Nosema sp. spores were found in most of the bg&samples tak@&from the cg@ﬁsol arrd, fro
the test item treatment colonies before exposure, after e%sure and before over-winfeting %@ @

C5, C6, T1, T3, T4, and T6). Exceptions were one subsample of colély C2, one sebsamghy of cé%

C3 and one subsample of colony T2 taken before ex%osure each éDtherp was 1 ed&wnh afow le @
of Nosema sp. spores. A medium infection leveI@ found in two subé@mples of ¢ 163y T5esake
before and after exposure. In the subsamples @{colo%TS ta@ be@}e ov&@)&lln@ng, n%\:%\fos %

spores were found. %@ @Y}ﬁ @ @ (NS % .
AN
The results of the tests for Malnghamoe@%zelh;@cae {&Q% alJ@gngatng3 ©© © @j @

SN N N
No Varroa mites were found in 4 san@és t&]&%ﬂ beﬁgﬁ@ e%&re Y(%@ TI@Z a 6) a@ﬂ in 1@ample
taken after exposure (C5) and in 2 sémple %ﬂkeng‘@ore& r-wiftieri 6)@6 Vagroa

infestation levels of the other sa s ranged from 0. %) to3 @‘b be ex ure@m 0\%% to 7.1%

after exposure and from 0.6% teyl17. 6%@efor®ver@@nter @ & @ N
No spores of Paenibacillus Z‘&WQae% were f(@d ing@ny of(g}e sanm@?es t&l@l in @5)09 ©

2010: After over-wmtert@\fosen% sp @?ore§ere @Qly fO@d n @n? sub@np@f colony T6 (low
infection level). y\g @ @ Q @ (& N
G &
The results of the k@s for Malpz@mo mel@cae @ e a]@lega‘m@
After over-wint N arro&}nt were &%ﬂd Tthe be@sa@ of c‘@&omes C1,C2,C5,C6, Tl
e s@l

and T6. In th. es @colo C%@Q T3, T4 a@ T5 fe@atlon level from 0.4% to 1.7%
was found.
of i g@ i o @@
No spo f Paenibacfljus 1 e w&r€ found in s of thessamples taken in 2010.
Ao Pacnibegs @% an 3 il
-Viruses @\; & Q QO «° & %

> @ O
The objective ofhe b@lms &Iys@\was t&dete@me t@resence of different viruses (deformed
wing virus, sa@broo te, bgé par@sm vigns, ch@’mc bee paralysis virus) in bee samples
taken at dlffgnt time po@ dg the@serv@lon @ iod.

Acute bgt¥paralysis vires an romc@éee lysaio%’irus were not detected in any of the samples. Sac
brood virus was det@ed i amp%(ﬁ 0 %e cor@ol group at the start of the exposure phase.

De f@hed wing VIrs w etectg in s@ple of the control group at the start of the exposure
phase, and in t@ssamples of ¢h C(%@)l gr up (C3 C6) at the start of overwintering.

Overall, the@ult o%the ase and viggs analysis revealed that the test item treated colonies were as

healthy a% co@eol cg)@mes gad as SGeh, no test-item related adverse effects on colony health were
b

0 serv% @ @@

Oveﬁmnter@gﬁss ment of the colonies:

§mg survival was assessed during the brood assessment after overwintering in April 2010.
In the t item treatment group, all colonies were alive after the overwintering period. In the control
group, all except one colony (C3) were alive after overwintering. As such, no test-item related adverse
effects on the overwintering performance of the exposed colonies were observed.
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Colony weight development .
The weight development of the colonies with its increases and decreases, measured from July to_ @
September 2009 was very similar between the test item treatment and the contrlgroup. No t@te
related adverse effects on colony weight development were observed (see ﬁg&ﬁ) @
s S8
Control vs Treated h@welght @§ é\ﬂ \\ @Q @
R o & s &
&0 < Q S Q)
%@ @ &© I &
%’ $ &
50 4 @r\ "\@ @Q \© %@ Q@j
_ 2R A @6 NS
2 — O %@ &° @j& é@: oo N .
= 40 — __,Hr —-———.,_‘% _@j = __'@—/h-@— A ___Qﬂ_-_@h@? @&
g — i\y \\ @}\ &6 &% \@ é\’ N §
£ s o s &0
. QY & . & TS S @ &
2 & TN Y NN S
Q > o -~
= T R
= @ N (g @j@ 9”7 Q @© &
Exposure Period: @ S @ AN @ @ @
10 4|25 Jul 09 to 05 Aug 09 S S & & o &G &
aviviiicnll o BN CUENSN ) NS Cortro
ul 09 to 22 Sep 09 9 § & @% R & @go\? Treated
: S & &~
14 Q> @ 2o @ 15 QS %\ @) o & &\ 1 z
;:' L& w5 WY e ¥ A
N ) Q @
OO SN N & @ ©
O S S "
AL RN RN
Figure CP 1% 6- ﬁolomwelg% Mean q(ﬁze wel t (l§§ © y\?@
= & & & o & 5@7
Conclésions: @ O S @ %o §\

QY NSRS &
After exposure ofyneybees ( melfifera M&o fl&vering maize, grown from seeds, treated with
Thiacloprid FS f@) at mi seu@ress& rate@f 1.0&mg a.s./kernel, no adverse effects on
i le

honeybee h @lon eve}@mel&@ g. s& gth, health, brood and food development) during
the exposure period and (ﬁnng@ enti er1§u ntiltie end of over-wintering in spring 2010 could
be obse@ Furtherm%e, no@t iteff@srela dlﬁé%nce between the test item treatment and the
control group in m 1ty, 1g a:&d foragi ng 1n%@s1ty in the test fields and behaviour of the bees

duerg’exposure to%e m& was@ se

Also overwintegiiig success, lth §d colony strength of the treatment group colonies was not
adversely affegted b%gh@ur&o Thiacloprid FS 400 seed-treated maize. The loss of the control
colony C3 ringfaverwigferinggan pP@ably be explained by the presence of deformed wing virus
and a r@velé@gh Vdrroa @ ructor infestation level of 17.6% at the start of overwintering.

Overiﬁw it c@b @u@é&that exposure of honeybee colonies to flowering maize, grown from

] ’ seed@areated 1th@acloprld at a rate of 1.00 mg a.s./kernel, does neither cause acute, short-
term ng-term effects in exposed colonies, including colony health, colony vitality and
overwintering performance.
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& &

Report: B R 202 M-404875-02-1 S @
Title: Non-target ground deposition of dust resulting from sowing pestieide treated se@ls - @
evaluation and analysis of current experimental datasets to estgplish dust depo%itiorol <
tables N @\
Report No.: M-404875-02-1 2 O, 9 2
Document No.: M-404875-02-1 @ @& %, \\ @Q @
Guidelines: Special designed study protocol; non Q @@ ) %, &
GLP/GEP: no g Q 5 QQ L O
A7 Q N & @
__ : S &
Objective: " @@) RO 9 @
Q)
Q? AN o \ . @

During the sowing of pesticide dressed seeds,smechartipal abrgo &ﬁ\the d{?sjsed@eds oecurs i
sowing machines and abraded dust particles, @)ntasi@l g ariount % actingre@’ents@re @ally %
emitted into the environment, which mig‘l:{g adoé@eria*@an%)@ di ersiond de%bositi ofﬁve
substances in adjacent off-crop areas. Dp endi\ﬁg on @ extentof e@issionxweat@ congitions the
individual toxicity of the pesticide, effects &non—@sget gé@cies not @\’exc@&d. N ©

The quality of seed coating and the@@win@echﬁique wése identified @(ey g}tors ﬁcti&g@che
amount of dust emitted into the e&ron@ent d@nffgsow' progéss. @ ®@ S

The basis for the evaluation exp\e%nentz@’dat om Q@d sts car’ed outyin the years 2005,
2006, 2008, and 2009 in Geffnany, Italy a@ range. The results 0 th&s@stud@s Were%rovided in 26

o

&iments. The Smdi@vesﬁme%@lt on behalf of the

reports containing the resudts of i@otal& ex

Julius Kiihn Institute (JIO(T), Bayer Crop Sciense (%@Sﬁ, S e%nt&Agro ( ),@ustrieverband
Agrare.V. (IVA) an@qe B SE., @ S @;9\ Q A &\
. N &V Y @ o

Material and od§© N RN Q9 §2 @& NS
tile tde

S N N
The same me@dol as f@the 9@ pex&e@% &a}g 1tio \i\;glues was used to determine
the respect'%e dust Fift de}%siti@. Th%esul%g the @gperiments he corresponding experimental
boundaryssonditions w@ congolidatg@and standa@zed de&o establish a comprehensive dataset
with affveunts of dust @#ift &%ﬂd deposit@ﬁ(in%@f apphed a&t@e substance to the target area) as
function of the do ind distan€e: rom\@e treased a?. On the basis of the comprehensive dataset a
statistical evaluatipn carri@out (jg)rdbera\tp provide cidgrspecific (maize, oilseed rape, cereals and
sugar beet) greynd d @Qa rif@pqsi@)n ta@s. If &ﬁci@ data concerning sowing technique and seed
treatment quﬁty were a@ble&ﬁem@wer@ade tyestablish individual dust drift tables for
sowing @ique and coatin lity@ﬁt e.s8eds. %@
The emfijrically derivg%dust@position t b@s (%%he basis of the 90th Percentile for each downwind
distange) can be used-to e ate uné@epo%ﬁon onto non-target areas after sowing pesticide
contiining coated seeds. Q> S Q

> $
P & < Q
Flndlngs/C@lusQ : gj v 2
& O 5 9

Maize: @&
considetati qrot
Under, considgigtion af the groposed Heubach threshold value of < 0.75 g/ 100,000 seeds and

assuding t nl st drift reduced pneumatic sowing machines with deflection technique are used
th ollov@g dust drift dSposition tables for maize sowing was calculated (90" Percentile% of

applie
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Crop: Maize Downwind distance from the seeded area [m]
Sowing technique 1 3 5 10 20 30 i
90tfg‘;‘;‘e‘:tti‘l°e(2"gfe;;;‘fie g | 0125 | 0112 | 0093 | 0094 | 0054 | 0026 |cpo1s Y
Number of Petri dishes 220 200 230 80 508 50 505?
Number of experiments 20 20 21 8 5 5 ~ -
@\9% °\© ° @ %d
O N @ @
Report: I - S W 201 0: M<i3242-01-1 o5 S
Title: Comparison of measurement meth to assess of] -@op drift depoSision p@ems eedc&©
treatment particles abraded from % ssed maize sés, e%igted dQ gsqwing witha @
deflector modified pneumatic ine N @ Q © - @}
Report No.: IVADUSTI . @ N @y 6\ RSN
Document No.: M-362242-01-1 & 9 g% S T
Guidelines: Special designed study p@toc%@%nsi@ﬁng r¢gom datiofty of the BBADrift .
Guideline Part VII, 2-4\], 199@9110%@ Q N & O @’ o
GLP/GEP: no AR [} < © §

. kS
N @ |\ Q w\?\ @Q éﬁ ®

%
‘s

Objective S TS o @ .
The aim of the study was to compare differen; eth@o s the off- dri eposi?fon of seed
mp i i@% g crifepos

treatment particles. SSEERY <« 7og @Q % S S
N S S
Material and methods:\@ © %, Q

o X

Test item: maize seed%reate(@ith ageed t&en{m@%om@ovide&yﬁ@F SE. For
confidentiality rez%/ﬁ the féme §he sgg(d treagient roduct fd théonta@%d active ingredient
were not disclose the EWFG po@) and the c@ inkgxed gldustr}@ompanies. Within this
study report the g¢ed trea men@od%ict and&%acti&&ingre@er;‘g@ be{;ﬁ%l‘red to as of "PRODUCT"
and "COMPC@D"ﬁpCC@VCIy. @eds%@e i%ention@;ly tredted twice without the use of a sticker
to increase the pote@ial duist relegge du%ng d%@ng. Heubach value at the time of drilling was
1.23 /100,000 seeds. & & I @ ©
The aiﬁg&‘ the study Was to §ain experie swith €&chnical opti\o@s to quantify aerial dust drift and
deposition from th@wing\of tr@d seéds in iiu}ure dift triald. Therefore, the capture efficiency of
several types of @ﬁcia%verjgﬂy ofi ntedyé%plin devi€®s and a semi-natural hedge were
compared for @e ass e aeri dus@ifift 0gs rriné%ring sowing of PRODUCT treated maize
seeds with aKI (Ju@hs @n—hl&t?tut, an@}appl@/ed modified pneumatic drilling machine.
Samplers %re located do nw@ fromithe drfiled & at different heights above the ground. In order
to disti@sh betwee&%ﬁrect,{%condary an@on%erm drift, different sampling times were considered
in the test design. § @ @ @§ N
Discussion an@onclgsion'& Q@ Q&
Dust depos@ d&%ssﬁf\ in&seasin@height of sampling, indicating that the relevant sampling
zone is leﬁ an §m ab gr(g@d. Insépmparison to the primary drift the secondary drift was at least
an ord@f ma§g ude lgver.@

% SN

GO oS . |
B on ert1 pr@c‘uon area the BSNE samplers, the gauze netting, and the pipe cleaners
co cﬁ?ore dust than the glycerol/water treated semi-natural proxy hedge. Dust measurements with
these plers give therefore a conservative estimate for a projection area related exposure estimation

of natural vegetation. It was concluded that gauze netting provides the largest sampling area of all
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artificial samplers, supporting the generation of robust data in circumstances of low exposure. It m;
also show an aerodynamic behaviour which, amongst the tested samplers, is closest to a natural hgdge. @b
' S
)
Additionally by analysing these available comparative 2D- and 3D-data, it W@und that o Qver@
4.9 times (median: 5.8 times) more active substance deposited on the 3D dus@’amplers (g@lze I%Q g)

as compared to the Petri-dishes. %% . @ \25@
\
N <
- A
= o S & &
Report: 8 ~ 2016 M-393034-045 1 % @ K
Title: Measurement of drift deposition of'seed treatmer@artrcles 1nt f-crop abradgd fron@
Thiacloprid FS 400 treated maj eds, emrt%i durm@%)wrn@nth a@cuur@pneur@ﬁc
machine RN @ 6
Report No.: NNP-DUST-04 % ZXIRN & "~
Document No.: M-393034-01-1 O A o
Guidelines: Special designed stud)%rotoc@’ cons@ermg(@co menda@@ns of the B@)nft@
Guideline Part VII &@92 n% % %, §
GLP/GEP: yes . & %\ SIS
SN & <> § & o
o o° & .8 @ y & & o
Objective: & 2oy @ @ S %
Q)

»
The aim of the study was to qu@tlfy dg% of @d tr en@t 1ts d@osn he &ff-crop area
(g a.s./ha) using passive col]ﬁé%\ors do\lnw from the drifted ar@ urmrg and after sdwing of

Thiacloprid FS 400 treate%malzeéeeds éﬁh @uum @ieumatrc s@ng 1%%1
° 9

S &
Material and methods; @ Q @ @ N @
Test item: Commer malz@se %@y Rc@dml purchased ffom KW&S Mais GmbH,
Grimsehlstr. 31, @m C@Gman&were t‘r@ted %) the%seed tment formulation

Thiacloprid FS 400 (EQX-No %0&9093— ), noﬂ\l\ally% clopg Unit, together with Thiram

(TMTD) SC at aQate of @3 mL@nit Sthe ﬁh@}éoat progie t Imgganil DLN W 50 at 15 mL/Unit

Ny .
and Talcprrr&loss powder at 39\? @Unm@ Un@s 50,009 se s) Thegeed treatment operation was
perfo n the corm@”mal@ed tr@‘-ent plant GmbH (D—-
Germany @f ]&Umts Lere tr\Qed Wi qmmercial Satec Twin 50 batch treater.

The analysed con@ of th%‘acl one Qge tre@gd se@w% .44 g a.s./Unit (TOX-No. TOX09167-
00). % > S N

@ NI
The sowing s chm@lsed @s a V'&cuumv\\pneumtlc erneland, Accord Optima HD. Working width
of the machine was 4.5 he dtesse eds wgre stored in bags, each containing one single
Unit (= 38000 seeds) @he H \?ach §ist a@sw {est indicated under the standardised laboratory test
condltlons a dust abr@sron lue .04 %ust/ @ 000 seeds eight days after seed treatment and
0.0%.gdust/100, oo*t”}see n thre. day affer drr@
Before drllhng,@}e hoppers of the sowing ine were filled on the yard in front of the machine-hall
of Bayer Cro c1ene§%‘s Apgficatien*Technology Unit, _, D-_,
approx1mat S®n a fro& the site (access to the trial site was via paved roads and field
paths). Fap he @t experimeptyeach hopper of the sowing machine was filled with one complete seed
bag. Par cul@ \a%s tak€prto transfer the entire content of each seed bag into the hopper, including
any @st from tran@rtl§%ted seed treatment abrasion.
Tl@ size @fthe drilling piot was 1.08 ha (200 m x 54 m). The actual drilling rate was
102.44C854.s. thiacloprid/ha.



2 . Page 106 of 130
A
BA‘E’ER Bayer CropScience 2014-09-26

Document MCP: Section 10 Ecotoxicological studies
Thiacloprid FS 400 (400 g/L)

An average wind speed of 2.2 m/s and a mean deviation from the wind direction perpendicular to the,
edge of the sowing area of 2.6° were the conditions during sowing and the following waiting pgri@ of ©©
30 minutes. g
The sampling systems were installed prior to the drilling procedure at distinct &8 tlons along@he ©)
downwind long edge of the drilling area (base line). The distance to the first @V of malze@eeds Zero-
line) was 3 m. Petri dishes of two different sampling types were placed in fﬁﬁtal placeholders ogjthe 9
soil surface and filled with either a glycerol/water mixturé{1/1, v/v) or guartz sand mQ}ten dwith &
glycerol/water mixture (1/1, v/v). Gauze netting was installed to a cosn 1} ction fem@(@ madigeh an o@ &
m wide) and wetted with a glycerol/water mlxture (1 v/v) to enh@@e dust adh@on QR o
Sowing started at the zero-line. After drilling of @gws in altemﬁng C%BCUO 1S, therg was a © &@
subsequent waiting period of 30 minutes to allowghe settleme f a]] @ast particle \anh Kad b
dispersed during drilling. The uniquely labelled Petri djshes that com}mec&t e qt@z sahd were‘closed
with their lids directly after the waiting perlo@andre tr@poﬂ to tg@l’abo@ory Zhere, &&%e
content was transferred into uniquely labg\yf%d pol%thy it c& 11 otli@3 pasm@ co tors@§
th
%

@

were transferred in uniquely labelled péyethyl%ane co@amer st% ng @%r e;g@ra‘uo@ the
iti d of 30 t S
waiting period o minutes. @Q K X Q

Pl @ &
From all collected dust samples tl@clo%d waqxtrac@d an@mly F é?er d@s coycerning the
analysis are documented in the GLP iﬁdy rep@ﬁ Ad@‘)e a@ples@ cept%n sothy er@:\extracted in
the original containers. Procedurakiortlﬁc@n a&adequ(%je lev%g@vas fﬁ)ces%d conc@‘renﬂy with

sample analysis for recoveies. N @
N 9 &S @% Ko @ @to\’
$ .o ©§ ¥ O s O

Findings: S Q N

The residue ﬁndln Petrl es R -ﬁlle@;&nth@&cer@ywater Were b&fween <LOD

(<0.0014 g a.s./h&y an% S. /hNhe n%ean v& e W@«%lo@he I@ (<0.014 g a.s./ha) and
was_0. s /h@a Y

the 90th-perce§% val S
The thiaclopr 1@5 inglie Petrl d1she§§pre @@d with moistened qtiartz sand were between <LOQ
(<0.014 g ©5./ha) and Q% 10 g&@/h@e mear valu® of thys sar@es was 0.019 g a.s./ha and the

90th-%#ie was 0. 034 aRelatitrg the 90 é%ent@f th@round deposition to the application
rate in the field re 1n &m t rat@ of 0@ %\

The residue findin ...y. ran @ fron@) 08 a.s./ha to 0.162 g a.s./ha, with a mean
value of 0.121 g s /h@ d a§ @?mtd&%alue@f 0.1 a s./ha. Relating the 90"-percentile value
to the actuahc ra@esuh&m alx@rlal i@t rg £0.151%.

N &
Conclu@ 9 Q w\a

The results 1nd1cat t dust drlftqggroun i epgsﬁ@n and aerial drift) from maize seeds treated
acc%\zﬁlng to the aﬁ%ﬂve s ($ prac dur as 16@ The maximum value of the 90"-percentile for
ground deposm@m was 0 "/ﬁ@nd the 90‘h-¢R9centlle for aerial drift was 0.151%.

§Y§© &Q@
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Report: I N >0 12; M-426528-01-1 .

Title: Thiacloprid FS 400 - Investigating the dust deposition during sowing of thiacloprid @
400 treated maize seeds with modified (deflected) vacuum pneumatic sowing manery @§
Report No.: S10-03080 S @
Document No.: M-426528-01-1 S & Q@
Guidelines: Working document 1607/V1/97 rev. 1 with the part 1ntegra@’on of the B@A Dr
Guideline Part VII, 2-1.1 (1992); none % 2 S
GLP/GEP: yes <) &% °\ XN &
@ & S O @
g 9 &
Sy R S
> A RN
Objective: @ Q& @ & @

S &
The purpose of the study was to determine the d@ﬂeposnlonﬁ thlac@prld rQeas&@lum@theQ@
vacuum-pneumatic sowing operation of Thla(z;@prld 125400 tedn&nze& ds @1 oiﬁ'ded %,
(deflected) vacuum-pneumatic sowing equipfeknt %&er ﬁé}t con@ %

¢ &

@
Material and methods: @’ \ AN §
Test item: A total of 12 Units (each co@lsed@%% ern trea@d on

%
@1&11 ed re
the 1 September 2010 in the com fial s%i tre%%ent mant §
d %erma The@\alze ds were tr d w@ Thraééprld FS

400 (Tox. No. 09093-00, nomigally 180 mg @acl d as/@:rnel oget wi @hu (TMTD) SC
700 at a rate of 43 mL/Unit,sthe film Foatl roduct Im r%ml Q@N W& at L5 mL/I@it and Talcum
Gloss powder at 30 g/Um@)T he sé&%l trea@qent éperatiorrwas perfon@d with a cor@ﬂermal Niklas

WN 5/100 batch treater.”™> % @ ©@% R @

The field study was e’Q\ﬂduct@Qin r@duri@u‘cmﬁ} 20100The @rposi%f the study was to
establish the drift ern f dust enpittedfdrom a L@}-pn% atic drlllln@machme during sowing of
Thiacloprid FS tr, s{@ rnag% seed. ” \ @ @ <&

The plot size 20Q x S¢ym an&ras I@Ied WQ%] maige w1t§ownv%nd collection of emitted dust.
Thirty Petr%dishes fiiled with gl erol/%ater é@v/v d 30 Petri Q%les with sand wetted with
glycerol/water (1/1, v/v. ced an fro zero'Bine (first driller row + 2 row)
spacing{dgether with@ree g@ze netting of § m 1&hgth dhd 2 mﬁlgh‘c Petri dishes were placed
horizontally on the@mnd@’he @ze néthing @ attdghed to&noblle building fences. The minimum
distance betwee nce d th osemow Q@étrl dishes was 13 m. Both the gauze and the rows of
Petri dishes w gie or1 % @smg @ctioz@%f sowing.

Soil sample@om the upp @ reétaken soﬂ@haraoterlsa‘uon and for residue analysis. Soil
samples ﬁz%n the upper 5 také\g;@for the detel@nnatlon of the water content.

Petri d1@% and gauz&%ttm@ample rg@ mples were analysed for the residues of
thlac&prld Soil sarf@les V\@ge no%naly forzesidues.

Mafze, pre-treated Wlth Hh 'acl1d F S%O ( vided by Bayer CropScience), was sown in the
vicinity of adeQ&Wurttemberg) on 11 October 2010. The plot size was 200
m x 54 m.

The dust ffom th echal alggasw the dressed seed item which emitted during seeding with a
modifig Q%eﬂegg Vagﬁum eumatic drilling machine was collected using Petri dishes and gauze
nettm& <&

SRS e
Tl@dhte Wag 93 seeds/ha. A total area of 1.08 ha was drilled. This drilling rate of treated
secds ‘ﬁqulvalent to an actual application rate of 93.88 g a.s./ha.
The averdage wind speed during drilling was 3.87 &+ 0.60 m/s (1.69 m/s to 6.69 m/s) and the average
deviation to the intended wind direction was -26.47° + 8.53°.
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Findings: o
Residues were found in all Petri dishes filled with a glycerol/water mixture with an overall avera&f &
0.016 + 0.023 g a.s./ha. The average amount of thiacloprid over the three areas was 0.017% of@ v
actual field application rate. The 90"-percentile (0.021 g a.s./ha) was equivalemto 0.022% %f@fle ©®
actual field application rate. © N

In Petri dishes filled with a glycerol/water/sand mixture, only 10 of the 30%5:tri dishes c@n ain@ %)
residues above the LOD (0.004 g a.s./ha). Seven out of 1{fesidue Valuere below@% L({Qw(0.0 @
g a.s./ha). The average amount of thiacloprid over all th areas was 5 g a.s./h@%hicg@ © &
equivalent to 0.026% of the actual field rate. This Va@e was heavi]%@lﬂuenced @@ne e@eme@lue C&©
which was by a factor of more than 10 above the lower Valuxc]@j}ing extrgme vafie fr
the evaluation would lower the mean value from@?@% g a.s./hato 0,006 ¢ a.s.a. \© 9 @

The 90"-percentile (0.016 g a.s./ha) was equivalent taz§:017%y0f th&}ctua@é@éld licmi%l ratés

For Gauze the highest amount of thiacloprid Whs %O% g {g\?/ha. @e m@ amdunt over the tal%ee .

¢ 0 ; )
areas was 0.014 + 0.003 g a.s./ha. The 90@61‘&6&@[6 (\%@6 %/ha was eé@valen@o 0.6¥7% onéhe

actual field application rate. @} \\ o & & W;\ é&a é\ﬁ &
S & s ¢
Conclusion: & D NN N SN @

The drilling of Thiacloprid FS 40@&'&@1 maizgg on a 08 hateld résult (@f dus@%ntaimw'\\rﬁlg residues
of thiacloprid. The average a@t Qf\‘%esidue@(vas@ 17%% thtual %‘d ratg for the
glycerol/water and 0.026% of.the @itual fi rat&for th éyce@%aj&%and@ixmreqm value for
the glycerol/water/sand mggfure was he% y §enced y one extréfiie vali wh’{f@was by a factor of
Exéiidi

more than 10 above the next k%er valué. n@ais vafde fronylkfhe evaluati®st would lower the
mean value from 0.0 a.s€§a to &(@06 § g./h@@he 9Q! -per@til%@r thz@s dues in gauze netting

was equivalent to 7%, of the actual a ati ate.
q g@ s,of the gt pofcs iottute. g,

Q NN o A W
IS RO & <
¥ $& .0 0 N & @b S @
Report: & W ; 2085; Me359919:01-1
Title: N Détermi n ofdesidue levels dfthiaci$prid apthits metabolite KKO 2254 in guttation

&@ . utio&s llected frot@ﬁaiz& nts, Eg%()wno&om Thiacloprid FS 400
esséd, seed@omjn@y 1.6Q,mg tcloprid%eed) in Germany
I];eport No.I:\I @? MR 099468 3 @9\ Ny @ &
ocument No.: - °
Guidelines: ©@ ﬁlc &%lyi@l\”&@ot sgcg%ed
GLP/GEP: yes & AN Q )
§ T
Prefac@d study %%p R N &@ ©\
A s&i%s of in total T¥3 i %idua@matié? sa \s have been collected under typical use conditions of
Thiacloprid FS @}O treate m&?@ plar@gs undg field conditions. The maize plants under investigation
were grown maixe seedss seegg\éated%ith Thiacloprid FS 400 at the commercial target rate of
nominally nghiacl 1d a{;/kem%n three different fields (Field ID-Code 3, 5, 8) maize seeds
were sow@}at th§ diffefent dates. With the onset of guttation after seedling emergence, guttation liquid
was cg@ﬁ@ted ry @mm guttation droplets were visible. Depending on the amount of available
guttgon dréplets enton’the maize plants every moming, up to three samples of a volume of about 1
mﬁ(were lected manu§y by means of a pipette and stored in 2 mL Eppendorf caps. In case of no or
little g@ﬁon, either no or only 1 or 2 samples were collected. The field collection of samples per field
under investigation covered time periods of 1 /% - 3 4 weeks after onset of guttation as well as BBCH
growth stages from 10 — 17. Once the samples were collected, they were placed in the field in a cooler to
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be transferred into a deep freezer within a few hours after collection. Thereafter, the samples were kept.
deep frozen until analysis. @ @6
S S 7
Details are summarised in the table below. S &@ ©)
v N
Table CP 10.3.1.6- 3: Summary of sampling schedule for Stud w\% . § § «zs@
2 < > Q
Field | Date of maize | First guttation liquid Last guttation lighid | Duration of {No. of field-
ID- sowing sampling samplin@ @y > c0®ted Q
code @ & ation @npleé
S R ° @llecti@ 2 &
Date DAS @7@ Date W&% 1 O v @
3 07 MAY 2009 | 20 MAY 2009 13 3 MAYS009 L >24 Q@ 1Zdayse ¥ «JS
5 27 APR2009 | 10 MAY 2009 | @¥ |@TMAY2009Y 34 | 22 days 43
8 24 APR 2009 | 08 MAY 2009 14 oiv31 MY 20097 39 24doyy @) 55%.°
%otal’\ \ g
RN AS aft%som \ 2y
Q@ %&case@ﬂtat@p@eoccu 1‘? @Wﬂ\ﬁ @Q )
© . @
N R @@ @ § &
Results / Conclusion Q & © @ @ @ O s

@ Q
The analytical data revealed th@the f)weaﬁ t cloprlf@oncemratlo @) the@%uttatlo@ @f thiacloprid
seed-treated maize plants occifs irfsnediat€ly aft@emer@ce a&bi§ CJ{@PO 1 ollowed by a

rapid decline in concentra{l%)n within theciollo fe\&days gkgure 10@ 6- @ CP 10.3.1.6-10).

The maximum rneasm;icgl thiackoprid egncentiafion % e gt@tlon@uld Qas dete@lned to be 50 ppm,
on a single day. NGV <

@ @ Q@ V& & - @&
The concentratu:@% ‘}QQOpmSL arn rem@%d at ath t por@s in ith the concentration of parent

b
thiacloprid, o occ B0 nall and @en al @ ve arly owthtage § d the concentratlon exceed 5
O G Y ¢

ppm. The x1mun@1easﬁ}ed th@:lopr%—amlconcﬁ

be 16 pp@on a single @7

A @OQ ©§
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Residues of thiacloprid and thiacloprid-amide in guttation liquid, excreted from ©
thiacloprid seed-treated maize plants; Field No. 3, Doc-No.: M-359919-01-1 @ @b
50 - X
& S
45 - D7 &
T . S ] Q
£ (o
2 40 N
: 20 & o
.g # Thiacloprid N @ @
i 35 > . X
=} : @ 4 & Thiacloprid-ami A @
3 \V, @ A @ @
e 30 S
' & S SIS
T 5 o & > Qg LN
: : S Vo & ol
20 Qg@’ S @@ R é % @}
=3 o,
: . - o N @h\ SN
S
E 10 ‘ @ D @ (f“}\g @§ %@ @ & % S
i : 3 .0 @ R s 9 &le
5 4 &‘z’\\h \" & % ) @) g
5 8 N R
0 : ‘ O v 5 OY =« &S &_i\o\ﬁ Q
19/05/2005 20/05/2008 21/05/2009 22@5&00@5@5&009&%&009 Q@DDQ 25/@5@9 27!051‘%7 ZBMEQ% 052009 Véi‘QDDQ @DDQ 01,/06/2009
N ‘Bate of sawﬁt\ﬁlmg @ @ @ S %,
BBCH " " Q @ < Q ©® (CIETIN
@ N
Figure CP 10.3.1.6- 8: ResidueSof thfﬁ&lopr%and th@loprﬁ-aml(@ th%uttatw@llqué%ollected on
field 3 o gy .
o &5 ¢ S
° S
S S eS8 SRS
X idu %)thlaclc%gnd hlaé’lnprid-a ide in futtatiori %?Id excreted from
N
@ ﬂ@clog@eed @qe plants; FieldWNo. 5, Dbc-No.: M-359919-01-1
2 & Q @@@ N @
2 :ﬁ© e.@ &\ \‘& (\@,\ 00\ @ @ @
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E WS 0.9« g %b § ¢
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Figure @
%
Q@

9 l@mdu@géf thiacloprid and thiacloprid-amide in the guttation liquid collected on

1el(13\ﬁ
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Residues of thiacloprid and thiacloprid-amide in guttation liquid, excreted from o
thiacloprid seed-treated maize plants; Field No. 8, Doc-No.: M-359919-01-1 @
55 % %\ @@j
. Q @ﬂ
50 @
T 45 @J@ s \Q
% 40 . sg%. Thiacloprid 3 > S ©
8 s Thlacloprld-aﬁqge o
E w ’ © @ O
c
: L S o s
8 N S Y
L @ & NSH S
E Q
| N o @RS o @
- N
E_ 15 Qs s’ @' & > @ 6 ° > N
-_— - %
';:3 10 © % @ < @y K@ X < Q R
£ . o0 s 9O &
5 32
¥ NS REFAAES $
t S
T SVSRI S 3 K. )i 3R MY i R S - SH
05/ 0705/ 0305/ 0905/ 1005 11050 12057 13 15/ 15!05/%1 A7I05¢ 1@@!05/ 20@/ 22/051%24!05/ 2500 m! 27!05/@291051 30, K\314054' 0106/ 02
& @9 °Bate of sampling NS § @ §? %@
BBCH 10 11 12 12Q12 G 126 13 @13 1 Q? 14(«© @s 1699 17 1™

R K3
Figure CP 10.3.1.6- 10: Res1due@f thlﬁ&lopr%and th@loprﬁ-aml(@ th%uttatw@llqué%ollected on

field 8 o & & @

NI Qs
°\@ © 9 § &, @% o S X
S g.0 Sy
v .9 O N )
Q A 0N
Report: ﬁ (@ 3263-091 S
Title: S Detexnination-of residue IQ/els of thiaclo and 4ts metafblite KKO 2254 in pollen,
@) l}%wested fvom %lze plants, gr(@/\ fro \e@’ id F% 00 dressed seeds (nominally
©© 0 m@hlacla@ld/seeé@in G&snany@
Report No @\/IR 09494 @ o\ @§ y\?@
Documenl; M-363263:0121 @ D @ @

Guideli 9 C 14/ no€specified < T
GLP/(?@S @ IS
Q O

BN @;\’ ©
Objective: @@ % § > . % & ©©
The purpose&he @y v@to d"egerrm& e 1°e§1©du o@hlacloprld and its metabolite KKO 2254 (=
YRC 2894 amlde) n pol@ frommaiz Qlant@t d dressing with Thiacloprid FS 400 in the
field. In @a six field @pials e corfductedy e@ffany Pollen-samples were collected in the field
between 6 and 84 @s aft%r drlllmg of %e thlaé@prld dressed maize seed.

Ma%rlal and methods§ @\ Q §

& @ A
Residues of thgaclop ichan metabolite KKO 2254 (= YRC 2894-amide) in/on maize pollen were
determined@:or Thg to vﬁated metho@ 01155. Thiacloprid and YRC 2894-amide were extracted
from mai@ pollefrusing ; mlx@re of acetonitrile/water (4/1, v/v). After filtration an aliquot of this
solutiotfOvas e@pora d to the”aqueous remainder and cleaned-up on a Chromabond® XTR cartridge.
Afte utlo a> ot th 51due§vW1th cyclohexane/ethyl acetate (1/1, v/v) the extract was evaporated to
dr@ re dlssolveﬁ an internal standard solution of YRC 2894-d2. The residues were

quanti by reversed phase HPLC with electrospray and MS/MS-detection. The individual recovery
values for thiacloprid with method 01155 for pollen ranged from 75 to 91% with an overall recovery
of 84% and with a relative standard deviation (RSD) of 5.8% (n = 7). For KKO 2254 (= YRC 2894-
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amide) the individual recovery values ranged from 91 to 109% with an overall recovery of 97% a
with a RSD of 6.4% (n = 7). All results of the method validation were in accordance with the ge 1

requirements for residue analytical methods, therefore the method was validated successfully.
Limit of Quantitation (LOQ) in/on pollen, defined as the lowest validated fortifeation level

e
&S{@j

mg/kg for thiacloprid and its metabolite KKO 2254, respectively. © & N
Residues of thiacloprid and its metabolite KKO 2254 in field-collected pol%n from ma1@plan§ \25@
grown from maize seeds dressed with Thiacloprid FS 400(t a nominal &te of 1.0 m%\‘aﬁ Jseeth We @
always below the LOQ. g @Q @ é\g @&
» N R o A
Results / Conclusion: @ Q& &’ §© & © &@
An overview of the results is given below: @ . @@ w;\@ Q 6\ R ‘2’5@ %@@
Table CP 10.3.1.6- 4-: Residue data of thiaclo;& and@@i))iacl id ide i @%ize en, gre\ctly %)lllectedo
from flowering maize lanfs d-tr@ d Thia prl&F S 4003t a 1@4 al @ e
of 1.0 mg a.s./kerlgl@jeky R AN & K R@i% e@@ 5 < —
- te o idu iaclgprid esidue YRC 2894-
Sample ID Origin of sample (("@eatn&\\&it @ampl“@% @%\9 g@g k /@@ amide* [mg/kg]
Maize variety “Atletico”, fivaize p‘@en samples were ¢ ected@fom tud@ lds&éted around
Schwarzenau in Bavaria (Germanydfrom flowerifg'mai langs, eed<tteated with Thitacloprid FS 400
1-001 Pollen from plad® | . Treated 7O 9-07-% %b <LOQ
1-002 Pollen from plaiits Trea;g@?’l' 2009-07-22 @ G LOQQ S <LOQ
1-003 Pollen from plantsc> Treated T @) 2009%07-22 <0 © <LOQ
1-004 Pollen freq plants T@te§ 2009-07-225] % <FOQ A <LOD
1-005 Pollen. from plants | cEreate 2609-0793 |« <LOQ & <LOQ
2-001 Pollgffrom flints SoTreaged T (92009:07-24 ¥ A< LOQ <LOD
2-002 Pofén from plantsd)) Tr@ted T Y 2009207-242) <LOQ <LOQ
2-003 Pollen &rosh plagts | Treated R | 2009-0724 | @y  <dOQ <LOD
2-004 _|~Pollentipom plants | “TreatedT [, 2009-07-24 | & “LOQ <LOD
2-005 P Poljén from ptants |~ Tredted T & 200907-24 ¢ @ <LOQ <LOQ
3-001 & | Pollen from plant§?] Tedated B| 2000207-22 | 5 <LOQ <LOD
3-002> | Pollen fro plapts | A¥eated T | 2009-0922 |, <LOQ <LOD
3063 Poljefdrom plats | Treaed™T , |[009-0%-22.]™ <LOQ <LOD
3-004 Polf from plants~)” Trehted T ° 2009:07-22 <LOQ <LOD
3-005 Pollen from plan@ Troated TO' | 2009-07-22 <LOQ <LOD
6-001 Pollen&om o @reated T | QD09-Q717 <LOQ <LOQ
6-002 ~P Polleytro $%nts° Treated T -] 2009-07-17 <LOQ <LOD
6-003 Pollen frotypplan@®y Tr&ted T 2099207-17 <LOQ <LOD
6-004%) | Pollen from plats | @reatedT° | 2009-07-17 <LOQ <LOD
6-0Q5 Pollen ffom plaits | Treat¢®T @2009 -07-17 <LOQ <LOD
4-001 Pqﬂg’l froprplants@)” Tre@ed T °~ 2009-07-17 <LOQ <LOQ
9-002 Pollen frgmi plapts: | Tredted B> | 2009-07-17 <LOQ <LOD
7-003 gPollen from plants | @reatedT 2009-07-17 <LOQ <LOQ
7-004 & Pollehy fromffdnts .| STreate®T | 2009-07-17 <LOQ <LOQ
7-005 &| Polten frofaplants | Tr&ted T | 2009-07-17 <LOQ <LOQ
8-00LS | Pollen fegm planty’ | Tréated T | 2009-07-13 <LOQ <LOD
8-002  |Pollen from plats | Treated T | 2009-07-13 <LOQ <LOD
85003 _Of Polignfromplants | Treated T | 2009-07-13 <LOQ <LOD
@\-004@@ Pdiien fré@a plants Treated T 2009-07-13 <LOQ <LOD
8—09@0 Pollen from plants Treated T 2009-07-13 <LOQ <LOD

* = Thiggfoprid-amide = KKO 2254; LOQ = 0.001 mg/kg, LOD = 0.0001 mg/kg
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CP 10.3.2 Effects on non-target arthropods other than bees .

o

Thiacloprid FS 400 is a seed dressing product that is applied on maize. The maximum recommeq d &
rate is 0.25 L product/ha which corresponds to 110 g thiacloprid/ha. In the case®f a seed trea@]t the
Guidance Document on Terrestrial Ecotoxicology (SANCO/10329/2002- ﬁna@ﬁecommends&hat thes

risk assessment for non-target arthropods should be covered with studies and the correspo@dmg@k
assessment for soil macro-invertebrates Hypoaspis aculeifer and/or F OZS(W@%I candida:L ta fo@

H. aculeifer and F. candida and the corresponding risk @ssment areQ @sented n @fpte? 10. § @

S)
The study results for the corresponding spray form @on Thiaclogiid OD 240 (s€& MC}Qor @© C&
Thiacloprid OD240) indicate that A. rhopaloszp € most sensi VC&CIC @d la%)rator@
studies were conducted with A. rhopalosiphi ana 4 occmeZ@em ctatqgpo o@are the tox ity

of the seed treatment formulation Thlacloprl(g%s 40@%) thespray £0 ul@on T@cloprﬁl oD 5?0
The results of these studies are summarised in the@ble bé%w Q @ &’

<
Table CP 10.3.2-1: Thiacloprid FS 400 g/ < Ecot %log \end nts %rthr ods er than
og ‘l&

Test species, Tested Form@itlm‘i@?udy Ec@wol%ﬁcal E@"pom@ < ©
Reference type, expoi@e > o < N N) @ )
Dossier-file-No. ~ @ @ < N
Aphidius rhopalosiphi | FS 400 @ ” AR 5 ga, &ﬁq’a > @U
(2009) Extended Lab,, ex o on @ ERse& 24 ggs /h% (S
M-359663-01-1 detiiched kan lea@ (2D& g Mor#ality (@ Effe@on
KCP 10.3.2.2/1 % [%] O ° Reprddction [%]
~ 0.1 g a.s. /1@ § Q@ -7«@1\6R v $ éﬁ
%, g a.&ha @< ' ©)-5.88
&l o1 g ./ha@ $ %\7 "o & O s
@ 7.1@ 37.2

& &124 S @
N in&gasﬁ%a \\ . 4@@ @ 61.8

SEES & N
Sy | D2 Y hatl” &° ©1 7A©§ @ 34.7
O o 0.53@a.s. /% b\ @ 5@}% @ 431;(6)
S SR |
AL @ 6gasha . O 288 O 83.8
| 55.00 ga.s/hacd \ o TAE S na.
Coccinella R GEEIIENEERN DRs) 14.1 gas./ha
septempunctata 9 Sk xter@é L %expo%lre OII@ no impdct on reproduction at 10.6 g a.s./ha
(2009) @ @Q ed béan lea@ Q| Cagr’ Mortality [%] Fertile eggs/Female/Day
M-360082-08D O (@nro&\ S 7.9
KCP 10.3.2:9/2 O s@ya s. &’ @ 273 7.6
S S
& ‘ @}g asha & N 182 6.5
N 224 gas. Jha o Y 75.1 n.a.
<
%, - @ 7.3 @r.s./ @ @ 100.0 n.a.
N > 1000 a.s./h Q) 90.9 n.a.

A: A negative Val@‘mdlcates a lofyer $IW 1 e treatment than in the control

B. A negatw:@e 1nd§§‘fes @her duction rate in the treatment than in the control.

n.a.: not ass

e &
IR &
Resuydts tor @nd llirigrnon-target arthropods are available for Thiacloprid SC480 the previous
representalive formulat1§ for the Annex I inclusion. The study summaries are available in the DAR

and th@sults are also provided in the table blow.
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Table CP 10.3.2-2: Thiacloprid SC 480: Ecotoxicological endpoints for soil dwelling arthropods other than_

bees
Test species, Tested Formulation, study | Ecotoxicological Endpoint @ @
Reference type, exposure @b @ @
Dossier-file-No. Qy N N
S 4
I S
M-001036-01-1 V® g SN o
g g & & &
5 e
S Q © S & © &@
M-001610-01-1 et or NI w,”
Q \ @ 6 o %
'S &) N g\a % IS BN
O Y @5}\’ Q%ﬁ §@’ @ 6 e
g
g oS & @Qg@
M-002261-01-1 @ N @ ory, Rortali@l?e] o ¥iffectQn fecog capsy
Frdon d&e
g A e &
2 O @0 O S5
@1y 51T depots ol & . O O
M-003812-01-1 S SMort@ (@)
vrol & & & > S \@ %
00000 o ¥ RN
K e U§ G@ N Ry §
N z Sl o Y .
Hsolioguuen & | & 9 & O
M002262:01-1 £ e 19 S S @
N) ) O v N 9) SN
©© D S & Q} v §@ §
L
& S80S 6 @@ o @

2 2 >
. N D @
The avgifable data on é@)un ellir@ﬁhr%pods@icaﬁt\gﬁlat @er more realistic exposure

conditions (extenabor‘z’ﬁory or\§emi-§d) rfe%unag&eptablg“adverse effects on soil dwelling non-
4:3)"

target aﬁhropod% to%&;?xp d fl;g;m expogure rafos even exceeding the maximum application rate
of 110 g a.s./ha for ThiagclopridhFS 408, - N
SRS & & @

@ .
VOO S &
CP 10.3.2:] Standar@la atoegti@ fO{g@on-target arthropods
&) o
No tier @andard l@rato %d]&s were@@fo@d, extended laboratory studies are reported below.
% > O >

N S &é} @Q @Q
@%
g &S Q
&§ Q Q S ©@
$FES
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CP 10.3.2.2 Extended laboratory testing, aged residue studies with non-target

arthropods @ @6

Report: B . 009; M-359663-01-1
Title: Toxicity to the parasitoid wasp Aphidius rhopalosiphi (DEST ANI- PEREQ@

(Hymenoptera: Braconidae) using an extended laboratory test®h Phaseolus yul garl

thiacloprid FS 400 g/L RN S @)@ %
Report No.: CWO09/56 © gw N é\a
Document No.: M-359663-01-1 g}a N @ @
Guidelines: MEAD-BRIGGS ET AL. (2000) modified: Use o tural substrade (be eaf@xed

in a glass cage; CANDOLFI ET @b (2001); noge é\a Q
GLP/GEP: yes % Q & & g &

A I N Q@

Material and methods: % @@° N w\?\ %@’ 6 N v\g

@

Test item: Thiacloprid FS 400 g/L; Sample dgcri ion: 'gk

% 00; @pemﬁc@wn@o
102000021815; Batch ID: 2009-000968; sityg 18?4@ g y%l cor@t 35.0 /ow/v@j @

The test item was applied at rates of ( & ,0.33.61 1@24 and o5 @s /ha:a\a}ldt <%ffec@%’vere@
compared to a water treated control. @& tox efe;e@e ( @dlm@ﬁo pph at 3 S. /l@jwas
included to indicate the relatlve S eptlbl ity the tes orgar@ t @t sy

The study had to be repeated b@ause \{% e c d n ec&@e t hlghest rate in
the first trial showed a correctéd morﬁ)hty@< SO‘V@H th&seco@ d@@trlal the test @m was applied
at rates of 0.25, 0.53, 1.12,.2.36 agd 5.0 @s /h@}nd a [R50 Val ec beo&g%i’)cula@l

Mortality of 60 adults was assegsed 2, 24 and houisg afte@pos&%@ $ y\’

From the water conﬁq@nd a@se @fes in €he ﬁrlaL %Q theldose rates of (@ 0.53,1.12 and
2.36 g a.s./ha in the gecond t@l k@inpa@ally @ ales per tré@tment'were each transferred to
a cylinder containg un@ated{ ey §€ @ﬂl s infe @b@losz%@n padi for a period of 24

hours. The nun@@r ofmrm& wasgssess‘% 0 d@ lateiin t 12 days later in the second

trial. @ % ©© S @

Findines % %" @
indingsd> NS SERS
Mortal&nd repro@lon '@ac&of the @?ﬂm&@s 0@2 both s trials are summarised below.
NS .
S)
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Table CP 10.3.2.2- 1: Effects of Thiacloprid FS 400 on mortality and reproduction of Aphidius rhopalosiphi

(trial 1)
Trial 1 A
Test item Thiacloprid FS 400 g/L [(\\® @ S
Test organism Aphidius rhopalosiphi  Qy S
Exposure on: Detached leaf of Phaseolus vylgaris L ©
Mortality [%] _ _Reproduction® . 9 o
Ratg™ | Red.re N
Treatment g a.s./ha | Uncorr. Corr. P-Val%(*) (muré@les Corﬁo §7alu
& per, female) | [%] &
Control 0 6.7 fﬂ @2.7@0 o, @ 2
. 1.000 Q .088
- 4 - @
Test item 0.15 0 71 QY im0 e 385 %@@no_ o
. & | 9000 N A > 0.708
Test item 0.30 6.7 0 @P0 T 443 S8 /
%© @sg\ .51%}%(99 Q@j h@ v & @gn.
. . 10 Q> 608,
Test item 0.61 0 S V] N‘En S i\ Q> 237 s
. ORI T N > 0639
Test item 1.24 133 Q@ I | &sin @%Q.o S @3@7.2 § ign.
. < Ty ™ < 004 @f AN 2,001
Test it 2.50 50 4 G Y
est tiem Q ) 9 @n. ﬁ\§ @J sign.
Reference item 3.00 @0 k. 1000 f§ @7 ond. O sWd. «
ERso: >1.24 g a.s./ha (estimat A KQ v S @ & @)
* Fisher's Exact test (one-sided), p—@;es ar&adjustetd according to &)nf@m I—k&l?@ # W%lch test
n.d. not detected, n.sign. not'8ignificant, siga: sigﬁant 2 oS
R

D @© <
S é&\Q

S
Table CP 10.3.2.2- Zg@@'ect of Thi opr%@g 400-on n@'hty apd repr@uctlon of Aphidius rhopalosiphi
tuigl 2) © @
W >N P & <

-
Q @ N @ Tgial2
Testlitem > N ~N &  Thidclopgid FS 400 g/L
Testcgrganism 9 N Wphidius rhopatosiphi
Exposure on: ¢, O j@? Detached i@ff of Phaseolus vulgaris
@ .|1O© “Mortality [%4) N [, Y Reproduction
NS <" Rate
RN o SN
N U@srr %\ & © %y (mummies | Red. rel. to
Treatment @g a.s@ . @y Cor{% P@lalueﬁ@ per female) | Control [%] | P-Value(#)
Control Y ¥ &1.7 o, 5 32.1
Testitem ¥ | 025 &Y O\ 7 €& 1,600 20.9 34.7 0.095
@ ’§ 9 J2.8gn. n.sign.
&)
Testdém 0\5@ .7 5.{& ©\0.5_47 17.0 47.0 0.067
Q> NS L Pnusign, n.sign.
o8t item M2 & 7 Q\fﬂ & 1.000 21.6 32.6 0.092
© O < S n.sign. n.sign.
Testitem g@ /g@so.os 28R <.001 5.2 83.8 <.001
Q - @g) sign. sign.
Test it R .OO@ R 4.6 <.001 n.d. n.d.
@ n@ < r\@ sign.
Refeg}%e iterdl 300 <100 100 n.d. n.d.

343 /ha §5% Cdhfidence Interval: (2.84 - 4.23) (calculated with Probit analysis)
§>1 185 a.s. /h@iegt@ted)
shz@xact test (one-sided), p-values are adjusted according to Bonferroni-Holm

# Wildex¥on test (one-sided), p-values are adjusted according to Bonferroni-Holm

n.d. not detected, n.sign. not significant, sign. significant
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Conclusions: R

In this extended laboratory test the effects of residues of Thiacloprid FS 400 g/L on the surviva«l\a d &
reproduction of Aphidius rhopalosiphi were determined. The LRso was calculated to be 3.43 @./h@

The ERso was estimated to be >1.24 g a.s./ha. @,Q SR
SEPS
R O o 2
R N N &
Report: I M-a@sz-m-l ) SN @ @
Title: Toxicity to the ladybird beetle Coccinella septempungata L. (ColeofiZera, \:)Q ine@ﬂe) é
using an extended laboratory test o@%l?haseolus Vul& is Thlacloplfé@ S 40@& Q 'S
Report No.: CW09/41 % Q @) S < &@
Document No.: M-360082-01-1 R O o @
Guidelines: SCHMUCK ET AL. (2000) modlﬁeg Us @natu‘ml sub@rate @an ledives) i@%ad
of glass plate; CANDOL (20% non& N ~
GLP/GEP: yes (@ @ KNS % o
% & ¢ < s 9O @
NAENEEN O O S $
@ \ Z Q <

X
Material and methods: Q "\g \ %, é\? < S)
© S

KA
Test item: Thiacloprid FS 400 g/@ample descrl?tlo %X@ZZ @ Spe@%cati@bnog} %
102000021815; Batch ID: 200950009687De @ g/ atysed cogitent; 35.0%w/iv.
900965 oy A

The test item was applied tox@ve of Ph lus vulgarzs %ﬁ rat&s@éf 5.0210.6,22.4, 493 and
100.0 g a.s./ha and the eff@ts werd com e$ water reated contfQl. A @mc reférence (a.s.:
dimethoate) applied at 12:0 g /ha wa d t@hdlcﬁle reﬁ’twe&usce@ﬂﬂy of the test
organisms and the tesfsyste @ % @ %
The preimaginal mg@ality was @torver the dur@%n o@he stu@ The%erﬂhty and fecundity of
the surviving hatﬁd&s were en‘*%avalu&ged over tthe g@od (@17
Mortality and Jé%d n 1n each 6 gthe t me&%s aregmm@d béiew

S £

(o8 "\g
Fmdlngs 9 @ @ @’
@ o
Table @0 3.2.2-3: E&pcts 0 iaclo 400 o ortﬂgty an(@eproductlon of Coccinella
@sept&ﬁpunc@@ %\ % %
Test item> & O “Thizoprid FS 400 g/L
Test organfsm Q v N (:i@ N < Cog&el[u septempunctata
Expesufe ong,> O - MY Bean leaves
Ol @ Q Moyfality Reproduction
@ % Q@ | 7 Q\% Eggs Fertili.ty
N < © per female [hatc.hlng
Treatment gé@./ha A Ut@‘r. 2)° Coxr. P-Value(*) and day rate in%]
SControl 0 oo s QS 7.9 92.8
Testitem 5 5.0 L 40.0Q | 4273 0.047 sign. 7.6 87.0
Testitem &| 196 49 325 | K182 0.098 n.sign. 6.5 94.2
Testitempd | ~224 & 795 @ 75.1 <.001 sign. n.d. n.d.
Testitein® | ~47.390 | &100 Y 100 <.001 sign. n.d. n.d.
Testitéin @ 10007 | © 925 90.9 <.001 sign. n.d. n.d.
Reference itegn V&\O 975 97.0 n.d. n.d.
LR 14,1 ¢74.5./h \\95"/ onfidence Interval: ( - ) (calculated with Probit analysis)
@)ﬁ act test (one ded), p-values are adjusted according to Bonferroni-Holm
n. d nqt:@ ected, n.sign. not significant, sign. significant

Reproduction was assessed at the two lowest rates of Thiacloprid FS 400 g/L, 5.0 and 10.6 g a.s./ha.
The mean number of fertile eggs per female and day was 7.9 in the control and 7.6 and 6.5,
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respectively, in the 5.0 and 10.6 g a.s./ha rate. Because the reproductive performance was within the ,
historical data base for control beetles (> 2 fertile eggs per female and day) this parameter is
considered as not impacted by both test item rates.

Qy

Conclusions: g

In this extended laboratory study the effects of the test item residues of Th;%:loprid F SQ@) g/L@o
larvae of the ladybird beetle Coccinella septempunctata %ﬁ: detemli@ é}” Q\ @
The LRso was calculated to be 14.1 g a.s./ha and up to§an including@6 gas. /hay\gl*@ﬁrod sotion @ ©
not impacted. @ S R @© @g}
% Q o O

&
CP10.3.2.3 Semi-field studies with non-ta _gar tl@pod@,\ T &

Q @ v @

& § D
CP 10.3.2.4 Field studies with no@ar&i%arti&\pmﬁy &%

AN
Additional field studies are not requ fogéon—taget a pOd@ﬁ@ é\ﬁ @
@ N S § §@
Q
CP 10.3.2.5 Other routes of ex J@lre@ n @ar@rt opods
& H\g og- &l‘ Pogs N

The exposure of soil-dwelling on—target rop@d as assesse%ng chaﬁ&r C%l 3. 2@ considered the
main route of exposure fo%lon tagyet ar@t@sopo © § @ %@
S N S
S o & ¥ & S §
CP 104 Effe€ts on fion- @pget spil m§ ag@“mac@fau@ O
The risk assessm pro@ure wssghe rerlremé@s as given 1 ithe @Regulaﬁon 1107/2009 and

the Guidance ]ééum@\ on Te%resm@ Eco@ucoldgy @ §

"\g
Predicted @ywrom@ﬁental congé’@trat@s us@ in rl@ aSS@smely§7
& Bha N
Predicted environm @11 concentrations i 11 (&&soé%valueiwere calculated for the formulation,

based on the stan@ assu%lptgﬁof di@trlbu@@ﬂ in ayo1 er of 5 cm with a bulk density of
@’

1.5 g/lem®; a cro@lter@lols 0% @s tak%n 1nt<§a,cco
)
The releva§t\9EC VE%)UCS 31 d %:@R (%%x:ula@@s are summarised in the tables below.

Semi-field studies are not required.

@

Maximu lues are uged foriﬁ sm ?&9
“n% Q @
@
Table CP 10.4- 1: hﬁﬁal %Ee%uvalu@ &
@° M;@m S
Com %nd %% PE@@llml @ PECsoil, accu PECsoil,max
> [mg/kghe; [meg/kg] [mg/kg]
Thiaclopdd®  of <0147 - 0.147
Thiglopridigmidey | > 0.136 0.028 0.165?
Thiacléprid $elfonicdicld [%,  0.039 - 0.039?
Thiaclopid-descfino . 0.044 0.029 0.0739

) ﬁciﬁ?%ixmg depth 20 cm)
Bold valdes: worst case considered in risk assessment
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CP104.1 Earthworms

Table CP 10.4.1- 1: Endpoints used in risk assessment R @ L
D @r
Test substance Test species Endpoint © Referencé
Thiacloprid Earthworm, NOEC >654gas/ha O M? 7609009)©
FS 400 reproduction 2 0.872 mg a.s./kg dv%a) @1
Thiacloprid-amide | ~ Lerthworm, NOEC %mg p.m. /kéw
reproduction
2. .
Thiacloprid sulfonic Earthworm
\ m, OEC.%) >9.49 p.m./l@%ﬂws ME369557-01 @
acid reproduction
P Q‘? ;;@% o . \} 4. g;@
. | %(20 )
s | e | ot ginepgneot [0 ool
CALZH.1/3g,
dws = dry weight soil; a.s. = active substan(éxp m. —}ure ng}aboh@ &ﬁ . @ %,
Bold values: endpoints used for risk asseséhent \ @ R AN Q %\ N é\ﬁ Q
3 calculated for a soil depth of 5 cm, a soil d@ty OK g/cr@g Q\ é\ﬂ < @

O

Q - S & @Q § . ‘”\9@
Risk assessment for earthworms &) @,) S} ©) &© ©© Q) S

RN R
Based on the endpoints in th‘&table@bove@ TE@ Valu@, are c&culat&@smg@he fo llowing equations:
N
& & ‘%

TER 1= NOEC / PECyqi > @ § S
v\” @ S NS

v O
The risk is conmde@ accgptable@he TERLT 1@5 ©© @@ o S @&
O \ S @ X
For hpophlhtﬁ @}s (1 Pow &) a @Sult m t@ labo§ory @s)‘%dies are corrected by a factor

2 even when the organic nwter @Jless than 10% @§ S}
However none of thggc en@%w thig ger\@fer to Section 2 of the MCA
documﬁi@ CA 2. 7) d1t10 al a%ecssme@ actor,1$ not@quired.
& L
Table CP 10.4.1-25) mip ca@atm@for em@wo& ©©
Comﬁ@nd @ §@ @%eme@ N o&ﬁi‘;ﬁ;t P{l;in(:‘; 7;:;]“ TERLr | Trigger
Maize j@ﬁ [\Q @ 7%
Thiaé\l“oprid FS 40@ Earthworsy, reproduction DNOEC > 0.872 0.147 >59 5
Thiacloprid-amide | Earthwort, reptoducti§y’ | NOEC 60 0.165 364 5
Thiacloprid sulfppic acid | Eartawdrm, g@produgtion | NOEC ~ >9.49 0.039 > 243 5
Thiacloprid descyand, * Ea@wo \\reprod\étlon NOEC 3.1 0.073 42.5 5

S @ L 9
All TER @a ues@cula@d w@he worst case PECsi, max values exceed the trigger value of 5
indicatin th@ ceptﬁ@e adverse effects on earthworms are to be expected from the intended

us&@the %@duct@f @
&
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CP 10.4.1.1 Earthworms sub-lethal effects

Report: I . 009: M-357709-01-1 \@ @©
Title: Thiacloprid FS 400 G: Effects on survival, growth and reproduction on the earth@rm v
Eisenia fetida tested in artificial soil with 5 % peat Q &@ @
Report No.: KRA-RG-R-1/9 @ Q\Q
Document No.: M-357709-01-1 S SIS
Guidelines: ISO 11268-2: 1998 (E) and OECD 222 April 13, 2004%For the contigg@as w&f@as f
the treatment 40 adult earthworms @ tested in a@ntainer wit@gsue of 4@§j @
cm? containing 30 kg dry weight artificial soil Q @ X &
GLP/GEP: yes & O v QS w
@ S Q)
QN Q S O @
\% RN @ D N
Material and methods: ¢ ° o
N @@ w\? - S

Q

Test item: Thiacloprid FS 400 G; Speciﬁc%ion N%A@@Qm lg@, De@@y: 1@ 6 L; @ys% o
content: 389.3 g /L (33.1% wiw). RSN S

Dressed maize seeds with the test item@mou&t\)f th@logriﬁ ana ed)iﬁ%48 @ nit @% un§

consists of 50 000 maize seeds). ©Q QQ% é\” Q\ SEENC)
o\ %
or

O S
Adult Eisenia fetida (7 to 8 monﬂ@old, 1 ?940 nimal@f ﬁomr@rou@@@nd t@ﬁl@%roup
each) were exposed in an artifigil soik(with peatcontemy)1to t@mom@l te&onq&mration of
600 000 seeds/ha and 1.00 g@/seecﬁDre@@d maize seeds werw}n@ a single rowdn the test
container at a depth of apg%)ximaé}y 5 é) Aft@QS da@’ the numb@f sury1ving @nimals and their

weight alteration was determined. They“vere @n r%gaoved@sém tﬁ%ﬂarti&cfgl sebvAfter further 28
days, the number of oﬁ@prin@ s dderminéd. O \© S N o

S eSS, O
Results and Discﬁon& \Q LN \@ §3 @& @@
Table CP 10.4 ]@@i: E@ts 0 r%orta@gr and ang&%n weiglitof the adults after an exposure period
!'\\.

b @J@of 2% ys and the n%mber@j offs g pecfest vegsel after 56 days.
o 2 S Coxférol _|“Olreatment % of Control
N Morta@y after 28 days.’ aQ S
Nosof survived admlts &> " o 40 39 97.5
SMortality [%> S @ 1O 0,0 2.5

d

Changes%h bod¥ weighi€after28 days> & RN
4

Total bodgywet weight of surviyitg adul®[g], O | 48.02 16.26 90.2
Mean body wet weight'pbr surviving adult [el> | & 0.45 0.42 93.3
<Mean change in bodyWeight f%] , @ 9 21.02 17.28 82.2
@ Reprodlkc(t?)n affer 56 days @ N
Mean no&f juvesiles pesample> o~ 29.2 27.9 95.7
Stindapddeviation QO 7.6 7.30
Caefficient of varationg, <& 26.0 26.1
Juveniles per syféving adult " 33.5 32.1 95.8

Fo 8 8
2
Mortali@ @@ @© §9 9
No mg@@lity W3S ob rvedr 28 days of exposure in the control vessel and a mortality of 2.5% was
obsetied inglie treament Vessel. This is not an adverse effect, since it is below the allowed maximum

m@tality@z 10% for @trols.

Effects on growth
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Total body wet weight of surviving adult worms, mean body wet weight and mean change in body _ .
weight of surviving adult worms in the treatment was slightly lower than in the control. But this i§yiot @6

o,

considered to be an adverse effect, but rather caused by biological variability o%w test systerr%\ v
@
. & N

Effects on reproduction

No statistically significant different values for the number of juveniles p@mple relativoto t
control were observed for the treatment. @, @& 5> \O\ @Q @
Therefore, based on statistical significance: g <

)

é‘%/
$

NOEC related to reproduction: > 600,000 dressed sgpds/ha (> 654&§®thiaclopri

LOEC related to reproduction: > 600,000 dressedsseeds/ha (> 6@ thaaelopri@/ha
p PRGN
Conclusion: N &9° é@j O %@J @6 N
@ A NS Q
Overall, based on the biological and statistical si cané%f thé@?fect@bserved ongrowt %d &’
reproduction, it is concluded, that the NOEC foi<this @y is %600,0% dre sq&ls/ha §
S N S

(corresponding to 654 g thiacloprid/h N @ A Y Q O

SRS
3 % @
S RS & &
CP 10.4.1.2 Earthworms fi@ st%dies o O @Q o ©© @Q \‘”\9
Not required as no risk to eaorm Y%QV 'd@ft'f § @ @ 6 @© N
L &amenlle & @ @ @
R N
N
9 O AN 9
N I A o
%@"@@6\@%%\@
Y P
SIS A
©© ©\ & . @ & § N
N @@ &© O K @%\9 @6 o @
9 D > 2o
N S @ © o &\
A K SR SFCIRC
Q Q
§ s < S @ & @
Sy § & o O
@ O & .9 © O @
S NS K @@@ @
3 S @ %
%o N % @ @§ ~
S X & 9
° &
s 5 & &S
@ Q Q & ©@
N
&g
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CP 10.4.2

Table CP 10.4.2- 1: Endpoints used in risk assessment

Effects on non-target soil meso- and macrofauna (other than earthwo

r@&) @@

@

Test substance Test species Endpoint @
>615.8 /h @
. . ga.s./ha
Folsomia candida NOEC
a> a)
Thiacloprid £ 20821 mgas. /k%dws
FS 400 H . leife NOEC V@ >5561.2 s/ha
lypoaspis aculeifer N 2>7415m Jkg dws d)
<}
Folsomia candida N@ IOI\nng.mégﬁ dws@
Thiacloprid-amide T % \5}@3 h %m S
Hypoaspis aculeifer @No&é@ é’ 10 nfé;xﬂp.m dws @ @—3643%0-01—1 o
o 9 K & | Okca¥an.
B
. @ N . Q ®
Folsomia candigla O%g 24000 mg p.m@%g d
i i Q AN -043981 01 1
Thiacloprid o SRS W @@ D
1 1 Cq
sulfonic acid Samp 5 S @y o & @ ﬁ 201 1)
Hypo@ acyléifer @QOE§ X100 n@ﬁ).m./ dws@©> M-420081-01-1
S S @ ¢ OKCA 8.4.2.1/5
s T o |
. é& S @ @ NN d (2012)
Eofsomia candidg” | NOECE 10 mghg de A M-432536-01-1
Thiacloprid- S & d @ O N & | KCAB42.1/7
descyano S N O Q é& &\ | 2D
& H&poaspz§uzeg@ NOEC < 2 190 mg p.m./kg divs M-419836-01-1
S N 9 v & K KCA 8.4.2.1/6
dws = dry wei il; = active substance; = pute metabolite L
Bold values: eﬁfmt@sed 6risk absbssmbat @%ﬁ Qb ©§ @
¥ calculated fig a soil dg@{h of 5¢m an@ soil %sny 0%%5 g/en@Ry @ @}7\7
QD & & & S
Risk aﬂs*fssment er @hep n@l target so@fnes&@nd n%icrofg@na (other than earthworms)
N

Ecotox1colog1cal§9ndps an
organisms are@lmm@)

TER = I\@C / PECuoi_
N

The\ rigk is conside&ﬁac

\

S

Q
&

N

Q
aluefsg?sjed or TE@alculatlons for soil non-target macro-

w "[@R Va@s WeTE calcttfated using the equation:

&
the ﬁ{ i

@;’@

@
N
@

@)

&
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Table CP 10.4.2- 2: TER calculations for other non-target soil meso- and macrofauna

°
. Endpoint PECsoil,max .@
C d S ’ TER
ompoun pecies (mg/k] (mg/ke] LT &Qgger %
\) ¥
Maize @U &@ &\Q
Thiacloprid Folsomia candida | NOEC >0.821 0147 ] =56 SRS
FS 400 Hypoaspis aculeifer | NOEC > 7415 0.412?4@ﬁ > SOQQ .95 f\\f
) ) ) Folsomia candida | NOEC W @65 6@ D 5@
Thiacloprid-amide - - @) N
Hypoaspis aculeifer | NOEC <= 10 Q07165 @%Oﬁ@ r\@ @ q
Thiacloprid | Folsomia candida | NOEC 821000 £ 0039 [Z25641 | &5 @
sulfonic acid | Hypoaspis aculeifer | NOEC Qg@? > 100 N @39 R =794 Y
Thiacloprid- | Folsomia candida | NOEG_ ¢)10 & «:o@.mgf@’ ESHENEES
descyano Hypoaspis aculeifer NOE® @> 104 0. Qé@’ @’> 1330 % 5. .
% N (f@’ @ ©O &T

All TER values calculated with the wors cangECso@ax Va.kL@s e % thgtrlgg% alug of 5
indicating that no unacceptable adver@ eff&@ts on gﬂ m@)-or 1sms@e @ex@d fro@ the

intended use of the product. & § @Q S %@9
% @ 6 § O .0 L

¥ S SRS

: @ .. % o P Q S A

CP 10.4.2.1 Species lev&ﬁtestmg S S @ g Q

s oo Yoo

.9 O N @ %
Report: L] : 201@%{@&2494-01“-% N

Title: aclo FS#400 G dressed

sdd (vari@y ‘Difigent’)Snfluence on the
eproductlon§h mbo@pem %iF

015@11a candida tested in artificial soil with 5 %

% O e & U
Report No.: @Q -CO&L 7740 O S Y O
Document No > R362494-01-10° ¢ O >
Guidelines: @ASO 14267 ); (ﬁulﬁl\t@e re mendaltio the new OECD 232 guideline S
‘o % R?at 1nsge§ d «@% peat in éhe arh@f@al s&@vas tested
GLP/GEP: y
N v , O
RS é’ @ o O X
Q> \© &
Material and ods% @5\9 %@’ @@
; <
Test item: Thl@gzlopr @G S;@émﬁc@m N&: 102600021815; Density: 1.176 g/mL; Analysed

/

content a.s.: 389.3 g (@ ) \ é’@ &
Dressed pigize seeds W@%h the &y 1tel@§@1 of thyacloprid (analysed) 54.48 g/Unit (one unit
consistsof 50 000 € see Kgree (@dk@ 109.0%)

Thirty Collembolat%il 125fays @i@ pe@ph \(5 replicates) were exposed to control (1 undressed
maize seed/ves and 1 mal@@geed@esse dwith Thiacloprid FS 400 G/vessel (PET wide mouth
bottles volu g 715 &ﬁ covered with perforated plastic lids, surface 177 cm2),
correspond 53?4 97 m /ha (6@ g a.s/ha).

Test con 1ﬁ01§b soﬂh 5% peat, 18 —22°C, 400 — 800 - 16h light : 8h dark. During the
study,@y w@ feda&)lth i{,\, tahulated dry yeast.

Mo@iity and repr@cti ere determined after 28 days.

The validg@ty criteria of the test according to the guideline were fulfilled (mortality of the adults, mean
rate o roduction of juveniles and the coefficient of variation of reproduction in the control).
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Results:

In the control group 4.7% of the adult Collembola died which is within the tolerated range of < %§j @j
mortality recommended by the guideline. In the treatment group the mortality ratg was 14%. @® S
Concerning the number of juveniles statistical analysis (Pairwise Mann- Whit@ U-Test T-tést, ong>
sided-smaller, o = 0.05) reveals no significant difference between the control and the trea@ﬂent@up %

Table CP 10.4.2.1- 1: Effects of Thiacloprid FS 400 on mortaity and reprod@ﬁon of Falsg@;a candida &

@, @
Test item Thiacloprid FS 400 & dressed ma@ seeds (varlgy ‘Dn@nt’)v\g S
Test object &  Folsomia &andida R Q @ @
Exposure @ Artificial Soil &© @
Adult mortality Mean numbgj=of Q %Boduc
(%) jupgnile Oy f coﬂ@eol)
Control 47 5N |52 46 o £ 850 (

Treatment* 14 ¥ dq @401 ey bw 207" fﬁ ns e
NOECreproduction: W\?ﬁ °\U© \ \§64 ke IQ‘A a 615\‘8 a) @
LOECreproductlon S Q@ 56 4{§7 ke /ha 5. 8 a.s. h

G ©

The calculations were performed with un de \%lues% N @
X
n.s. = statistically not significant (Palrw& %Whﬁé@y U- ;& t T-te@one- égd—sﬁr, 05%

* =564.972 kernel/ha (615.8 g a.s. /h >
9 9
& & T e

Dy
@@
7
%
.
(0%

Conclusions:

v
NOECieproduction: = 564.972 emel@ (coéﬁpon@g to 645.8 g a . /l@ \@ ©
LOEC:eproduction: > 564.972, err%/ha (c@esp@mggMS &g as.
N

& @ @

gg«
9k .

@@@\ @é&é\

@ @
Report: @ ?010 362080010
Title: @© 1aclo@1d FS @DO Gl @taht re%ducﬁon on the soil mite species
p0§§pls a elfer%asted %\@mﬁc oil with 5 % peat

Report No 2 KRA-HR- @ @’

Docum@o.: %621@1 1

Guidelinés: from Oc@r 03\808 OY%C 1delme for the Testing of Chemicals -
§$red§mry as eol elfer) reproduction test in soil; yes, 40 g
& drypweig tlﬁ%l soﬂs:gg test vessel re used

GLP/GEP: @@ ROl @ @

Material and methods: NS % & %@

Test itetn? Thiacloprid FS 40 @emﬁc{@nl@ 102000021815; Density: 1.176 g/mL; Analysed
content: 389.3 g/L«@{% 19%3w/w). 0 &

Dreﬁed maize seeds w1t@‘[he t@ ite Qmm@ of thiacloprid (analysed) 50.61 g/Unit (one unit
consists of 50 @O maize se ; Degree oﬁ@)adlng. 101.2%.

Ten adult, 1liz@>fe Hy&?ﬁpiulezfer per replicate (8 control replicates and 8 treatment
rephcate@%ere&pose@to e@ol (untreated maize seeds) and treatment (dressed maize seeds). In
each t&?\/esO % t artificial soil were weighed in. One maize seed was put in the middle
of egh test @essel and coyered with 20 g dry weight artificial soil. The soil surface covered an area of
19<6 cmz&e Hypoaspz§culezfer were of a uniform age not differing more than three days (28 days
after s‘@@ of egg laying). During the test, they were fed with cheese mites bred on brewer’s yeast.
During the study a temperature of 20 + 2 °C and light regime of 400 — 800 Lux, 16 h light : 8 h dark
was applied. The artificial soil was prepared according to the guideline with the following constituents




2 . Page 125 of 130
A
BA‘E’ER Bayer CropScience 2014-09-26

Document MCP: Section 10 Ecotoxicological studies
Thiacloprid FS 400 (400 g/L)

(percentage distribution on dry weight basis): 74.8% fine quartz sand, 5% Sphagnum peat, air drie

and finely ground, 20% Kaolin clay and approximately 0.2% Calcium carbonate (CaCOs). . ©©
After a period of 14 days, the surviving adults and the living juveniles were exttacted by apply@ v
temperature gradient using a MacFadyen-apparatus. Extracted mites were coll@d in a fixi @éoh&@l
(20% ethylene glycol, 80% deionised water; 2 g detergent/L fixing solution Were added). éll

Hypoaspis aculeifer were counted under a binocular. % . @ \25@
@ & \v\g\ REES
N
Results: X @Qé@ @© § é\g@ ©§@
R
Mortality & $ Q) R @© @Q}
In the control group 1.3% of the adult Hypoaspzezfer died W%Ch elov@le allowed axm@&n
of <20% mortality. A LCso cannot be calculated di 1s consi N d toxbe > 5402 Ogs dressed mai&®
seeds/ha R S N
: S Ny B @

@ @Q (S @g @% %

Reproduction ‘&% "\ % § @

X
Concerning the number of juveniles st@%tlcmnalys@}&ud@ent tt on&%lde all%ﬁx = (ﬁ
>
revealed no significant difference b engo trol@qd tre@nen‘r@ @ § %
Therefore the No-Observed-EffectiConcefitration tNQEC) fo@@pro wtion @Q 41%dressed
maize seeds/ha. The Lowest- Ol@erve @fect nce th%’@DOE for@r Léf)on is>5 102 041
dressed maize seeds/ha. An ECyo cotild no%@ caleufdted and is QJ IS 1de@5§d to be> 5 @ 041 dressed

R
maize seeds/ha. & §) @& Q @

ZIRS)
Table CP 10.4.2.1- 2: Effécts of T 1acloprf@ FS @ on tallt@ﬁd reﬁmdu@n 0@paaspts aculeifer
Test item 2 @ %@ ~ @Q Thmclop@FS 400 G N

Test object N @ S ypoaspis acufeifer
Exposure\ N O < ©§ A@g@GUakSml @

©\ o mgrtality & M&zﬁl number of j eni@%er Reproduction
R S |a (Adiits), T | weest vessel + standard dev. (% of control)
Confrol @& 1.3 . 3660 O+ %6 7
Trcatment 25 & O 87.1 v @215V 105.8
@ @U ) < o @ v, . © Reproduction
Q> NQEC (ditssed maize seeds/hak AN >5102 041
" LOEC @ressed thaize @ds/ha@ Sy > 5102 041

No statistical s%nﬁcan@%tu@ tte;@ne sgied sm@k:r a Q@ 05)
(G .
@ \ \ \
Conclusio%? @© Q\ %?Q @g@ @@
NI?) %
NOEC: @ 102 041 Q@sed fidize seeds/h@ ©\
N

LOEC: > 5 102 O4®‘e‘j§‘ﬂal eeds@

Considering an active s anc@@onte af 1 § mg/seed 5 102 041 dressed maize seeds/ha correspond

to 5561.2 g a.i.@a. A SN @ Q
S &
CP 10. 4@2 I@ghe@er @tmg
No hlgﬁ‘ tle@ r@yas “@formed or required.
> & S
N

&S
&
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CP 10.5 Effects on soil nitrogen transformation
Table CP 10.5- 1: Endpoints used in risk assessment
Test substance Test species Endpoint 6
N
Thiacloprid No >2.13 mg prod./kg dws :
FS 400 influence £ >0.74 mg a%/kg dws X @59/1
© & &
. . No
) SRV E z
Thiacloprid 1nﬂue&nczv > 2.57@ .s./kg dws % M§102§@1 d
9 © 20080
. . . Nitrogen transformation, 0 o S &
Thiacloprid-amide 234 @uence \36 l@gﬂ(g dw® 5 M-301378-Q451
5 @@ﬂ @y \}
. . . Xy S 08)
Tl suoni T s Samaidans® |
O S
Thiacloprid- SN o &6 L7 éﬁ
descyano Z % [ influgnce " i@mg/ kg dws
~ S O @
dws = dry weight soil; a.s. = active suistance; @®m. = pure meﬁbolit& > @© $
Bold values: endpoints used for risk@seSS@fnt © @@ S &© ©© @@
@ > N SN
Risk assessment for Soil Ni&ge ﬁan@rma{ion s &@ .9 S}
(N g S 2
Q N @ AN N
A e
Table CP 10.5- 2: Risk gssessz;;@% for %11 mic ri%@@mso Q & . . @
QS @ o Endpoifid | PECsi,max | Refinement
Compo@d A O Species '{@@ %@[mg/kg] 1@ [mg/kg] required
Thiaclo@) FS}@Q S Soil mjm-org@%ﬁms D >4 0.147 No
Tl@\%lop;@s @) SRoil %jg)ro-c)@g%{nis%@ 2.57g, 0.147 No
Thiggloprid-amide D Soilmicrgprganishs | > 0.165 No
Thiacl/g&@%d sulfonic a;:@{Na s/(@ @1{1 micro-org@ms g 0.039 No
ﬁiacloprid-dmyangf\ 7 & Soil@i@:ro-éﬁganispls N>5 0.073 No
X 5
S @
According to current régulat req@@mengs he rigk is céirsidered acceptable if the effect on nitrogen

mineralisati@t thconé%nd{d@ppli&@o

NS

Deviati rom the co@grol di
tested co centration@y

the Q%pective compone

uses.

hi
<
N N

ot eXeeed
s

dica

&
S

@ &

N

n @%Q of&compound/product is < 25% after 100 days.

@
threshold level of 25% at 28 days after application. The
farexceeded thaximﬁl predicted environmental concentrations in soil of
% €3 accble risk to soil micro-organisms for the intended
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Report: I 00 3; M-469324-01-1 .
Title: Thiacloprid FS 400 G: Effects on the activity of soil microflora (nitrogen transform@n @@
test) S
Report No.: 13 10 48 054 N S @® v
Document No.: M-469324-01-1 o O
Guidelines: OECD 216; adopted January 21, 2000, OECD Guideline fGF the Testing.of N
Chemicals, Soil Microorganisms: Nitrogen Transformae%)n none o § &)
GLP/GEP: yes 0 N é\a
@ Y S O @
V O Q S
- N T &8
Objective: & 69 Q @
The purpose of this study was to determine the of the test 1 he a@%&dt soil 1crot@$a
with regard to nitrogen transformation in a labor ry test. T st Was e @med@& accm:\dance@lth
~

OECD guideline 216 (2000) by measuring théﬁutm@% turnover. &% S

v

o & @’ g .
% @ @ Q @ Q @ SN

Material and methods: @

Test item: Thiacloprid FS 400 G; Ba D 1 0 g%s 62 §gec1ﬁ@t10n

No.: 102000022825 - 01; Material Q@ 79@887&%m§(2§@3 1 , 34696 wiw.

A loamy sand soil (DIN 4220) waQex 6sed fof 28 dagg’to (. an(k@B est @Yn/kg %11 dry
weight. Application rates wergequivalent to 0. 7 afidt' 1. 3&@tes@ﬁha r@‘oge ransformation
was determined in soil enrlc%d with lucern, meai (congentratiéa in s& 0 5%@ N}%mtrogen NO:s-
and NO;-nitrogen were de@@rmm@ by @A alyier at dl®fferentg§9 p]k@ interydls (0, 7, 14 and 28
d fter treat t).

ays after treatment) “ @ & @ @

Findings: @ K @’ S @@w & &\

S S Q @ § @
Validity criteria; @ @ \ N §9 @
The coefficien t@of f?tlon@n the @ﬂtrol @ (OF} @we axindgin 4.2% and thus fulfilled the
demanded ran e (3% o\@ @@ S) %@

% (S @ ©
Refere@@test § @7 . @Q § ©\
In a separate study@e ref r%nce &m Di@@erb\&%used& stlrn@tlon of nitrogen transformation of
+33.7% and +42 o at and%}OO m@Dmo@rh p%}kg soil dry weight, respectively,
determined 2@2 days a@ th@@ \@\ O ©© @j@
N

Biological wﬁndmgs @ ,%Q @g@ @©

No advedS¥ effects of t@clo@% FS 460 G@i nitz %en transformation in soil could be observed at
both test concentratt@as (0, %& mg/kg dry seil ang@ 13 mg/kg dry soil) during the 28-day experiment.
lefgrences from the congfdl of&] 3°/QVere asured for both test concentrations at the end of the
28-day 1ncubat@kper10d (tlmg@l’nterv@ 14
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Table CP 10.5- 3: Effects on nitrogen transformation in soil after treatment with Thiacloprid FS 400 G

no
. Applications rates < @V
Time . .
Interval [Thiacloprid OD 240 G] NG
(days) Control 0.43 mg test item/kg soil dry weight | 2.13 est item/k @ifdl@eight
Y equivalent to 0.27 L test item/ha eq@valent to 1.35 & test it¢m/ha
. . % difference . & [ difference
ND _ND -NV
Nitrate-N Nitrate-N _to control % Nitrate N @) £ to c@%ol
0-7 391 |+ ] 026 [ 380 [ + [ 013 (29 b8g2 | + I 0.21\ A" @
7-14 148 | + ] 024 [ 160 | + | 034 +8.07 Q175 | @ 039 %—18.0}‘&
14-28 069 | =] 016 [ 080 | + [ 0.068] +163°%] 080 | & | @21 |[a+163™
The calculations were performed with unrounded values %‘ o & @
b Rate: Nitrate-N in mg/kg soil dry weight/time interval/day, of 3 replicates an stan@ devidfipn S @&
n.s. = No statistically significant difference to the control (Stud@itest for hom eous, V\a ncesé}é-si ed, RSQOS)&@ @
S @@Q %Q &% 2, @6 °\ %
Conclusion: S @@ Q@ ©@’ (e %
Thiacloprid FS 400 G caused no adverse?&f%ctswlff rénce t@ontro%% 25%E%]') 216) @hll
nitrogen transformation (measured as -N«groduc@n) athe en&f t °§8 d cu on pEP
The study was performed in a field at con ent@wnsﬂ@% to 2@ t it @ 5011 Wthh are
equivalent to application rates up @1 35 1West ite 1t§n/h%a d eq@wale&@o 0@ g@ kg d%/s
o X T § G D F &
RS 2 e
CP 10.6 Effects ogjterr@rlal@%n t@et hl@her plant@ @ \25@
R
Risk assessment for Terrestri N0<%-Tar$l Pl@ N
In the case of a seed @étme@w expdsure (@non target t&%estna@)lan@m th%ﬁroduct and its active

ingredient(s) is no

@be %pecteQ het&ore, notis

specific study isavaila [©in wihich the%”ro udt was‘“ehrectl pra @”ﬁo ts (KCP 10.6.2/1).
QEin v s plan

essn@nt will be performed. However, a

S @@ © O % @ S o
Y
CP 10.6. 1@ Su mary yof s@eemgg da& @’ @@ K
No scr@ng data is aéﬁllabl%@ . @Q v, . O
R SO & %\
~N

CP 10.6.2 Eystl -target plm;l S

@“@ o
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%qff&ostudy was to evaluate the effect of Thiacloprid FS 400 on the vegetative
plant spec@ representing a broad range of dicotyledonous and monocotyledonous plant
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Material and methods:

s
Test item: Thiacloprid FS 400; Sample description: TOX 08522-00; Master recipe 1D: 0099769-\§12 ; @§
Batch-ID: 2009-000968; Material No.: 79722931; Specification No.: 102000023815 Analys@ S
content: 35.0% w/w (414.4 g/L). @J@ LR

A total of ten species were tested in this vegetative vigour study including%ven dicotyl@noqﬁd S
three monocotyledonous species representing eight plant f@gnilies. The féﬁﬁowing speqiﬂ%s wer"e@este@é\”
Beta vulgaris, Brassica napus, Cucumis sativus, Fagopy%m esculent Glycine W@@, La@ca s&g@a, S
Lycopersicon esculentum, Allium cepa, Avena sativa d Zea mays, S) é\g @Q ©
Plants were grown in pots and each pot (= replicate%ontained 4 plants. There were 2&plants per test®
group, i.e. 5 replicates. At the 2-4 leaf stage plan@j@/ere treated\with tH&test iteh ifig a laBprato

track sprayer. The test item was applied at a rg&e of Z@g pr@t/h@orr&sﬁ@fmd' to IQ%’g a.sﬁ
nominal) and a volume rate of 200 L water/h&Co 181 po@f}were@%ate With d@@nis@ Wate%nly. .
Pots were grown and maintained under gla%hogs@on{@éns with a t%mpera@re confrbl s@ 23 @

8°C during day and 18 + 8°C at night wéiﬁ”a lé\h\pho eriody ). S) o §
Survival and phytotoxicity were reco@d 7,@3@b anda séfter@ a %

i

A
licafien essthents Were
made against the water treated con{@s. Tb%studgé%as t in&g@? 21 @s afterrapplicdt

@

X
sS
on9
Pargmgters measpred were surviv‘@ Vis%al phy@gtoxic@z, pr.ow@ stag@@r}d s@t drgz\ﬁ”.leight.
Statistical analysis of shoot dry@veightdata was pegﬁmed us:@the P@Wl%@danKWhltney-U-
Test (one sided smaller; p <4.| S)K > @@ « S &@ 9 & Q
N
v o & &7 N
Results: S % % ©§ @ @QR e Y §
. LN .

This study can be co@x}ﬂered@r@ali @%he @ﬂidit§§ter&ﬁ> of 90% sul@wal t@ughout the study
period in the untre@ﬁ co;&trolsb achieved for=all ies, @ @
A summary of t@md&g fm@\a singﬁxé ag@?eatioh\of 28@ pro@%t/h&orresponding to 100 g
a.s./ha nomin hi@prid@ S 40&& E&@Ie 1 %él’ant Speciestested @i)s%given in the following table:

®)
Table CP 1%- 1: Su@maryg%’f effeégs on %1 pla&pecie@gter @geatmg@?with Thiacloprid FS 400
o o~y

. O X urvival * O : Shoot Dry Weight *#*

A5 species, @ &) § infiibitio)" | Fhtotofitity** (% inyhibitiﬁn)
Dicotyledonae L S RN
Beta vulgaris @»\)] &K@ X 0 w\\@ O 0 11.0
Brassica napus (NQ N @)@ A (\\k op 0 (12.3)
Cucumis sativ@®d < A IS i 0 (5.1)
Fagopyrumesculentum © D R0 @%‘/)) @U 0-A 7.3
Glycine i@y’ & N @ Oa N 0 53
Lactuca Sdtiva N O © 0 (16.6)
Lycopersicon esculeatiim [ @ @ 0 6.9
Mo%cotyledonae Q e X Q
Allium cepa ~ @)° & @D 0\ 0 (21.9)
Avena sativa ;N o &y ] 0 0 17.0
Zea mays & S 90 0 (28.4)
* surviva meaSiire of@\\e))ated@eéﬁnts that'survived at the end of the study and is expressed as an inhibition
compare@o thesirtreated con@
** see Tateriaf$and we ods«{or a description of the phytotoxicity rating
stk &ibit' oPor rec@tio@expressed on a per plant basis
() fgures@y parentheses indicate that there was an increase when compared to the untreated control
Bold fi s for shoot dry weight are statistically significant (Pairwise Mann-Whitney-U-test, one sided smaller;
p=0.0
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There was no effect of 286 g product/ha Thiacloprid FS 400 g/L on the survival of the ten species
tested. No symptoms of phytotoxicity were observed at test end in any of the species tested, exc ©©
Fagopyrum esculentum with slight stunting in one replicate pot. With regard to ghoot dry welg® Betd®’

vulgaris and Avena sativa were the most sensitive species exhibiting 1nh1b1t101@ f11% and @%), ©®
respectively. Only the reduction with Beta vulgaris was statistically mgmﬁca@’ & N
9O & 2
Conclusion: @, {N %\ R é\g
@ N @ @

Following a foliar application of Thiacloprid FS 400 g/L applied at @ g product@ﬂ@g()co %on@g to &
100 g a.s./ha nominal) to ten terrestrial plant species@ the 2 to 4 %f stage, 1o a@erse e s@ @
survival and shoot dry weight reaching or exceedifg the 50% effe eé@wer@ tal@ in 1@%15 N
vegetative vigour study.

- O R
CP10.64  Semi-field and field %s@é onn 011-@@rge ni ©©@ &
No additional studies were pe&me{% v @& &@ &@Q o @@ é%
@Q @& K% NN %

CP 10.7 Effects- QI@Pothe@ter@tn@rg@@sms@ﬂoraﬁd @a)@%
Please refer to KCP @b @ K o X \ é é& \@

S SEES N\
@ § Q@ > @© @@ & @
CP10.8 @m%@ng (1\ S N Y @ o
A > S
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