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CA8 ECOTOXICOLOGICAL STUDIES ON THE ACTIVE SUBSTANCE %% . Q @§ %@

INTRODUCTION @ @& @\z}g\ O @Q @

Thiacloprid is an insecticidal active substance and was included into Annex I of Directive 91/41 61@@ @ § X é

29" June 2004 (Directive 2004/99/EC), entry into force January 1%, 2005. & X Q § &

This Supplemental Dossier contains only summaries of studies, whic not available at % tin@ @ S

the first Annex I inclusion of thiacloprid and were, therefore, not eval ed during the f'@EU re%iew \ %, S

of this compound. In order to facilitate discrimination between n%and inf@?m’on &@mitt@d‘ﬁ@ring % @6 R

the first Annex I inclusion process, the old information is written @)grey 1fors. Allsmdies, shich QX 03 %

were already submitted by Bayer CropScience for the first Ar%( linc n, ar tainedyjt the @ Q @7 &

Monograph and its Addenda and are included in the Baseli siergrovidedsyy Bayeg CropScighge. § @

These old studies are not summarized again. For all new stidies (gehﬂed sun@\aries %rovide%gw th N éﬁ §

this Supplemental Dossier. Studies which will be used Qe risgxa%essn@% re an( d in giﬁ@lbles R

in bold. N LS X §J @ @ o
& N N N S

According to the guidance of EFSA on the “Subm@ion 0 cientiﬁ%eer—re@ved [ iteratd for Q < °

the approval of pesticide active substances und@Regula?t\ig)n (ECYRo 110@09 (E Jou 201 1,@

9 (2), 2092), literature for the active substan%@nd it‘%ﬁgetab%s need toBe presduted, c g tl

last 10 years prior to the submission of this Wnnex renewal@ sier. Iq case w@@rp reliabfe and N &)

adequate literature is found for thiaclopiid)and itstaboli@duri is literature search, sumfafies @ y\’@
are integrated in the respective sectioffsof this%)cument‘ & @% @
S Y .0 S

9,

Due to changes in triggers for me@‘%ﬂolites @§e fu assessed as we@s due;g%w stuffids on &\
route of degradation in variou: iron§ental €O, rtme§> dditionat metakdjites ;gé)roposed

be included in the residue defipifion fgifhe riskasséssmuyy (see Jable 8-}){@cordi y, studfes have @
been prepared to describe (g ecotologic&&proﬁlgif these mgtabolitg% the réte¥ant @ t§
environmental compa. S ) Q (o8 @ §
SEFS S @
N . N
Table CA 8-1: Deﬁnl@n of the residuefor risk fs@smen % b\ @ @ @
i T risk Sy

N INGN
Compartme%\ @U ue Definjtion for Risk As@ment Q)
Soil Thiacloprid, Fhiaclopridamide, Thiacloprid s§{onic aeid, Thiacloprid des-fyano
Groundwater Thiacloprid@clopri&amide, @clopgid@fonic%a Thia%l@,prid desse¥ano,
Thiaclopri fonicacid ami iacloptid thiadiafje
Surface water Thiaclopg) Thiackapyid amidey Thiac d sulfoiis acid, Fhiacloprighdes-cyano

Sediment Thiacjaprid, Thjaciprid amide, Thiaglgprid sylfomic acig=Thiaclopgddes-cyano
Air Thigeloprid o> O N, ~

*Justification for the residtie definition for@k%sse%@nt is pr@ed in @ Sec(.@f@oint CA74.1.

In addition, a @ metabolites, @ﬁﬂch c@ins th@btruct@s, the s?%qonyms and code numbers

attributed to the dompound thia@rid, i xes nte%n Documeiit N3 @is dossier.

@ N
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CA 8.1 Effects on birds and other terrestrial vertebrates %% b\©® . § %@
& & &S G @

CA8.1.1 Effects on Birds @Q @ S é\g S

Studies on bobwhite quail and mallard ducks have been conducted with th@lve substance &
thiacloprid and were evaluated and accepted during the Annex I inclusig -% @°

0K N L@

Table CA 8.1- 1: Endpoints used in risk assessment and additional stu&ies for thi@g}loprid é@' Q

> @ 00 69(%1
N @ &

Sy ag &
@ &y %Y MOOG%ZOZZ
@Q SR S S

Test substance Test species Endpoid) (] Refj ce &(OF
%G EN N
Acute, oral ©J

R
Gallus a.lomesticus LDQ @ 2000 n@ s./ kg @ @@ N
(Chicken) o R ©©> S
Acute, oral § S ﬁ «@j N @)
Serinus canaria LD g a.sdkg bw &)
(Songbird) ¢ ~ @@ @§ kg ©

QA
Acute, oral @memc méan ofig| @
birds & >0 @ 31 1'S§ s/ X Q abovi studies - @
N

g T ES ] B
Gy | U
s e, St e 0
ic %@’@ /@% @\ 04 M-0007 2.2
(ORI N q
&Q MRS < ) ? MQ02099-01-1
Ne VLI ) ~

G
@ N @ @ Calculated “acute
R @50/10”- endpoint is
Acuf@LDsy/ @ ﬁ/lo Q 34,1 g as/k@w higher than
@ o

@ (&) Q}?reproductlve endpoint
¥ Conversions based on the reﬁ@tive mearobd cm@mn anx\}m body w%gbl (see s?[g@&geporls %accordmg to

SANCO0/4145/2000, final and see¢ below “selection o points’ Q
lean bOdé%E ght (see@@dy repon@i according to

® conversions based on tl spective mean food consuthption
SANCO/4145/2000) R
9 see KCA 8.1.1.3/04@7 . &) Q @ @ N

CA811<1\ Acute oral toxieity t()@@%s o\@ Q @

For studies already evaluated,during the firs E@rewe@})f thiaéloprid, please refer to corresponding

section in the Monogra& dden%and g studl@@ the bé%me dossier provided by Bayer

CropScience.
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In addition, acute toxicity studies on chicken and canary have been performed as data requirements % . § § %)
outside Europe and have not been evaluated during the Annex I inclusion of thlac@'ld These studlé&’ %\ N &
are summarized below. V @ <G Q\ @ &@
N R 2 o & .0
@ & o0 R O &
I . o5 i-000762-02-2 R\ Q o S & (@) &@
o R O
D N ) © @
M-000762-02-2 % % @6@’ "> %@’ 6\ \% @
QLY X @% “ @Q AN
R O @ é & °
R TR @Q S & & @
& o N

10 Jap )
M-000769-01-1 @ & @Kﬂ Q\ @b ©®® @Q \%
¥ & LS B0
@ > d & K SN
e O A & S AN L9
Y QN L9

S &
Report: [ &  2004; 1@0746§ N S v,
Title: Thiacloprid teg]&ng a.s. A@ oral t@clty of @: ((&s gallu@omest@s) @
Report No.: BAR/LD 054@ S S @) é& S

Document No.: M-107468- NS § X
Guidelines: U.S. EPAcologicil Effects Te3f Gm@es, OPPTS 85 AviafdDietar @
ToxicityJest (ApED) 1996); QECD giifdeline 264 for t &m of chﬁ@als @gaa
g

3;%#%%;0;&? Tlfzt%? 1ll 19%), MAFF“(QK) \(:;9% g ent§ s oy

GLP/GEP: ye! @ % K . @ @ @ @

Materials and hods: %@ % b\ © @ 6@’%
m% ?&9 \

Female chlckeﬁﬁere orally dose@zlth thl@)prld a.s. (batc ; PF 9@%077 Rox Ng) - 68477- 00)
by a single oral admmlstratlo elati %apsule smgl used Sult fe ale chlcl@ 10 birds
per treatment level (control, 000 and 200Q:1hg a.s. kg bw g wa by a subsequent
observation period of 14 d. @e b1r ere o edo hav10i§@1 impagts and e@s on food
consumption and body wgights. 10na1 roSss chan ere ined by

necropsies. Body we as méggured y -1, %l@y +7 d on da 4 (te ermlnatlon)
S T R
L 4+ 9 @
Findings N) @ o %",
Acute oral toxlé@;f thiacloprid’teghnical t Q;was observed a ows: One bird at 2000
mg/kg bw showed lasting ch@ffect arrho@@a macidfion, patalysis and apathy) and was
d

sacrificedq day 9. Correlated to the foo&onsmﬁ@n an y weight were reduced. Birds in
all dosed groups showed signs of intox catlo@e trergpy, apathy, ptosis, diarrhoea, soft excrement or

discoordinated moveme, the gax of ap tlonﬁcept fo@larrhoea and soft excrements none of
the other symptoms p, ted he da&Pf dosiriy, All S@/iving birds were free of clinical

symptoms on day 1 @)@ §9 Q
@ N
& 8 @ S
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Test substance Thiacloprid (tech.) % @ @ @
Test object Chicken, fe@e N N &
LDso [mg a.s./kg bw] > 20085 @ é}” A @ @
Lowest lethal dose (LLD) [mg as/kg bw] 2000 (1 b\i\?d) Q) @ § éﬁ é
© %
Conclusion: %@& Q& &© Q ®© é&
The LDsy was determined to be > 2000 mg a.s./kg bw. Q'?Q} N @@) Q & - @&
@ N & N L O
AU s
Report; I S o % gy & &F O o & .
Title: Toxicity of thiacloprid technical during an e oral L&Wlth t@cana rmus @ @ @j @&
canaria) i’\? @
Report No.: EBYRN025 & \ \ NN X §
Document No.: M-495103-01-1 S Q" N é\’ ®
Guidelines: EU Directive 91/414/EEC, Regula@(ECK 1107@9 0 850 z&go < @
GLP/GEP: O @ ©
Q ®\ S &S W
2 @ @ S O 9O L S
Objective: @ Q7 &L @ Q& @ @@) %
Aim of this acute oral toxicity study was to g\ﬁﬁnme t%LDso@hlaclopr@o can&y (Serifdis & @)
canaria). (i% < @é& (%od A N A &) 2
9 © @© N § < &
Material and methods: S § @ §

Test Item: YRC2894 (Thiaclopri
111988-49-9; Analysed content;

R
1589, ich%@ Batch g?de: Q@ F158%14-02-(%§3AS NQ o\®
°8%. S Q@ N O
Adult canaries were orally d with clopﬁ@%@d ofhbody W&ght at gi(@eve &6@0 (contq
7.5, 15, 30, and 60 mg a.s./Kgbodyweight (bW&The psules ware conﬁ%e for th&dnalysjs
thiacloprid in each trea@ levela¥én blr@er dos@ﬁgel (v @ales #xd five f@ales) %\
randomized by body weight intdgach tredgent leyel on experitnental Day -1. @ls were@psule o@ed
on Day 0 and subge@ntly monitored for 14 days.All fe d%d wa@vere pr@ded a@zbztum@u

body weights wepmeasured on exp@hentai@ay 1, ,and Day 14. @ed com@nptlon\
measurementségéhmcal observa@ns occu@ daily. @%

N NS \ %
Results: § & < \q;\ 6&’ K @
Analytical findings: © @ § g % & N
The nominal amounts of@laclopéi@n the @sules,wg@ 0 (co@ol) 0. 063) 0.181 @361 0.704, and

1.433 mg. The mean sured anrount 1acl@%1 in the=Capsule re det@‘uned as Control (0),
0.086, 0.183, 0.348%635, and 1.360 m pre@ng a r%g ry rage of 90@ 101% of nominal.
)

Mortality & cli@ observation: °\@ Q @ ©\

The numberf bird moralities @g the s&bdy we@ontro@%, 3.%%{, 7.5 (1), 15(1), 30 (4), and 60
(8) mg a.s¥g bw. Due to significant lity ifrthe 30 andg0 m, /kg bw levels, these doses were
eliminated from further statistical analyses. O% T mor@f the f(&owing toxic symptoms were observed
in all treatment gro a (l mus coorﬂ@ation), I@o—reaetivity to stimuli (lethargy),
and/or immobility. I:@ let ects observed in t}@;ontrol group during the study. No
regurgitation occurr: the ey rol orArdatmeng groups. @erlty and prevalence of clinical
observations wer - de ent and pll blrd@covered by Day 2 from the observed symptoms and

o,
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were normal for the duration of the study with the exception of one bird from the 7.5 mg/kg bw level % . Q ) %)

which was found dead on Day 4. @ @&% %\ \"\ § @

Body weight & feed consumption: v Q @© § éﬁ é

Food consumption measurements were not significantly different from the ¢ 1 for any of thegthree é\ﬂ Q Q N

dose levels (3.8, 7.5, 15 mg a.s./kg bw). Individual body weight measure S (Day -1, Day 7% Day <© @

14) and changes in body weight (Day -1 to Day 7, Day 7 to 14) were n@lﬁcantly lowgr from th 9 @
control group for any of the three dose levels (3.8, 7.5, 15 mg a.s./kg bw)YHowever bocj@ ght change Qy 6\
for the Day -1 to Day 14 interval was significantly lower from the chgtrol gro@for theskdmg a s¥eg bw W R, @
dose level. For the Day -1 to Day 7 interval, all birds except one fefadle ﬁ*g{a@ﬁe confipt grou t 6@ o3

weight. (o] @ Q
‘”\% \ \ @ &% 9

Discussion: &

A
it ﬁ%% o
The 2 mortalities observed at the lowest dose level of 3 g/k appea@p t to the
. . . d%, efinitivergiudy, a& @ 9

dose-response: whilst 2 of 10 birds dosed with 3.8 m, n the 1rds§ @
dosed with 5 mg/kg bw in the first range finding stdes surv1ved this dose. @) @Q N
Furthermore, only one out of 10 birds died at 7. 5@5@ g bW 1tlve @ an mo y ©©> AN

occurred relatively late (day 4 after dosing).
Therefore the 2 mortalities in the lowest dosg group of 3. m W m not be treatment e@ed © &

It is noteworthy that the individual body %1 ghts o blrds d in t}@ tudy véfiRd conmderablg@th N ©
the lightest bird weighing 18.1 g and t];\ aviest 2 % @ X
For the Day -1 to Day 7 interval all birds exce e fe le from i con oup l Welght v §
loss amounted from 0.5 to 13.2% itthe con; grou 1s is a clear Sl lne@lhty 0 b1rd%) N

the test conditions (handling, st: 10n). &

The uncommon dose-respons the &;ﬂﬁcant@ of hoi @welght after ng t @ids st ngly
indicates that the test syste§%y stabl %n standard st;éd%&wnh Segnmon lagbgratory pds.

Accordingly the results ai low levels Wlthout%g,se-res e maggge less e gable §

Conclusion: @ v\’ @ © ‘27\7@

The acute oral L ?r thlacloprldt 1cal ary @ mg a.s./kg b@y we15% 6@723 to
52 mg a.s./kg weight). @ @
SO S o ‘& RN
CAS8.112 Sh dary toxicity g@vds S O
.1.1. ort-term ary toxicity rds %G @

No additional studies were perfo .
to the studies in the b@ idefl by Bayer Cr% ence,

oS N &9
\y\] M-00075501 &@@ @\@ Q@ §
@° S 9 o
@ -l é@ < @Q
LS Q
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M-001613-02-2 Q @ § é\’ é
@ & & RO &
S) R o & A © &
@ @ RO & @
99) N . \
KGN - I T G
LA S I S
SO O AR PG
I B (095: i-000757<02-1 Q%%ﬂ o & S @j @ .
M-000757-02-1 @ N @ &N QO O O é\a S
SRS & @ 3 o &
St & - S S E e
S > O OO s
R o O § © 9 O
Results from literature review @ . R @ @ $ @ @©> (&
The following literature data was identiﬁe@otentiﬁﬁ/ rel@t to this data poir%and hef@ has & @)
been included in this document. & @) N Q N . <) o
AR A RS
AN § o S LS
Report: '@10; M@Q&-O& % o\®
Title: @1 sub-a t iagggid toxicityin Gal@ &
Report No.: ) & N AN o @ @ N @
Document No.: M-43 SE -01-1 . N N N @ <
Guidelines: not @- icabl t applicable Qﬁx @, & §
GLP/GEP: Ry S QO O« g@& o @
N SOV
Executive sumnfagy R ) % @ @ (o
Wy - SEE SO SRS
The domestic Qen Gallus dgm@&icuso((@)formes: has@ﬁae)cw@ubjecﬁ@ rep te@oral
gavage with a 240 SC formul@of thl@%prid @ar up to@B cons&c?!ive d@g@ to stud‘;&t&e
histopathology. N) Q@ ~ Q@ ©
One and half year old layel@ domus wekdy robind hotised in pens at thgshayer House of the

Poultry Farm, , India.
N ~ ) Ny — -

Birds were acclimatizédfor ten @ys pri QL CO@CCm% providsd with standard feed and clean

water ad libitum pl&{mineral mixture,@nera&@) cidi%‘:@amp m hy loride and anti-stress

vitamins before t periment. N) @ R
0 240 SC, Thia&lo rid 21@&0) was commer@y oﬁﬁued from Bayer CropScience
nto 7 groups. Group I, I and

, “irty si&%irds w@ rand divide
s each) served gé\\contro@/ th n% aclop@ treatrﬁ@t, but stressed by administration

Limited,
I (with 4b1
of distilled water by catheter from a 2

glas€gyringe. Four gr @s IV, V, VI and VII (with 6 birds
each) were administered @r?lg/k o/day thi rid nded@%&rater and administered directly into
the proventriculus by eter wﬁ%@ mL, s syringe) in r@ea ed oral dose for 7, 14, 21 and 28 days
sacrificed ).

Post-mortem exanfinations f co groups (F-11I) was performed after sacrifice on day 0,
14 and 28; an xpe@ﬁal groups (IV]) on day 7, 14, 21 and 28 of treatment respectively.

s
& @ Iy °
¢ g v

&

respectively(or until. bird%kd or
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Post-mortem was performed immediately after death of any birds that died during the study. Post- % . )
mortem used a systemic approach (i.e. gross changes in organ size, shape and any/¥igible lesion Wer% N
noted) with any lesions recorded in detail. For histopathological examination, ti§gges from the liver@

Thiacloprid @ A Y ©®
N
&

Q@
@f/
7 Y

heart, kidney, brain, lung, intestine and ovaries were prepared. The histopathological studies su éﬁ é
that thiacloprid produced time dependent toxicosis in poultry birds, predomygantly with gross & é\ﬁ Q Q N
influences on the liver, lungs and intestine. No adverse effect on the ovar% 1st0arch1tectux@nd th% & & (@) @
the reproductive performance of G. domesticus was seen. o

P P QY N ) R 9 o

Material and methods 'S @@Q &

. ) %,

A. Material 7, < & % S
1. Test material % o @ \@ Q @ @ @j @&
Test item: Alanto 240 SC &if\? \\ N 6 &% . Q Ro §
Active substance(s): Thiacloprid ° A R
Adjuvant / Surfactant: - Y > @ o S ?&9@ v § S Q
Source of test item: % @7 § @ @
Lot/Batch number: - N AN NN @ @ @ %,

Purity: 21.7% % % > @Q ® ©@ RN
St ditions: -
2 Test solutions @ NI &

Vehicle/solvent: \@@

Source of vehicle/solvent:

Concentration of vehicle/solvent: N
3. Test organism(s) ° @ @to\a
Species: o @
Source of test species: & ~
_ | e — &
Age of test organisms at study @@mn &One c@) yeal@layer @
Holding conditions prior to te@ Provitied sfandafdJeed an%?lean wa@d lzbtt@@ plus nifgeral @
mixtge, Vimeral, cocc at am&%ﬁum hy@hlorl ad an @
@ stress vitamyj L
Acclimatisation: @ @ 10 days ior K %’ @ @
N SEERN)
N @ 1

B. Study design and @thods @
ent @

1. Test procedure /Xy é}ﬁ § Q@ \@j
Test system (s;%@%ype): @ »@al oralgavage tre&tm Ro @
Duration of study” %

i N
Treatments: Q\D thaclo 1 and cor@l (untm}ed) & %

Test concentrations @ 0 and g/kg/dRp @
Number of replicates: @ gr per tri ent du?&on

Individuals per replicate: Q est ar Ea%%ontrol @§
Test units (type and siz Q

e

Application / device / nozzles:

@athetewm @glass s@e mto@@ventriculus.
Water volume: @ mL l%: @ @
3. Observations aj : @ @ o %

o

Biological paraméters measured: 1ssue hi. logy
Ry % ntrol @ups (L ()n da: 0 14 and 28; Treatment Groups
Measurerfregt frequency: (] V- Vf&on day & 8 of treatment. Any other deaths

1mm tely
Statistical analyses: @ S - SN @

& é\
Results @ N @
Mw@ > Q
<
&% @ o

@ S
& & B
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No validity criteria were stated. %% R Q © %@
@ & SRS
@ @

A
Biological findings: @ @?}9 Q\
Liver: Thiacloprid (10 mg/kg/day), on repeated oral exposure, produced 51gn1ﬁcant gross chang@ @ @
the liver of the treated birds with enlargement, pallor or yellowish discolou, n. Marked are

haemorrhages, necrosis, congestion and fatty changes were also observec% e liver of all t d o & &

birds with severity depending on the number of treatment days. No a}@a alteration i the gross @@ Q Q 2 @

morphology of the liver was observed in the birds of the control group hanges in hls%tholag{cal Qy 6\ % N
A

architecture of the liver were observed after 14 days treatment corfiprising nfﬂ;i fatty @@nges % Ry @
congestion and degeneration of the hepatocytes. The severity of t@lesmns(ﬂcrea on. <507 o3 %
Microscopic changes showed large areas of vacuolation, fatty degener: , largg@yeas of TOSIS a@ Q @7 N
congested sinusoidal spaces after the 14™ and 28" days. Onswdgy 21, riagked de%gneran f the @ @

hepatocytes was found. On day 28 there was marked deg&ratlop \ﬁthe he cytes y ch&s °\ éﬁ "y §
tv N

along with vacuolation and focal necrosis of hepatocyt@ ere@{%e no sgggmﬁcarﬂ%hange ers é\a @ Q)
of the control groups. @ % @ @ ©

Kidney: The kidneys were found to be congested ﬁ hae]@nhaglo@ the bl@kept tre tI@nt @@ Q) ¢
groups. There was a significant alteration in th@lstoaréhgecture @fhe kidneys, esl@x @

second half of the experiment. After 14 da @posure\ﬂdne ues showed m1l§§$ubular@l
degeneration. Nephritic changes continued a¥s the é&erlmen@ogress«é@ with @Iked co‘ﬁgestloﬂ
collecting duct degeneration and sloughﬁ@ of epl@hal c ~-%’ evident on day 28 of @ @ y\’@

treatment, indicating repeated oral exp%sure t(%lacloprl * ed a@wse effe@)n kldn% 2, §
function in poultry birds. & @ &S .
é\” “§ N 6 \ Q A N

Brain: Repeated oral adminis n of aclopr1§ a dos@ate of lﬁlg/ @/ for 2@1ays dld n©0t
produce any apparent morphdipgical d@pnges frthe braitfiThe c ebral hgm here ghiowed sitall
vacuoles within neurons if@he ear \tages o#%s(perl ent. Af 8 days,@ nges itrthe brgigy they\g
cerebral hemisphere of§clopr rds- f@ompmé euronﬂﬂegene@lon §
surrounding glial cells, satellitaRiy and olatig

gg agiy and Vg % o %

Digestive tract:& e irritant actlo %h mﬂ@ntem@he small and L@ge mtes@:es of 4 i‘gtreated

birds.

o,

Lungs and heart: After treat ~v lungs and r@SmM:CNmId co@estlon 4@l car tissues showed

some haemorrhage and mll@lyoc hae congéstion u@e hear

Ovaries: There were t@ serv@ gros 1st0p§ﬁlologﬁ§%l chan%@n the garies of any birds, thus
no adverse effect o%reproductlve perf@auce@ seen. é\\?Q & @

‘&9
Results summ@ \@‘J) Q @ @ N
The oral subsacute toxicity St@n thi rid r@led th@}ns % onicotinoid insecticide is

moderateltoxic to Gallus domesticugyFhe hll@p athologieal stu suggested that thiacloprid
produced time dependent tgxicosis in poult ds

Repeated oral administration of 1Q mg/kg/d@@y thiackrid for @consecutlve days in Gallus
domesticus, resulted ) gniﬁ&lh han the ghoss mogphology of liver, lungs and intestine but no
alterations in the ki s bra%@, cart@y ovargg\g Hist ologically significant alterations in the
liver were observgg],>such 2 11d faty chan@congesﬂon and degeneration of hepatocytes.
< @
Q© é@ v N

&
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Alterations in the histoarchitecture of the kidneys included marked congestion, tubular cell % R Q § %@
degeneration and sloughing of epithelial cells. The cerebral hemisphere revealed ges comprising&% %\ N @
of mild neuronal degeneration with surrounding glial cells, satellitosis and vacu on. Mild @ <G Q\ @ @
congestion and haemorrhage was observed in the lungs and myocardial tissues following oral <®Q @ @ éﬁ é
administration of thiacloprid. No adverse effect on the ovarian histoarchite@pe and thus the & é\ﬂ Q Q N
reproductive performance of Gallus domesticus was seen. % Q o & & <© @

v @ [ 9 o @

Y > ) P S
Q @ %\ @ 6 o %

CA8.1.13 Sub-chronic and reproductive toxicity to birds % @@ ", & @;& @ A
No additional studies were performed. Please refer to the corr pondin%§ction i @e Mo@ph a@ (& & S

to the studies in the baseline dossier provided by Bayer Cro&g nceo\ N

In accordance with the current guidance documents relate%o the degivation %&end—poi@ the r@ v

and-point for the reproductive toxicity has been revised, {2 nev&i%d-poi%umn{%ed in the %\ Q éﬁ Q
SRS o &

statement presented below. Q Ny
&© %ﬁ& N v \@7 @@@ N §y )

) @)
_d;q%?%@omsg@z @@6 @Q & @© ©©©

<
=
o

S LR
g & .9
M-000753-022 & & @Q @& v @ "\@ %
g 18 R SRS
S %@ B \@ é 5N "\®
> TS e §& S o &
§ S \® § Q o & 9
©) AN AN N \\ é\ @ @ §
ﬁ;_@m& 1}&@099- 1 @@ ©§ @
QphroRy )
\@ @ S 3 @ %y
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Report: I B 2005 Mi-256668-02-1 § & %
Title: Derivation of an ecologically relevant NOEL from avian reproductig studies with o N N &
thiacloprid for chronic wildlife risk assessments in compliance @ANCOMMS/ZO@ R N @
Report No.: M-256668-02-1 Q @@ L = <
Document No.: M-256668-02-1 o ® o Vv & O
Guidelines: Not applicable @ & @ Q @ K
GLP/GEP: no % Q &’ & o < @

s & Y0 & &
Within the ecotoxicology chapter of the Draft Assessment Report @QAR) fo@é acti&stan&\ %@ @6 K R
thiacloprid (1998-2000) Bayer provided in total 3 avian reproducfdn studi@with ical lopridQy 03
in different species, i.e. bobwhite quail (Colinus virginianus; —00075%—2), Jﬁ;‘e @
(Coturnix japonica; M-002099-01-1) and mallard duck (Ang\gv tyrhggzc 0s 002264-01-1). T.
studies in Japanese quail and bobwhite quail gave overall NOEC OV@lu,es of r@ﬂinally 173 and >450 N éﬁ
ppm [mg a.s./kg diet], respectively. The lowest overall C (60Ppm) was asedo%l ffec @adult‘i’\?
bodyweight in mallard duck. Similarly, the overall N for g@anese c@’ll Was*’@ed on%'écts 0 © @ @
adult bodyweight, adult food consumption and bodfmass of @Zday siﬁviving chieks at$Q0 ppm.Ce @Q @ %
Rapporteur concluded, that in all three studies the@z;s a%atmen@lated r@aced f§onsul@ion Q
in adult birds (statistically significant in Japanggg quail #ud obwhiz quai}§hich ni@y tave S @
contributed to the effects on adult bodyweigﬁ@h Japattese qu@nd mallaid duck {DAR, @ften 9,
2001). & o
Aim of this study was to re-scrutinize tl@vailabé%prod@%n st xfor bir@with the activ%@ N y\’@
substance thiacloprid, since new guidénge d@fnts bec@le available @he con@iﬁtiom ofthe $ @

first DAR. The diet related NOEC%vere co d ing;p dose @prder used fora chfiagic avian

risk assessment. Q Q Q %\ @) & &\
avia

Q> @
Table CA 8.1.1.3 -1: NOEC:s an, respt&ding N()@ deteﬁ@hed in the ndi\@ n@production
studies with ﬁpri@ N R N N @ @& @D
& 2

>

Sub-domain Y BobMite quail S Japan%quail S "Mallar ck
N

@Y NOF@J NOEL @NOEE‘%L
|

% EC NO&;
[mg@@ss./ $mg a.s./ [mg a. Imga.s./ @ng a.s.@ [m ./
() kg diet] kg bw/d@ %t &bw/d @’ kg djef] Iéw/d
Parental °. >466 o >3548Y 20.7 AL @ 9

1

Offspri&]@ >46657 >33 S¥s57 208 O 11.0
Reprodudtio > 466 o2 354 >485 T 2398 418 © >344
) & N QO

NS S .9 =

While there was an observe@ght - %hough isticaﬂ\yﬁ%gniﬁc@ - depr@ion il@lult bodyweight
of (max.) 8.4% after 20 weeks of cqnfifluoussexposurefrthe lo@%pm tr@ﬁment, iQas neither
prevented the test animd@yto rep; &duce nogiyally gor@ gener@d 0ff§p@ as vitdDand capable to

develop normally as &@)ffspri in t}@@‘respa&l g copttol groypy
Thus, it can be condluded that the NOBE offs of 1 a.s.e diet if@he mallard duck

reproduction st@ s to be consid@d to ﬂ%‘ ologiddily rel@m longterm NOEC for birds based
upon the absenc&of both, biolo@] and statisStical significang € ects«%ﬁ’spring and reproduction.
This conclu&n has been deri%eg nder sidera%i of th GDSANCO/4145/2000 (2002) but
also appli@sfor reproductive risk assegstents @Qer the E@A G 09).

I

@ @ S
CA 8.1.2 Effectsén terrestrial ve rate ﬁzr thal@irds

Studies with mammad{$that h,agﬁ been ductg&ﬁwith tve substance thiacloprid are reported in
the toxicology se@n MC@A}@%

<
%@@@@
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Table CA 8.1.2- 2: Endpoints used in risk assessment for thiacloprid and its metabolites % § § %@
: . N o
Test Test species Endpoint Reference A
substance V@ _ > @%}9 Q\ @Q &@
] @ v
S >, SIS
A@ M-OO@S-OI-I &© & @
¢ $ &
o S G
G () ° @ @ °\ v
° o SN T s o o
Thiacloprid % IS Q @7 @&
v \\ \\ @00089&%1 @ R
o @ NS
LDso (male) @Q 451%mg as /I@Bw S geo‘?&‘: mear§ ) @ @ o
LDso (female) {\& @’mg askgbw X studlgs\@ ®® Q . %,
2014 O © S
m mg a. s@ bw/d@es) D ©©> K
@ N2 mgg-s/kg bw/d (Bmalesy, Q
Thiacloprid Acute, oral L]§@ & QQOO ) Keb @ o\@ @
amide Rat ° (male, foma ‘{\! ’ g,&w {\M'OOO}@' 1-1 @ N
> S o KCA 5.8.1/1 §
SHRZR AV :
. . A N
Thiacloprid Acute, oral @ @7 ‘ > @ 1996
sulfonic acid Rat LDs0 quate, 'e'" >© 0 mg@x/kg b@ @ 00081 1@ 1 S
S QO gy kcass14 @
Y
. . & S N
Thiacloprid Ac, t@g?al @P &500 < m, r& /kg by
OD 240 t ST & Qinnkgos e g ke b§v
D-009006-01 ~ @ RS /[, o % (C/Q CP &J.
Thiacloprid "\?cute, oral o ?7\9 00 mg©; od./kg bw m 009)
FS 400 Rt @ LD 2 120 < 800 m é@‘ b Q M-333604-01-1
D-009005-01 @ S BERE P, P7.1.1
B K7 Q \
» & & .0 %\ ©
CA8.1.2.1 Acute oral t@cl %\ © @

%mamm
Q n the e@smo gra@@nd tothe stud@ the

Please refer to the toxicology sect
@ N

i D3Scienes
5) provided by Bayer801e.

CA 8.1.2.2

to the studiesn the baseline dagster pr d by Byyer

However T accordance with the cur

@ine dossier (CA

1.2, %@term and re%)ductlxm@ ma @% V\g
No additional stidies were per@ed Plgase efe}& o the corges ondm@ectlon in the Monograph and

C@me NS
documests rel to the derivation of end-points

guidgiive
the relevant end-point for@&reproductlve t%@ty ha@en revised, the new end-point is summarized

in the statement present%l clow
% Q & ©@
¢ & 9 &
AN SN
{N @@ N o
c e T
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Report: I . 0o+ M-495876-01-1 % § @§ %
Title: Thiacloprid - Toxicity endpoint for the wild mammal risk assessm o N N &
Report No.: M-495876-01-1 @& R N @ @
Document No.: M-495876-01-1 X Q @@ L = <
Guidelines: not applicable; not applicable & @ %, @ @ @
GLP/GEP: no @ & ® Q @@ @@}
Ve & <
N L@ o o @
Objective o R @
A

R N I \ N
The current position paper analyses the reproduction and develo q%ntal tO@%%y daga\\ﬁﬁlilabl{%;r @% @
thiacloprid with regard to their relevance for the wild mammal rips@ assessgent. F ofthis, t @ita as @ v
presented in the draft assessment report compiled by the rap ur gou@y U itKingdo 6 are @
considered. An appropriate no-observed adverse effect 16V§ OA%%S prepos d tha@aould % ed Q
for the wild mammal risk assessment. @ N @ R S Q %\ & Q
K & O p o &
Assessment < Q N R N § @ §y @
Thiacloprid has been tested for adverse effects on@’tility@d repr@yction gorma@n aon&d @@)Q < o

generation dose-range finding study and in a tv@ygeneration mairfgtdy. lopmégat toxi
studies addressing embryotoxic and terato%g@effecf@sf thi rid were Berforrfied in rat§y &

rabbits. The studies were done in accordanc ith@%: testin, uiren@ns vali@t that tithe. An N &)

overview on the dose levels tested is gi\@ in the @ owin; le. @ § @ y\a@
o N

Table CA 8.1.2.2- 1: Thiacloprid dose levals teste%’n reproductive tu&‘§' stu@ (®© o §

o °

Q &
Reproduetion tgxivity studies’ ReFerenci N
%nerationzgﬂﬁzt stadys @ \f\ % © BN
ppm og | @ | o
rat mg/kg bw/day C))Q @ &\J ~2K\
Q Z@ationmain studye> or
(S ) N
o N .
rat Pp@ ?&9 %@7@ @%300 @
N Ol S
[ D mgikg bw/dad)

Premating (3 / Q) Ry
Gestation NA

0
0
Lactation @ N K88 By 42

@ O f . ©
rat mg/kg bwﬁy @ 0©© X\ Q\O 2) 5@

@ é\\? ] % @ M-004253-01-1

& 7 R N @\ I
1 o “#
rabbit tgg,/kg bw/day § 0 % @ QP xS s ML003820.011

()

©
. Q> & s
An overview on the tox% fects n@uctzg iaclop@id is sho@ in the table below. The treatment-
0%

Y

related findings from ‘odugtiomand lopmefital toxi@y studies are listed in a dose-dependent

way. & @3&9 @@ §9 @



B . Page 18 of 162 @ S
A
BAEER Bayer CropScience 2014-10-10 N @Q

Document MCA: Section 8 Ecotoxicological studies @b @ @
Thiacloprid @ AN B
N
Table CA 8.1.2.2- 2: Dose-effect relationship in reproduction and developmental toxicity studies % § § %@
dose level S S
Study type dose level mg/kg bw/day Fim@@ @ @3\9 NS @Q @
ppm 319 Q o o &
developmental rat 2 NOAELgyerali N ) e Q ©© Q&©
developmental rabbit 2 NOAELgvera @ A Q) <) @
main reproduction rat 50 3.5 /3.7 NOAELoverat o) ¢ &S & &
pilot reproduction rat 100 ~7 NOAELgve,an@}%@ @7 Q @ @ @
developmental rat 10 NOAELverall (% i @ 6\ Ry @
developmental rabbit 10 NOAEL:&e @)) N3 S M IS N X
NOAELG \ >
<

0
bw females (Vv 9%) ) S % &
main reproduction rat 300 217/ 22% liveéthyrgld stop h&gy ﬁnd $, Org @ S @j @
ts N % @ Ro
/:vmgh\z) (39 & NS
E&secotox O N4
pilot reproduction rat 400 ~28 §§1ver gt% roid: @opath&@/ ﬁndl § @
N N
SRS

pup @aght (A= 4.5%)

&
Q female bw ¥ (- 6.4% ® @Q o
. . . r &t h1s 1ngs,Qrgan > @ S
main reproduction rat 600 417/ @ weigh ts @ ©©> K
O

S Spup weight ¥ (- 185%) (7 o
S

e

K ch ﬁndln , FC \J/@ V(- 6% N 7 &)
developmental rabbit 5 Q 31ze sl/@st implarttition loss A, @ N &
o 4 @@lght of dtuses \[(\l/( 20.J5) N o
% FCV, ko §
developmental rat Lo 50@ @J) litter size)\; po plam loss & o
Q & Ao |wei toffo%ﬁ V(- xL\; %) A &\
. . arentalbw v 1%),
pilot reproduction rat @) S ~12 @ $we?gh U (- %@) pup @% lity N @
U:decrease; (V) slight dedrPase; \rfcreas N strong decrease; ‘N @ S
*“compound intake during p; ting; 6 # compdund 1§t%ke dun@sﬁmoﬁ& § v
bw: body weight, FC: feegxspnsum o @

Sweight of foetuses slightly-lower @§:2%), Bat,no sta(t}@stical significance p{@er ba;§ © y\?@
. %, (S @ @’
The following @mem can be mgdg’fro : @
Pup survival %& dversely affect@only at@ly doses™of ~ %mg/kg @* in a piet repgo@tlon
study; the general reproductio form e (e.g, ber afyup &f was gtill unaffg%d at this
dose level. Pup counts per 11 ere de crease wevetnin the d¢@e opmefiBl toxigity studies at a
dose levels of 45 (rabbit) al@SO (ratyng/kg ay. I@leplaﬁ@non l@es wer@ponmble for
these reductions. @ ®©)
Single cases of dysto ~.@ ere se€p 1n th @%enera%@n of &Qmam ratreprodyction study. This
finding has been addressed in several ]@ner peci rod n stu@ Overall the
cumulative incid was ~9% at dgse levels 00 a\ém 7at 30@nd 600 ppm it was only
3.5%. No dyst as observed.at ddily d1 doses of 20 g bw & When selecting a wild
mammal reproductlon endpom&@s thiacleprid, th?@ ding @dystogla considered to have no
ecotomco& al relevance at Hose leve@ 00, %
Lower body weight of foetuses and p was @ d to be the mod&ensitive treatment-related effect

with possible ecotoxicolo@pal relevance. | oduc studies (pilot and main) birth
weights of pups were dver %ffec p to @ i ghest test dose but already on day 4 a slight
retardation of body de%lopmen came manifest. & the end of the lactation period (day 21),

pups were 14.7% 142g>h er at ppm e m{&tudy and27% lighter at 1600 ppm in the pilot study.
As noted alread @G p v1a@ y was reduced@yly at the high dose level in the pilot study.

%@@@
&@@o
¢ g v

&
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At more moderate dose levels borderline effects with regard to lower pup weights were seen: pup % . § @§ %)
weights were reduced by - 4.5% at 400 ppm in the pilot study) and by - 8% at 30¢ppm in the main &@\’ %\ N &
study. As the overall number of pups produced and as pup survival and viabilit re not adversel <G Q\ @ @
affected at these dose levels, the slightly lower pup weights are considered to have no ecotoxico al @ @ éﬁ é
relevance. SN % Q Q N
In both developmental toxicity studies (rat and rabbit) already the birth \X% t of foetuses ower <© @
when compared to foetuses from untreated control animals: - 11. 5% 1 at 50 mg/kg hw/day an@ Q & @
- 20.1% in rabbits at 45 mg/kg bw/day. The fact that foetal weights ob sly were mo&vere 6\ R, 2§

S

fected after bolus administration of thiacloprid would indicate thaﬁgfferencé@m the romtgﬁmal

d to 6@}7 ¢§

absorption and/or the kinetic distribution and elimination of the c@lpounday ha@ ontri %

N S °
this effect. @r @ Q Q @7 S
A clear NOAEL for lower foetal weights was found at 10 mg/kg bw/day in théxgt dev menta § @
icity study after bolus application. The marginally lower fSetal wg@hts (-6, ) seeng Y0 m N éo\ﬁ §

bw/day in the rabbit developmental toxicity study are oS dered%%ave ngecotom%)loglc e- 2o @ éﬁ Q)
vance as this most probably would not impact the ove@IPfitndés of offsp@g anipiais. In a@atlon, O @ &
bolus administration does not reflect the in-field s@tlons w@e poter%al res1d§s of t@cloprld@ > N

would be taken up by wild mammals together with arg@atrlx offpod.
Retardation of body weight development was @nsmv&garamet@f th1%§prld tofdpity al % adult
animals as body weights were affected at m&@ate to mgh d evels in several studies. B@%‘i\vei
differences of > 10% were seen only at do&evel&%SO mg/Kgbw/da Qy S N 9
The morphological findings in the liver @jaracter@d by wei ncrease and hypertroph @ %,
hepatocytes have no relevance for the wild mammal risk asdess Y they are to be @1 as ph}%fo— 2, @
logical adaptation of the organ to @&gncreas@etabdﬁ@ burder@qd no@ an adv@e toxi®effect,

Findings in the thyroid are causai@related@?the @wtlon (@wer e@es m&%&sed m@b(ﬂls@" &\

of thyroid hormones is compe d by@nctlon% tlvatt@wf the thytoid %@hypert@)hy)

SN S N
Conclusion @) N\ S \
. o O
The wild mammal long@‘rn/re(@ucnve@k asses@lent f%gthlaclo e basgdon the @

ecotoxicological N(@EL obtairred in the trep@ﬁuctlor%tudy 0Qy pm e lent to -~4 g

bw/day in males. N Lo
> & &
&@ @ & R
CA8.13 Effects of actl ubsta nde bioc entrat§ in preyof birgds and m
e Plogs préof bieds @"‘

Substances with a high bloa at n poten| coul tl%oretlca@’bear a@k of $econdary
poisoning for birds and ma als i ing ontan@ated p € 1ke f@or eart«@worms For organic
chemicals, a log Pow > 3@ used 63 ger deptﬁévalua‘.i of th@)tentlalé@’r bioaccumulation.

As the log Pow of the%a@lve sub@nce opr Nel e trig he po@tlal for

bioaccumulation is {ow and an evaluat1 s@dary « mng treq@ed

@ 9
CA 8.14 ffects on terr@al v&%ebrate %&{Jdllfe %{ S, maﬁ@lals, reptiles and
amphibian$), R

Information on effects of Thlacloprld@j terre@al rep es 1s n @dilable. Data on amphibians is

given under 8.2.8. Effect@n blrds and m: als a scrlb this MCA document and the risk is
evaluated in the MCP umen

%
CA 8.1.5 @ocrm@sruptl@ prop,
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A
&

The population relevant effects of Thiacloprid on birds were studied in reproduct@oxwlty studies Qn %\ °

Japanese quail, bobwhite quail and mallard ducks. For all three species there wi o effectson @ <G Q\

reproductive parameters up to and including the highest test level of 500 ppm a.s.” Effects were @ @ @ éﬁ é
educed

on adult and chick bodyweights. However, as in all three studies there was@ﬁfeatment relatedgr
g

feed consumption in adult birds, which likely caused the effects on body t in Japanese @11 an?{,@
mallard. There is no indication that the bodyweight effects were caus endocrme activity. Q @ & @
Moreover, as reproduction was not affected in three avian species, it is oncluded that t% are fiq 6 2, @
population relevant endocrine mediated adverse effects of thiaclofd in bird&y No ad onal iﬁdles @ N X
are therefore necessary. @ ] @ o3 %

- S P S & o
Wild Mammals N AN @ ®
The population relevant effects of Thiacloprid on mamm wereos%ied in gaplti- -gener jon N N éﬁ §

low and ecologically non-relevant incidence (3.5%) tocithgas seet@ dose&ls betf@pen 21 @
and 43 mg/kg bw/d. At dose levels of 41 mg/kg bwid,and mo reduceﬁ“pup bo&ﬂuelg@& 0“{@ S
seen, which could be relevant to the population. Based on@fse dat&gn ecol ally r@ E
of 21 mg/kg bw/d was proposed. Population r@vant adgrse effé@ that @?d posé@ly be %buted
to endocrine activity were observed only at a@c levelSthat p ced clear eneralgtoxlclty@e erel
decreased parental and pup body weight, dv%feaseé&tter sizeor 1ncr@%d post@qplantatf&n lossJsy, N @

>
reproduction and developmental toxicity studies. Takips§all re%%ctlom%xwlty studies to&g era é\a @ @y@ Q)

©©@

. %>
Weight of evidence of all repeated dosestoxicity and mec@listic ies 1 demo@rated tﬁ%the @
observed minor effects on thyroid gland mo@ogy o) secon(@y to u@ased T@4 cle&%@nce b R @

liver enzyme induction. These ﬁr@lgs are@’lthe@tsed b docr& srup n or c01®dered &\

population relevant since the ges were adap p@aary effeston er an@lere was no
adverse effect on apical end { t@ \Q @) S @@ﬁ

< < v @O
Therefore Thiacloprid @t con@ed ar@docnr&srupq;&(@l’ Wlld‘lﬁq@mma]@ld no a§ti0nz@

studies are necessary. o

y o N & 3 @\ @ o @;\’
Amphibians an@eptlles g}g @9 @ Q 'S N
Currently no tégg ethods are esta@shed t@ess the population relev@ effectof chqm@ls to
amphibians or reptiles. While %%nphll&n metaferphosis@st pro ovol is %lable t@ est was
developed to evaluate to pot effect the oid system, and%t to m@pure lgulatlon relevant
effects. ) Ao S
@ ©Q N @@7 S @ @
Therefore no further s can(g suggé&i at thifstime f%@ese ZrQUPS of%gamsms

o K £
§F &0
CA 8.2 Effects @ uatic orgamw @ y o\%
In order to complete the aquatl asse ment and to addr newodﬁ@requirements according to
Regulation ¥EC) No 1107/2008,additi tu@ie@ere p@me addition, tests on marine
species, which were no data requirem@ge acco@g to the ofd reg@@tion and hence were not evaluated
during the first EU Revieggg¥ this compound, will l)szgnma\@d.
For studies already evalfiated du%@the fi U rgvidw of thiaSloprid, please refer to corresponding
section in the Mono , am®adnients@athe monograph €& to the studies in the baseline dossier
provided by Bayer{r pSci@e. Q §9
N
VS S8
S & v
¢ & <

&
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The chronic ecotoxicity of thiacloprid to Chironomids was also confirmed in two additional studies % Q © S
performed with the representative formulations which resulted in slightly higher @pomt than & %\ N @
obtained in studies with the active substance. @ <G Q\ @ @
To complete the aquatic data package, several new studies were conducted with the major meta@ss @ @ éﬁ é
which can be formed in the aquatic environment or can be transported to s e water bodieSQ run- 6\9 Q Q N
off and drainage. For further details reference is made to Section 7: “Fat; behaviour in tl@ o & 'S Q) @
environment”. Summaries of the aquatic studies are provided below. N @@ Q @) & @
AN I RS
N 9 N S
Q 9 & o L @
@) < & %
W\% v \@ Q AN < © @j @
A
o & e
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Table CA 8.2- 3: Aquatic toxicity data for thiacloprid and its metabolites

Test . . &
substance Test species Endpoint V@ Reference @
LY
N M-ooo%@l 2
@

Marine fish, acute ) ﬂms)@
Cyprinodon variegatus 19.7 @ N)l 198—0@
(sheepshead minnow) .

Fish, chronic
Pimephales promelas mg a.@
(fathead minnow) R
Fish, chronic ﬁ N
Pimephales promelas NOEC %o > Ogﬁg a.s.@
(fathead minnow) S o @ KCA 8. /01 °
Fish, chronic Q\/ gg% N B & (200,
Pimephales promelas IS) Ci% 71 mg@./L @ M—l@ 1-01:
(fathead minnow) RN KEA 8.2.2.
@)
000738-01-2
@ §>§§> g
M-080658-01
% MO
™~
A
Thiacloprid § (Qj&
<€
9
. o
@ @é}y S
Sediment dwelsr, acut&\ #(2014)
Chironomu¥iparius N 0.0@ mg a.& -491257-01-1
(chj mid) CA 8.2.4.2/07
i cnyd NS
@ @Q ©\ @) M-000652-01-2
Qadocy) 2 :
S diment dwelle?, ch‘r(@ Q %;;@ @Y -(2014)
hironomus riparius ’%x: 0.00856 m% B M-493340-01-1
(chironomidf> 4 & . KCA 8.2.5.3/01
Sediment dwellefxehronic -(2014)
2y Chironomuygs Rparius @0.0005@% a.s./L M-496474-01-1
N (chironoid) ; D § KCA 8.2.5.3/02
@° q s M-000731-01-1
o sl & N
Ma{§) invem&bra , ac @ &
‘ericaxzz%vts-hah‘ @ 0.03 mg a.s/L (1996)
@tyszdop@bahm, 1id M-000648-01-1
A @jrimp) q KCA 8.2.4.2/8
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Test . . P\ Q @ ©
substance Test species Endpoint L Reference R o\ O\@ &
Marine invertebrate, chronic & R \ @
Americamysis bahia \( (1996) @ @ %@ &
(Mysidopsis bahia, mysid NOEC 0.001 mg a.s./i M-000649C0)1> @ @ @ Q
shrimp) @

v
KCAg.glgf.z/m . &© R @© @Q}
@1191-02@@

Xenopus laevis, acute
(African clawed frog)

Invertebrate, acute
Daphnia magna
(cladoceran)

Thiacloprid-
amide

N
(»@& & ‘\Q& § Y \Q me-z@c
o <

&
‘& * Y
N %ﬁ @Q MF)01002-6252
@y R
M\0!861—01-1

-001011-01-1

| [EI0)

Thiacloprid >

sulfonic acid °\ o Y ) ©
S S & $

'~

Ga
& S S
R
2 @ Q@ R -0 megs

17,

Q WEC S 0.00628me p. M-419277-01-1
descyano (chironomid) S <§ R e (g@@ KCA 8.2.5.3/05
Thiacloprid ment dweller, %onic N @ D 4‘18 L | D)

FS 400 Chironomus riga Q Ecis S M-361244-01-1
D-009005-01 (chimn&@% 9.001 as/L) KCP 10.2.2/02
Thiacloprid®{  Sediment dwiller, chr@ N (o4 < 00 e prod/L _W

OD 24 Chironomus ripari @\ ECis Q (~.0 19 mg pa SJL) M-111299-01-1
D-009006-01 (chiranomid) @ < g as. KCP 10.2.2/02

a.s.. = active substance, pm = pure Melabolite prod. = prog
A Study was conducted with th nical pr%t and eny
corrected by the actual conte he actiwg subdtance.

B Initially measured concen n of acjve Substanc;
€ Endpoints were repone%sed on t@%ulation

active substance.

)
s wergqeported as test it®m/L. For the risk assessment the endpoints were
1t @ d as t %/L For the risk t the endpoint:

ond wa%er after se ;(%
. For t@ le the endpaint is converted to mg a.s../L based on the actual content of

@ Q
<
§%@§@@Q§
& & T
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Endpoint used in risk assessment (Invertebrates) @ &@\’% N °\@ &
. o o @ N @ @
Based on findings on biological effects and fate of thiacloprid in an outdoor me%sm study a Q @@ NS s &
NOEAEC of 1.57 pg a.s./L (measured peak concentration after 2 apphcatlon&wnh target % @ @ Q)
concentration 1 ug a.s./L) could be derived for the community, pamcularl @r invertebrates 2 he Q Q Q é&
most sensitive group (-, 1997; M-001191-02-1). The value wasRirther supported by xper% S & © &
statements reviewed in the Monograph and the endpoint was agreed. \ Q \© w\?@ @@
(o .
In the review of the data by experts (the opinions were considere@xthe grap ﬁubse@%ﬁt @;& @6 N X
amendments), it was concluded that Ephemeroptera (Insecta) showed theymost sen@ve ar@ @ @ & % S
pronounced response to thiacloprid application and — as the t of re@’ery of larval pgpulation @) @j @&
of Ephemeroptera started a few weeks earlier than the em ‘Atults he AC had % §
set at the 1 pg a.s./L treatment level (corresponding to th@%ak coqce tratl(@l 57 pg‘&g s./L). Q ‘Z’;y\ v o
However, due to study-inherent technical reasons, the ese tgﬁon of 0Z0 hos 1n‘§@t taxa@ @
limited in the mesocosm study, rendering their densjt &@ to b lowoto demongtrate tr t-r @ &
effects. Thus, the expert recommended to support£hg’conclusions of the mi osm stu 1th N @ @ N v
additional laboratory toxicity tests on 1nd1gen0us %ulatl%& of i s (1n ero era ©©> @Q S
and macro-crustaceans (e.g. Asellus and Gayg Hus); J{%& groups of orgapsms w, 1ther @ é

available in the mesocosm (4sellus and G% urus) or proved@mselves in the me 0005@(‘ be V@

sensitive. N
As recommended by the expert, four ac@ tox1c1t@tud1@clud @%phm{eropter were p@@q d @ Ko
ns (. sellus Y §

on indigenous insects (Sericostoma per. onat cdyonurus sp d mae@@rerust

aquaticus, Gammarus pulex) to e ce th %ﬂ to dispel the reset%ltlon meRtronedg N
the expert statement regarding AC of 1 7 pL Th@tudies e subfhisted during the A@ex &

I process. The results of thes dies a§§ummar in TaBI CP 10.22 2,1 te, th @ﬁacro- @
crustaceans (represented b lluv a ttcuv&aﬁd Gamn%%?uv pulex) as W% as Tr1 tera @, @
(Sericostoma personatu e les sitive than the @ther tes quatlc%vert brate spec ”\9

Chironomids appear to@»mmlla@sensﬁl@ as Eph@lerop&ga Thu agre t w1t
statement (- 2002), the i concf&ﬂons Wi fro%the outdgor mes m study-are %
confirmed and a G{l ntration of 1. Ssggg a.s. /K\gvere ed as eak concentratl@EAC 1@ater

This conclusu@s supported in 0n0§h andk equent ame @1
Because transient effects on some ') spegt ere observed@?hatc\n enl tratlon itis u&@agamst a
TER trigger value of three. @ & N

@
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Table CA 8.2- 4: Summary of additional laboratory studies conducted to enhance the thiacloprid database %% § § %@
" .
Species Exposure Ip.gEsts?/L] [ugL:i]/L] v(ﬂleference Q g}g @\\ @Q @
2 @ S
4 M-059130—O§© v QQ @Q c&©
2 ’ S &
Q,;@ M- osw 01-1 @@ R \© %@9 Q@
& ) %@ 6 N X
N
Q .9 91 19@2 v @ AN
& & © S e °
= .9 N @7 @
g\ﬁ O O OO 014 O 5 §
@') K @ S & @ %\ @ éﬁ @
Fro s mm o & ¢
f\& ij o\ 1 —000{ D1-1 @\ @@ @ W\?@
Chi ipari 48 h, stati % % @:@9 Q©> 5;’:% @© @Q o
ronomus riparius , static - =
" &@ LS @l KCA 824087 S A
N O L2 e S}
In conclusion, since (i) the outdoor mesgcosm stu@é\\fully @ts th@resent s@-of the-art, (n@ K ©

independent expert statement concluded that the ﬁndmgs@the outddor m ocosm can B&ysed @ Q\y\a
for an appropriate aquatic risk assessment andsbgcause(iii) ex1s tles %o @
species sensitivity in the mesoco! t%tudy addtee\\g d in addltlonal ratorNtudles @ ' N
sensitive freshwater species, i@tiﬁed in sens. 1dan ocu her-tler O S
Aquatic Risk Assessment for 8gsticidegy to use %h C of 1.57 png th@ opr1 etern{led n @
ft

the outdoor mesocosm stz@ Qlth arxa ssm%\factor ree@ &\ ?§
S S % @ S @
CA821  Ac®toxicit A S ¢§ @
2. \c oxicity to fis %
& 3¢ & 8
@@ S S)

QA maQiN der Rwopsisgdy
A\ B, %’Q o @6
% Q @ y, R
% "N SP > Q@ &
A ¥ S
e . & @@ Q
H.I,;;;:,Guidagg [‘)J(')i;g;hr' er- tle@éﬁ atl @—asse\;}smem for Pestlcldes (HARJS%}{) EFAC—
Europe publication@‘? pp @ <) @

@ Q
&
o

&
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Report: I . (005 M-000741-02-1 * S
Title: YRC 2894 techn. - Acute toxicity (96 hours) to rainbow trout (Oé@ynchus 1nykiss)® é}” AN
static test @ §
Report No.: DOM 95004 & @) %,
Document No.: M-000741-02-1 Q Q
Guidelines: OECD Guideline No. 203 "OECD-Guideline for Testm%nf Chemicals", o & &
"Fish, Acute Toxicity Test", updated and adopted@m of July 17, 1992 Q Q @
Amtsblatt der Europaischen Gemeinschaften Teil ethoden zur mmung er \ @
Okotoxizitat C. 1. Akute Toxizitat fur Fische @ @ %\ 6 ° %
Nr.L383 A/163 v. 29.12.92 LN @@ Y % IS S
GLP/GEP: yes @ < @ b@ @ &
% > \@ R A o O @7
S
L R
V¥ o & e
M-001013-01-2 @ TS 5 S @b @@ @Q \%
T 0, - L NI
Ry & o &
5 <G @§ Q S 2
& 9 S
SO S I
%, Q' 9 SIS O« N 0\@
: o

iy o Y F L
D Guiddre 72 Qe 1y T rrighrarer g @
(AN SEERS
9 2 > @ @;\’
S > o & s ¥ o
N jw; 1S97; MgQE2S. QL) O
QYT @ e
%)@ Q N %@’ © >
M-0038B501-19 ) 3 AN SN
@ 1 @ @ Q Fres@iter 1A
© NS D
,%,Q @@@ @
@7 @ @ Y
Report: 998; 0&@0 A
Title: % Acute t0x101 of YR 894 to% heep. s@ mins Cyprmodon variegatus) under
N static conditions Q
Report No.: 107907 @
Document No.: M-003]198-01-1 &

Guidelines: FI& Guidelige 7 § Saltvﬁ@‘ Acute@xnclty Study

GLP/GEP:

@ N @
& X O v Q

Objective: @ <€)

<&
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Aim of this study was to determine the acute toxicity of YRC 2894 technical to the Sheepshead %% . © <
N

minnow (Cyprinodon variegatus). The primary measure for acute toxicity was m ity. Sublethal & %\ ° &

and behavioural effects were also assessed during the course of the study. Resu the testare @ <G Q\ @ @

expressed as a 96-hour median lethal concentration (LCso). % ©Q ?”\9@ @ éﬁ é
& RO &

Material and methods: %@ Q & %© & Q) &@

Test material: Thiacloprid (YRC 2894), technical; Batch no.: 290894@1& 98% N . @ Q \© %) @@J

Sheepshead minnow (Cyprinodon variegatus) were exposed to thigcloprid t@ﬁical (@aominé@nean %@ @6 °\% R

measured) concentrations of 1.88 (1.89), 3.75 (3.50), 7.5 (7.55), &lS.S) &4 30 0.7) mg L, as©@ ]

well as a solvent control and a (water) control under static cor%?ions fi hourgyPne regdigate of
twenty fish each was used at each test concentration, exceptgggt e 7.5%1g/L testlevel. This aquar%n
had 21 fish. Test chambers were 20-litre stainless steel aqdaria w(i)th\gdimen@n of 32.4¢m le; NN Qy\a
24 cm width and 26.5 cm height. The test temperature g the, 96-hour.gxposureqanged @;\& 21.6 X,

to 23.1°C with a mean of 22.3°C as measured hourly@ 2 dat%gger. D@olved@gen Qr § @ @ &
concentrations ranged from 5.2 to 6.0 mg/L represefiging 66 &6 peré&;t saturavt%’n, res, tively,@ @Q @ %
22°C. The pH values ranged from 7.2 to 7.8 and t@salin%was 17@2 (parts @ thou§ thrm@out Q N

the test. The light cycle was programmed to prgguce zolm%/erall pH@operi 16-hagysligh 8- @

hours dark. N N N @
fi . Dead fish w emoveddaily. %
@ ég} Lo y-Kis S

Daily observations were made for mortalit}%md S%thal e

were not fed during the test. Q
9 & >
A
LS @ 9 ©§ 6@ . §
IS S

. . QS >
Analytical findings: @ @ R
The mean measured concentr@s duriyg the te@riod?@ed from 93 t percertiof the @
nominal concentration. The @an ee@red c%%entratio% were K89, 3.5% 55,1 nd @é& @
% s

30.7 mg a.s./L. The com d waggstable in the test System. I\@ndissoﬁ@d test substan
observed in the test chagiipers. © © & %\a IS S @

S o
Biological findings:? %, %@ % b\ v @ 6@’%
Behavioural a?%@lethal effects @scen ere O@ed at 7.55 a§.5 m@./L t@
concentration$. 21l fish in the cont¥sl, solg ontrol, 1.89 &@53’.50 .s./L w%%’é norima
throughout the test period. Thﬁ@ as nekortali theoco@ol, sokyetit con‘ﬁ@l, 1.89,%&0 and 7.55

mg a.s./L test levels. There g 15% %ortalit@ e l@g a.s./fOEst lev@nd 108% mortality at

the 30.7 mg a.s./L test leve b - % N
@Q @? O o § @

Y

o,

Findings:

[«

@ .
Table CA 8.2.1-1: Cumu@tive mo%lity ehav‘i‘ogﬁl obs@tions @e shead minnow exposed to
thidgloprid @ ,%: &) @
Mean measur 24h © Qo 48n¥Y +72h 96 h
concentratio Dead @serva Dead ObserQ De@@ Observat | Dead | Observati
[mg/Ly] tions < Qpl_tiod®)y b ions ons
Cofitgol 0 20 B 28N 9 20N 0 20N
Solvent control 0 20 W 20 N Yo 20N 0 20N
1.89 @ 20N N0 0N A 0 20N 0 20N
3.50 0 NN /Y 0 D 20N o 20N 0 20N
7.55 0 31> 0 21@ 0 16Q;5N 0 19Q;2N
15.5 . RN 3 Y0 3 14Q;3N 3 15Q;2N
307 @ 20N €y ) - 20 - 20 -
Key to Obscrvation@‘f\lormal‘ Quiescent O
S
& o

-

&
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Conclusion: @ &% y;g\ O\@ &
The LCso was determined to be 19.7 mg a.s./L. V Q@ @@ § ?”\g@ é@
N © v <
CA 8.2.2 Long-term and chronic toxicity to fish %@ Q& o &© 'S Q @© é%
CA 8.2.2.1 Fish early life stage toxicity test Q';@' N . @@ Q \© &) @
Additional studies, performed for registration outside Europe, in ck{erent sp@i&s an relev@}o %@ 6 °\% 2§
the assessment of the toxicity to fish. Q @ A N QX ¢§
E— e (S s & o
\ Q, &9
) é\\ 2 S o O ey & @§
M-000633-01-2 @Q LRSI @’ § @ @ %
bt S T G $ s
RV o & 9 .0 O
o & TS S U
Report: _4;?; )g%s@; M-068639-01- 15> SN L9 2
Title: YRC 2894 - Early litéBtage tox¥eity tes| fatl mlnn% (Pimephalgs prm@ @ Ro
Report No.: 109106 S % @ S NS
Document No.: M-009649-01 SR Q . Q" &« . Q
Guidelines: FIFRA Guinéve 4GP w, § S O é& &\

GLP/GEP: yes @ @
§9 é °\® ‘Z§ N o 9 N
Objective: <O A @ @ @

N N

' v
The objective of this St@<9> was t@@emﬂ@the efféals of &@2894 ath@inno imep@les
promelas) embryos %d larvae @ing cogﬁtinuou@queou%xposu% > %

. N v 3 @7
Material and ods: @) N N Q A
@ » ., O O
Test material: thiacloprid tech.%"%tch N5§29089§k§purity: @0. N N 3\

S .
Fathead minnow (Pimephalesyromelgs) embr @nd lar¥ae were@xposed ffor 33:days to the
nominal concentrations of f@ 20, 4@9 an§ ug ag% (cm&pondil@o the 03 ured test
concentrations of 11, 21@4, 93 a@) 170 pgas./L) ufider flo ough@nditio @A 2 exposure

aquaria (2 replicates @ach co@entr%@ and thesontrolhwere us% Tempgrature during the test
d%é?n 8

ranged from 25 to 27 °C, the pH valueS&iinge 6. 9 an% gen gpjicentrations ranged from
6.1to 8.9 mg/L 1 enting 93 to 97% satu@l Thegjtotoperiod was $txteen hours of light at 70 to
100 footcandles@t the exposure 9%1 ion surface g N

At the initigtion of the study in(?@tion s, eachsContaini %0 eg«g\%@:re suspended in the

respectiv %osure aquaria (3% cup @eplic’@ vessel Xt stu@ltiation, the embryos were < 24
hours 01(;%’16 30-day post-hatch larv expos@ was jnitiated y of hatch (test day 3). On test day
4, the surviving larvae pr@r?t in each incupgiton c re thiiyed to 40 organisms per replicate/80
organisms per treatmeptevel arfeRplacedqnto theiﬁ%ggspecti?e exposure aquaria. During the post-hatch

exposure period, de rvaewere re d when obserygd@hd behaviour and appearance of larvae
were observed acorde ly. 1 sur@ﬂ was estimated at least twice weekly. During the
& @@“ Les)

o

RS
@ @
g T

&S
&
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definitive test, beginning on day 4, the fry were fed live brine shrimp nauplii (4drtemia salina) daily. % . Q )

S

Fish were not fed during the 24 hours prior to study termination. &@\’ %\

At 30 days post-hatch exposure (test termination), the percentage of larval survi‘%?vas determined@ <G Q\

The surviving larvae were anesthetized, measured and weighed individually to calculate the me d @ @

standard deviation of total length, wet weight and dry weight for the larvae geach exposure Qium, é\ﬂ

The fry were measured and weighed individually to the nearest 0.01 mm% 0.1 mg, respec&y‘ @Q @ & 5
)

@
o 9 @

Findings: Q7 . § N @ 6\ R @
Analytical findings: N N > S >

Measured concentrations were acceptably consistent between san@ing mggrvals afidresultefOin mea@ (&

measured concentrations which ranged from 100 to 120% of nomln evels. Q

R
Biological findings: & \ o &6 S é\g
No statistical effects on hatchability, survival and larv; ow 4%ksngth %wei d dry¥xeight) @
were evident in any of the treatment levels tested@ owe ffectsgncen @ @ @ &)
(LOEC) was determined to be > 170 pg a.s./L. T 0-Observed- Effect Cong ntratlom&)EC)@
to be 17(@g a.s./, eref he

ﬂ>

YRC 2894 and fathead minnow was determined @JA) was{ Q
estimated to be greater than the highest trea \(:Z' 16V®<&§’[ed, 170 fig a.s.fy 'S Q @ é
% %

Conclusion: & §) @% @ N @ o\@ ©
NOEC was determined to be 170 pg &s,/L. M%mum Ac@ptabl Xical oncen@%n (M&C) <
was estimated to be > 170 pg a.s. /1&9 @ & . &S .
S o $ g @© & <
Results from literature revi é @ R Q N @
In addition summaries of 1@st1g%&s under%@,ken d pubhsl?eg h the public hte@ue @0 §
S

presented. These are the {Qult of, tem@c revie her%@ubhc&@on has@en assg&¥d as being
reliable and providing supporti fornggion for the substande of coffee N S @

The published hteraﬁge review provides suppl&ﬁ tary é%?. and @rmatlo@hlch@lll not 1@%06
the risk assessm@ @ @ N
A @ . @ & . O & , O
~ O Ry
Report: i b ZO@M 455601
Title: - ‘ Ry Q 3 tlclde%laclop and dm@n on the
; (g

Report No.:

sty SN
Document No.: 55932-0% § Q
Guidelines: not applicable; not@pplic:
GLP/GEP: %0 ’ §’® 1%3:’ ° @

& & 9
Executive summary % N & o©

The studyNgvestigated the 1nﬂuence mpe e (26, @ 30, °C) on thiacloprid- and diazinon-
induced toxicity during '@%embryomc dev, @rem D. rexi i0. Only the parts of the publication
relevant to the assessmgl of thigclpprid #g 1ncluﬂ@> n thl@lmmary Additionally, as temperature
dependence is not a requ t, ond§¥lata atStandardgemperature conditions (26°C) is included.

A zebrafish (D. rerl‘@ral %IK EIN ID@B—G - 010531-2) breeding stock was originally
for@velopmental Biology - Fish were kept in
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aquaria at 26 + 1°C, pH 7.5-8, conductivity 400 pS/cm and 12:12 h light:dark regime. Water was% . Q (&) S
changed every 10-14 days. Fish were fed in the morning with commercially ayasjable artificial d{t %\ N @
(Nutrafin Max flakes) and in the evening with frozen food from unpolluted SO%S (mosquito lar{e, <G Q\ @
Mysis, Moina, Artemia). @ @ éﬁ é
Thiacloprid was diluted with reconstituted water. The test concentrati were 1, 5, 10& and é\ﬂ Q Q Ci%
20 mg/L: Reconstituted waterFehler! Textmarke nicht definiert. go1-yed a5 the overall\eontrol. N & 'S (@) @

Eggs were distributed to glass Petri dishes containing five concen@ﬂs of the test substance@ Q @) & @
reconstituted water as control medium. After 90 min incubation at 26°C in anlimat mbew,only Qy 6\ 2, N
fertilised eggs were selected and transferred to the respective final Petri @phes (l®ggs ékdish).% @ N X
Each medium was replaced every 24 h. The assay was conducted@ith 4 re@cates e dur of thél? o3

experiment was 96 h and the specified time points of obser\%ion wer, 12, 28,48, 6 , 84 a Q @7 &
96 h after fertilisation. At any time of observation, coagylated &mbryos Were rerﬁve to Q%oid § @
contamination of the medium. Lethal, sublethal and teratdg enicoer%points @re use{ §

T det@ining"\ éo\ﬁ %
the effects of the substances. For monitoring the deve ent%%mbry% rom blastula tg € ly@ @ @ Q)
)
&)

Q-

stages a stereomicroscope (8-50x) was used. A test w@ considred ve})lia@ 90% fihe corfgpl ani
did not show any pathological effects. S v S v D @
All data were tested for normality using the Sho—W'@l@ W-testgt nom@ty an@mog n@y 0%@) Q) °
variance were given, the parametric multiple@pmparien Tuke am&&st waZpsed t %mpare
means of all groups. If normality and homogeneity of Varian ere not given, AROVA wgy follo
by the nonparametric distribution independent ‘@@coxon’$test &detect@;gniﬁcaﬁgt% diffefences N 9
between the treatment groups. Data 16p mona@ and rt raj ere additionally, and for@ %,
hatching success were exclusively, sﬁﬁscted taylinear and fion-li regression an@%. o 2,
Thiacloprid exerted only low toxi%f on D.@o at thg tested @ncentr@yons. BeSides chifages of the R @
heart rate, thiacloprid did not ca@ harmf{@effe the bwor@velom}%t of L@erio.éﬁh S
increasing concentrations t@vera& heart§‘ in’@% incteased, @t dec@sed at high
concentrations. N) Q N EYEEN . Q @) @é& N
Material and method ©© 6\ S @ < v
aterial and metho RN
D S © 9O & & O

A. Material
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1. Test material

Test item:

Active substance(s):

Chemical state and description:
Source of test item:

Batch number:

Purity:

Storage conditions:

Water solubility:

2. Test solutions

Vehicle/solvent:

Source of vehicle/solvent:
Concentration of vehicle/solvent:
Method of preparation:

Evidence of unsolved material:
3. Test organism(s)

Species:

Common name:

Source of test species:

4. Culture conditions of test organism(s)

Thiacloprid
Thiacloprid

Reconstituted water '

i\%o STy S (,
Danio rerio Q@ R N

) N
R
Zebrafish K L \Q § @ @
Q ~3 Sall OIS MR

&
Water

v v S @
%g:\\?ﬁightfﬁk regi@ @ AN

Culture medium:

P e 08
1ght intensity: °,
%2: oen saturation: ° @-.5_8 é @§) @ @ § @ y\’@
yg : A In th%omin artificial 'ﬁﬁut a@xmax ﬂ@zn in the Y @
Food and feeding regime: Lo eve@ frqze%ﬁbod ﬁo npollu@soure S osqu rvae(i% o\@
Acclimat'isation prior to t'estin$© &?6@:; M@ Ar%@ § §9 @ @ S
N &8 §® <
§ @ ~
& £ .0 O « SIS, @
& CH © O\@ § © v
. % % & @ g
S 5 & N\
N & & R S .9
RN SR N
o & & & &
IS > &
o N .U O .0 @
V0O O S & D
Yo K &2
S L 4+ 9 @
& o & @ E
s (R S
Q N
& < S L® & &
S ¥ Q
. & & Q
@ O é@ ~ @
Y O & 9
& e oe
& <
{N O @ RS



B _ Page 32 of 162 @ (S
A . <
BAEER Bayer CropScience 2014-10-10 N S

Document MCA: Section 8 Ecotoxicological studies @b @ @
Thiacloprid @ S &
D
B. Study design and methods % § @§ <
1. Test procedure @ &% y;g\ S &
Test system: Early life stage toxicity test v @ < Q\ @ @
Test concentration(s): 1, 5,10, 15 and 20 mg/L Q @ @ X é
Control(s): Overall control (reconstituted water) & Q) R Q @ K
Number of replicates: 4 replicates @ S @ ®© @
Number of individuals per treatment: 10 eggs % Q @° S & &
Test conditions: 26°C N @ Q @) @ @
Feeding: - I Q> N @ \ R N
Medium renewal: Every 24 h % & © N R %, 6 S 2o
Frequency of test item application: - @ @ Ao 6@& @@ &@@ %
Test duration: 96 h < & o
Endpoints: Lethal, sublethal and %ﬁogenic@poims@ Q @ @ @j @&
o Shapiro-Wilk W-test T ey—Kmmer—tesNNOV Wilcoxos% ®
Statistics: U-test & N N @ & o v §
2. Measurements during the test @ ~ @ o S @ %\ @ & @
Water/medium parameters: - Q K & Q\ X < @
3. Sampling © % . s LRSI @ &
Sampling frequency: - @ S ®\ @ < N R
Transport/storage of samples: N © Z) @6 @ &© § @Q S
4. Chemical analysis @@ O\Y\a @ > &@ Q @ &
Guideline/protocol: - %, @ @ @ @

Pre-treatment of samples: @
Conduction: onl =
Reference item: -

Method: - & K
: é @QQ o @ S \@@ 9

Recovery: S - N
imit of detection: - N > @ %
Eimit 0? gutanttiﬁcation: § &- § Q@ § ©§9 @ S @&
Results @? © > o ~ ©@ @é& Q&

S« NN N
Validity criteria: §© 6 Q) O @ v @ §
vatid if

A test was considered

N kY
. & - v Y o @
Analytical ﬁn@ S < L @ & N
No analytical ication of test c@bentgat was perform@% . S) K SR Q

N
Q O & 9O O & D
Biological findings: @ > @ Q
Thiacloprid exerted only lo&roxici D. r$ at th%ﬁtedbcéﬁeentrat' s. Bes@ changes of the
heart rate, thiacloprid di@ot cau rm ects o ghe en@nnic lopmefgyot D. rerio. With

increasing concentrat‘i@ the av€rage hegyTate initially intxeased, b‘z&gdecre%d at high
concentrations. % ©\ ,%: & @

o & 9 & .
Results summ o Q N

D
Thiacloprid@erted only low @ty 0ne§$ rerio @‘he test@&conce’mmons. Besides changes of the

heart rate,thiacloprid did not catse he@w@ul eff@gts on thé@nbw@ development of D. rerio.

I

Notifier’s comment &@ & > Q@j Q&

NS N
The study confirms ow toXigity of tiiacloprid to ﬁs no effects at up to 20 mg/L. The only
observed change iwas an jp¢fease @aﬂ rathiacloprid did not cause harmful effects on the
embryonic dev@nent . reri Q

%@@@@

o

S
-

&
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%% °\© Q, @ %@
CA8222  Fish full life cycle test @, & %, SO
N
The following fish full life cycle study, performed for registration outside Europe; was not eval ‘@\A @ @ X é
(or required) during the first submission of thiacloprid but may be seen as r@ant for the risk < é\a Q @Q &
assessment according to current regulatory requirements. % Q @)Q & & (@) &@
o7
Report: I I 59 V-009652-01-1 L) ~ @ Q \® i»s@ @@
Title: YRC 2894 - The chronic toxicity to the fathead n@;glow (Pir@hales p@ﬂas) @5 a 6 S 2,
full life-cycle exposure Q @ 7, S @ @
Report No.: 109109 ' Q) ¥ D> ('S .

Document No.: M-009652-01-1 > @ o ® @ SN
Guidelines: Pesticide Assessment Guidelines; Subdm\\sﬁlo &%ed by ﬂigHazava uati% @ §@

Division of EPA's Office of Pesticide PQgrams &S EPANY86

. A o
GLP/GEP: yes K . N Q % Q ®
& &S & & o
Objective: S @ ~ o ®\ @ @Q N R
The objective of this study was to evaluate the@ng@eﬂn ronic@ects @posuthiao@p@id @@) @Q AN
on the fathead minnow (Pimephales promel% N (@, Q) Q @ &
Material and methods: 2, &@ R © 2 ©
S
Test item: Thiacloprid (YRC 2894), tech@yal Ba@m 29@9 7% @ @ y\’@
Fathead minnows (Pimephales promelas) wer: ntlnuously exposad’to ﬁv ncen ns of @
thiacloprid (and a dilution water cottrol) for pletéé@fe-cycl 60 d p sure @b we@g N
Bl &

maintained in duplicate. In additjgny the exp6sure (@é progegy (F1) onti %&gi for 30
hatch. The nominal (mean meagured) exfosure co@ntratl&@of thlaclopnd@ 0.10 (}@@O) 0.20 @
(0.20), 0.40 (0.43), 0.80 (0.78)and 1.6§@.6) mgas./L. v AN @

The test aquaria were subjested to duatedghotopé@d whl@imulaté@ e light condm m K,

Evansville, Indiana. Te@erature@rmg th@xpenm@ rangé% rom 2@?26 % S @
The full life-cycle, e@sure was 1n1t1a¢§(91 by plagglg by @g lo@bryos %ally @1ded b@een

two embryo in on cups, in eacl@ tWO I cate adaria per exposur el an When
hatching was ¢ompleted (day 5), thﬂerce& ching success @s calcul; base(%i%n the° umber of
embryos introduced at test ll’llt‘h@) LAt te&e comp n of th@atchm&})erlod Stwenty- ﬁv&lewly-
hatched larvae were 1mpart1al°@elec om ¢ &mcubatl@group @i placgd into a larval
growth chamber in the corre ondl uari 5 each r eac@@pllcat@quarlum or four
groups per treatment levggand the@ rol) h larvﬁ%roup @y photo@phed oGt a grid (millimetre
divisions) after 30 da}@)st hat&ve Xp L@to d er%lne t(@Jength d surviyal. After 59 days of post-
hatch exposure, 251%%6 from each re ate a Vere and selec& remain exposed.
These fish were @1 eraphed to de@mne t@gthe ﬁ%@movetﬁﬁmm exposure were
measured for totallength and wet’weight. N

Additional qg?ervatlons were made from 4e5¢ day 7@ 142 (m%:t of secondary sexual
characteristics and territorial byﬁﬁvmu@ test day 154, tl*@ spa n g groups, consisting of 1 male
and 2 females each, were estaiahshed in ddltlgé@ aqua@ corres& ding to the treatments. When
observed, eggs were removed fro Qe sub and nted. embryos from spawns of > 50 eggs
in each aquarium w:@ubate the ent hé@ed gdetermined. When hatching data were

collected for 10 spawiy (per 1@9 cate tium), every thi awn was incubated excluding weekends

and holidays. @ S
@ O
Ffa s
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As the embryo groups (F) hatched, groups of 25 newly-hatched larvae were established in each % . § @§ %)
aquarium. After 30 days of post-hatch exposure, F larval groups were terminated (@ the percent &@\’ %\ N &
survival for each group, as well as individual lengths and wet weights were dete d. The total len; <G Q\ @ @
and wet weights of the terminated fish were measured using the procedures descrlbed preVlously @ @ éﬁ é
exposure of the Fy parental fish was terminated after 260 days of exposure, egstvfish was 1nd1v1 é\ﬂ Q Q N
examined externally and internally to verify sex and gonadal condition. D ities or 1n]urle & <© @
noted for each individual. The total length and wet weight of male and ¢ fish were d termmed Q & @
the equipment and procedures described previously @3 N Qy 6\ 2, @
& 2 v %G N R
- N

Findings: Q @ S S & @

x, O b o & .
Analytical findings: % (o8 @ Q % o @j @&

& \

Samples of the exposure level solutions were analysed for t&%oprl&%wntﬁ% at le@once

throughout the exposure period. Based on these analyses, mearfqgeasured@posure%@ncentr@)ns 0@\9\ @ éﬁ ®
thiacloprid were defined as 0.10, 0.20, 0.43, 0.78, and @g aéx whw@ﬂged@ 98 to%S% of ¢y @

the nominal concentrations. @ @
@ @ @ @é
Biological findings: @ @
No adverse effects on the hatching success oxgur 1Val sj%ﬁfathead mmno@vas obgerved dl@
1val@

complete life-cycle exposure to thiacloprid egncentrations up tg™ajrd inc udlng 1.6 mga.s./ @
was determined and statistically compare %o contry fter 3059, and days c@ost hatch exp@ ©

After 30 days of exposure, total lengt 0 larva ish wegg 51gn1f1 atly re&ced at all test N
concentrations . The mean total length of Fy la fish posed to \o mga &L was d was V\ﬁ §
compared to 32 mm for the controlish, whj epre da 7% re ductl he tétal ength@ Fo la%al N
fish exposed to concentrations mg a.s. mm @a 3% ction $a1pared to the cofibl. oS
Although statistically mgmﬁcaﬁe re@ﬁglon at t@ ex ﬁe levels was n@ 1de@x@afblolo&cally @
significant. \ & \\ @ &
& D N
After 59 days of expos@ the tc&engm £od wet w@ht of Kﬁsh e d to @ng a. hlacl@*ld

were reduced, the dlgrences w statlstzﬁlly m@ﬁcant he totalllength of ish exposed to & mg
a.s./L was 42 mme €0 pared to 43 mnz@r contf@lfish, C@ represefited a 2% red&%@h The
|

weight of Fo ﬁ osed to 1.6 m ared to 0.83 cont h, or @&%%
reduction. Total ngths and wet. ht of Xp&fd to test@lcenb&ﬁ ns < 0.78'mg as(L were
statistically comparable to the @t 1. N ng %

At test termination, (255 da@post— %) the<gtal len; nd Y§7elght @he Fo m@é fish exposed to
1.6 mg a.s./L were statis{@ally si @cantl@ ucegd c@)pared@ the cor@)l The @al length of Fo male
fish exposed to 1.6 mgass./L wa @npar@%% Or CO! fish, @wh represents a 6%
reduction. The wetkeight of the ﬁsh expdsed t\‘/@ mg was &4)' g comfired to 6.0 g for the
control fish, or g@% reduction. GraSgth (tot@ngth aff@iwet w %’lt) of tieF, male fish exposed to test
concentrations £9.78 mg a.s./L wAs,statistical arable t& 0 effect on total lengths or
wet weight was observed amoyg the Fo le ﬁsl@any th@loprl @centratlon tested.
io S
Reproduction success of Fy fathead mmnow c{ 1cally@(posed& iacloprid was evaluated using three
endpoints; eggs per fem le per fer yand &893 per sp@n No adverse effects were established
for any of the endp01§t any. :%once ion (%6 mg @./L). However, at the highest exposure
level (1.6 mg a.s./ num&g of eg T SpawD ( 56)%@ statistically significantly greater than the
eggs per spawn f(émtrol (107)Garly ma@'aﬂon was observed among male fish exposed to
S
SR
S & v
¢ & <

&
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thiacloprid, compared to control maturation and behaviour. On test day 76, fish with male secondary % . § %
sexual characteristics were observed in the highest test concentration. On test day 11 fish were &@\’ %\ N &
examined for male and female secondary sexual characteristics. Males were ident at all exposure@ <G Q\ @ @
levels, but none were observed among control fish. Subsequently, territorial males were observed @ @ éﬁ é
exposure levels by test day 120, compared to test day 142 for control. Durin; spawning peri% test é\ﬂ Q Q N

day 154-260) several female fish in four of the five exposure levels exhibitel} Secondary male @ual <© @

characteristics (i.e., vertical colour bands and territorial behaviour). No Se effect on (r%;oductio 9 Q & & @
minnow were observed at any thiacloprid concentration tested (< 1.&umng a.s./I@er any@the e@@ints @}7
of the study (i.e., hatching success and 30-day post-hatch survival, &tal lergéﬂ and v@veigh@@g @
that were used to define the toxicity were Fo 30 day post-hatch tota] %gth, FopP-day pgsthatch @tal - °s X
) / @) 4 na < A
ength and wet weight, and Fy terminated adult male totgie et w . In determini
length and wet weight, and F t ted adult male t gthg&%/t%tldeg é\y @ N
Lowest-Observed-Effect Concentration(LOEC) and th€)) -Ob%ed-lﬁff@Conce ation E! N S @ &
statistically significant reduction in total length of Es30-day ol@arval fish at test ¢ cent@ons
@ N @ P &

1. The reduction compared to controi\\{%s 1 mm*@“/:?l exposu@ievelsﬁp to and@c udir@@

the total length was essentially e§gpl to cofidol at %@‘ 7 0.20. <f'-/‘ and 0.78 mg a.s./L. @ %,

2. After 59 days of post—hatcho&posun%o significant diff Q ces ipfotal lensvere §

9 0O . 5 .

3. The responses of the se@d gene@’lon @ﬁsh eX@sed to @ame %kentrati@did n&

corroborate the Fo resp, S (re%ction). @ @

other toxic endpoirfffor Fo | fatheaé&minn% durin S study&

5. No adverse e@s on 1engt@vet weight and eighfiyere est@ished ig§

concentratich§as high as 0.7] mg/L (]V;—\Qﬁ 111-08)). @

° L
> (OIS SENE

success could be attributed to these phenomena. No adverse effects on se¢ond generation fathead Qy 6\ 2, @
(g
. AT - Q @’
Growth was the most sensitive indicator of the toxicity of thiagJoprid fofathead innow <The endp&%ts © §
abk e
o C
<0.78 mg a.s./L was not considered biologically rel&vant f%he foll@ing r@s; @)
0.78 mg a.s./L and was not considerv& biol&g%cally sigyficant, Fhere WaggHo dose—%sponsé% N 9
established at these exposuge levels.
U, N
4. No adverse effect hiacl@@yid corfegntrations 0.78 mg a.s./L, v@e estz@@%d byay @
. S (AN
subsequent early Tife-st4gp expostis of fathead minno embg((@ and }@e to th@lopri%@
(o
A @ . & O N
N N S
v
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SIS
R Q & 9
Table CA 8.2.2- 1: Summary of the endpoints of the effects of thiacloprid on the fathe@innow: @&% y\g\ \O\ & @
Endpoint NOEC LOEC MATC Q @Q @ y\g@ &
[mg a.s./L] [mg a.s./L] o [mg a.s/IF) %, @ @ Q
F, time to hatch 16 >16 O N ® Q O &
Fo hatching success 1.6 > 1.6 -Q o S & (@) @
Fo 30-day survival 1.6 > 1607 -- @~ Q @) @
Fo 30-day total length* 0.78 N/ ALl o \ %@ Q
Fo 59-day survival 1.6 W16 o0 N (o 6 = %
Fo 59-day total length 0.78 ASL6 o LIE_ }7 N
Fo 59-day wet weight 0.78 1.6 [N ('S <\ .
Fo termination survival 1.6 > 1.Qy %) Q @ @ @j @&
Fy termination male total length 0.78 FRE 1.1 Q
Fo termination female total length 1.6 .6 A Q N N éﬁ "y §
Fo termination male wet weight 0.78 Y e 1.6 E 11 ho @ @
Fo termination female wet weight 16 > 1.6y R oY « @
Fo eggs/spawn 1.6 « N D 5 ) ¥ N @ @ @
Fy spawns/female 1.6 > 1.6 S Q) N L
Fo eggs/female 1.6 G &6 S Sy -« Q < S
F; time to hatch @ o ‘& 1.6 O @~ EQ) O @©> K
F, hatching success N S | Al >16 ¥ S @ z Q
Fi 30-day survival 1.6 ¢, cy > ko A [N &)
F, 30-day total length 2 1.6 N @% 9 EEER °N 9
F, 30-day wet weight e 2 1.6 @) 6 & AS - $ @to\ﬂ
* Minimal (3%) total length reductions at test concentrations 8 mg a.s./L were not ¢con¥ydered bi ically sif ant and proved to be
temporary éﬂ § %@ @%@ o\@ é (ix o\@
Conclusion: @ Q@ @ §9 S S

g, @
Based on the Fy growth data @d, the @xim ccepta%l”e Toxitant Con@@aﬁon ATC@S @@j
estimated to be > 0.78 mga; JIL ( ) and <1.6 m@xa.s./L (@C). Thégeomgtric mean EATC wis,
o O N

1.1 mgas./L. @ N & & S @
0o T VoA S ¢ o &
N Lo R Q@ \@
Report: 2 W 2000 M0 ©
Title: Effects of Y& 894 teghnical ggﬁthe matn off%head minnows (&,
Report No.: 109389 & IS Q" «, LN S
Document No.: M-THUBO1-T S @ O >
Guidelines: none g@@lelineial de& @,j\ﬁ L S
GLP/GEP: Yo, @ NS S § e
Q9 O &N NS
— Y S K 9 O
Objective: @ & @

The objective 0@ fish maturatio®Best w Qexamithe p Y tial & z}\fs of a thiacloprid (YRC

2894) on the survival and sexu@mrati n o ﬁsh\This testiyas con@ted as a partial fish life cycle
test under fiwy-through conditigns, as @ow;ul@ a ﬁy@@fe cy%ﬁest for the same compound (M-
009652-01). @ N o

& @ A
A & S
Test item: Thiaclopri RC@QM, te@ 'cal;th\eltch no@ﬁ-oow, Reference No. 898606007,
Purity: 97.4%.
M & o O

Material and method

e
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Q D
A chronic test starting with approximately 47 day old fathead minnows (Pimephales promelas) under % . Q ) %)
flow-through conditions were exposed to nominal (mean measured) concentratio: control (< 0. 6{&’ %\ N @
3.5(3.83), 6.9 (7.58), 13.8 (14.6), 27.5 (29.8), 55.0 (58.5), 110 (116) and 650 ( ug a.s./L. @) Q\ @
Maturation and development were monitored for 106 days. ® @ @ éﬁ é
The test was conducted with two replicates per concentration. Cool white a uorescent ligh§were é\ﬂ Q Q N
regulated to follow the recommended Evansville, Indiana light cycle for ife cycle tests @Q & & (@) &@
minute transition period of lower incandescent lighting provided at th ation and te natlon 0@ Q @) & @
each light period to simulate dawn and dusk. The mean light intensity Was 69.3 foot- ca%s (7456 6\ R, N
lux).The test temperature ranged from 23.5 to 27.1°C. Dissolved dxygen co@ntratlo ange&om @ N v
5.1 to 8.0 mg/L representing 61.7 and 96.8 percent saturation, res@ctlvel Q 25 °¢-Yhe p ged @@ @ & % .
from 7.3 to 7.9 during the study. Observations of abnormal bf%wour rmal @ysical nges, Q @7 @&

mortality and maturation were recorded daily by visually i m&g;c ing agh charitber. De ﬁsh we&%

noted, removed from the aquaria and discarded. Addition4 bsew%ms wegp) \kaken udy @s “

72, 85 and 106 (test termination), when each fish was red % the tegt systetfl{or det

observations of sexual maturation. Food was added t &aquitia at leas@mce d@ exce@on S)
weekends/holidays when food was added at least offse daily. ~ Y @ @@ N

&)
i o o & § 09 ¢
Findings: @ & @ (@@ &@ @)Q @ @

Analytical findings:

The mean measured concentrations of t 'acloprld cal e < 0 y3.83, @3 14.6 %) 8, o\@ ©
116, and 710 pg a.s./L, respectively, whi were t of Qe nomi Qoncenx@tlons @ S
The test compound was stable in the :6:% syst dlssolve mpog@was o ed jn the test v §
system throughout the exposure }@@d % N

@ o s
Biological findings: @ @ O @ @
Survival was high in all aq@ ber sh per test le elat study@matlo@s 50. @% @
number of surviving ﬁsh'@ ach g&: were 48, 49, 48, 46, 4%% 49 aﬁﬁ49 f%he con@ 83, N
7.58,14.6,29.8, 58.5, @and7 gas@respec ely. §& o

Aggression, typically a male ch@éeterls%% was @ed in %aqua@%he h@st treatment gréup

(710 pga.s./L) af& ays earlier thaxwther tr ent s or thecontrol. How%j@ove tl@
aggression wa;%@onger evident j y aq ickindicates that t| 1s miginal s1g®ance of
the aggression. No physical 51gr%v mam%tl % rcle dev@?)mer% ark spot on dofsa] fin, striped

coloration pattern, or 0V1p051t®@1 elophent), e tlml of th&%qnset ose phySieal signs, was
different between the treat grou and th trol. go\g S

v SIS

Conclusion: @@ ©© @ \@ \@ N S v
NS
Under the exposure scenario of this stu@@hia id has signi t eft}@n the sexual
maturation of fat| minnows. NOEC was ine e >71%ug ag/ls
N

N
CA 8.2.23 %, Bloconcentr@n fsh% @ @)

As thlaClO\ld has a low LogP there i§gpw po@ial for bccun@tlon and no studies are required.

s N
2 e NSRS
CA 8.2.3 End@le disle ing erties e

Fish
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Population relevant effects of Thiacloprid on fish were studied in an early life-stage test (ELS) with % . Q &) 9

rainbow trout, as well as in a fish full life cycle test (FFLC) and a subsequent sex aturation test * %\ N @

with fathead minnow (P. promelas). In the ELS no effects up to the highest test%oncentratlon of @ <G Q\ @

170 pg/L were found. ?”\9@ @ éﬁ é

S R © &

©) @

In the FFLC an overall NOEC of 780 pg/L for growth (weight and length\was found with %fects & &
on any reproduction parameter up to the highest tested concentration @ ng/L. Bec e terrlt @ Q @) & @
behaviour occurred earlier in the treatments than in the controls, this clarified in an ec1a11§% Qy 6\ 2, @
designed fish maturation test, with no effect on any parameter up &&he hlgh@g concenthation ¢RI 10 2, IS R
ng/L. S ] @@ o3

Beside that there were no population relevant effects. The chranic ﬁsh@ECs @orders@

magnitude above regulatory acceptable concentrations of thiagldpridssghich afdgriven @
invertebrates. . z% ~N g} &@ &% "\@ éﬁ %G §
Based on the absence of relevant effects it can be conc@d tha@%%aclo 1s nofa%(potengg@ é\a @ N Q
endocrine disrupter in fish. @ % Q\&g § \@7 @@ S @ &
R
No further testing is indicated to evaluate the end(@ne d@}lpter p@@ntlal @uaclo@o fi h_@ @@)Q @@Q N
@ \& o @ &@ @Q D«
CA 8.24 Acute toxicity to aquatic inyértebrates § I & O\@ 2 ©
o 2 © @Q 3 v S § @ y\’@
CA 8.24.1 Acute toxicity to Dap%lia m%na § @ § Y @
An additional study is available a@%ssin toxic@@of the major -{ megabolite T}é:ﬁopri d2\ N
amide. @ § Q@ N) §9 @ Q BN
S - %, Q9 9o & (@
B . o5 AN X
? : 895 MOS0 > §
A R pgloned - §7 @
© D g kS
G1-000738-01-1 SRS, @ @
D 0. 200 ¥ QCnens @, N
A @ \@ & o\@ Rgprod) \©
B Mentar i@ Keengy Whiia By essmfie Cudermd
o e Beswvater Bfuatic kit
2 @ S @ \% SN
@ S o 2O \@ @@
%i;ﬁ 1995; N0100 oY)
3 oo g s @S

@ N
@7 M-001002-0 %&@ N &@ ) ©\

N

- Cui@he g

N T

@ &ction 14Dy Peg
&%
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Report: I . (005 M-002382-01-1 & %, Y Q>
Title: Acute toxicity of KKO 2254 (YRC 2894-Metabolite) to water ﬂ%Daphma magn @ < Q\ @ @
Report No.: HBE/DM 192 @ S %o é
Document No.: M-002382-01-1 & S) Y Q § N
Guidelines: OECD-Guideline No. 202 "OECD-Guideline for Testi hemlcals" S @ @) @

4 April 1984: "Daphnia spec., Acute Immobilisation “\ and Reproductio@l‘ est, @° S & &

Part I - The 24h EC Acute Immobilisation Test" N @ Q Q @ @
GLP/GEP: yes DN @ 6\ o

N o,
& &) N g% %, IS S S
Obj SR T @
jective: 7, < @ @ é o

The aim of this study was to investigate the acute toxicity %%clop&i@mld&@é@l(02%l%0 % §
Daphnia magna in a 48-hours limit test under static conditigns. N AN S o v §
Q)

Materials and methods: @Q (ii% & @ é\g @@ § @ &

¢ B
Test material: Thiacloprid-amide, KKO 2254 (me@lite of tﬁ@;clopri(ﬁ Ba%n @254- < N L
TOX No.: 4686-00; Article no.: 00180842; Pur@/' 4‘;&@% ©©> @Q S
The exposure of Daphnia magna to thlaclop@mlde KKO 2254), was c@’ductedgor 48 @ é
static conditions. Test units were vessels cShsistedof 100 m ss beakers (D 12332)& h
covered with a plexi-glass plate and pla%l in an ¢nyironmedifal charf®er for 48 Hours at 20 + 1©and X \y\’@

vessel, three replicates per concentration. Thy can megs red ES(Z conc@'atlongxwere 0 o §
and 100 (103) mg technical meta@e/L @ wateﬁ@eas were not fed@ the %e%bsolutlc@ were

aerated during the test. After 24&nd 48 hours theha 111t1m a@or th obl@/ of the © BN

a 16:8 light-dark cycle. Each test vess%contalged 50 mL@J the t olutiofwith tegragtimals Per

animals was determined.

o . o & D
o & D O % NN S
Findings: @ @ @ @ K@' % @ §
Analytical findings: o8 S 9 @ S) @

Measured conceqtra@ns of KKO 2254 were k&\é&/‘l%g p etab@ at the g@gmmr@nd thef@qd of
the test. These @ts indicate that t{g fest c@ntrat' prepared in thl@st cor@ond t@mommal
K @,

concentrations. @ R

o N \
@ N S & Xy

Biological findings: @

Neither immobilisation nor@b let@ffecg& ob ed 1(; tﬁ%ﬂn the@gntrol a&ll as in the

exposure group.

@ \
@© N\ 2 @
Table CA 8.2.4.1- 1: Bffects of acute toxicity of th@prid aipide to DCgagna O

9 mgpure metabolite/L
@@ N Q @24 h {%Q 48h
ECso =\ ay @ > 103, > 103
(95% confidencelimits) ° ) ~S --
Lowest Observed Effect Conc. LOEC & fWS >103
Threshold Ef@t Conc. - TEC S AP &V103 >103
No-ObservedEffect Catg.® NOELY 103 103
(TEC = geometric mean of @ and NQ%I %n‘esp@ng to MATC\Y
S @

Conclusion: @ @)@
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I;hiacloprtitliw (A Section § ot togtealstud @Q & o\©®
I B >002; M-059130-01-1 %% . § § %@@
© @ v 8 & e
M-059130-01-1 X Q @© § %, &
> ~ vy Q@ & «°
@ Q . &© < @
& VO o &
I I 202 10591450127 @@ < e D S
N 9 VR NN
M-059148-01-1 © %@ é\ﬁ @jx ©@J § S % o
A @ B R s 9 & @
{\9 SO &@ &% O & o S
O\ 5 %, QS Q
.Q NS
Report: I oo ey & §@ & o
Title: YRC 2894: A 96-hour ﬂow-thr@ acute t0c1ty test with tlgaltwate@sid @b < @ N R
(Mysidopsis bahia) & S < S g Q @) N
Report No.: 107353 @ % vy S @ Q & @© «
Document No.: M-000648-01-1 ANTERN @ & @ O
Guidelines: Not stated R @ & o @ @
GLP/GEP: yes N §9 @& @ @ R 2
L@ © 2 o R @ o
- AN & o S Q
Objective: @ © Q) 6 . Q K . @
The objective of the study was t @aluate @ ac 101ty@thlac@ Y \894) to@e & K\
saltwater mysid (Myszdopszsg@%) dung a 96- 1@' ex p&@e periol @%hro@@h test& @
conditions. S AN 2
S @\ Ve oL Y ¢ @
Material and methods@<® @) @ © Y @ §
l PN K @ & O
Test item: v
Non—radlolabelled\%acloprld (Y 94) mcal h no.: 300&/PF 8@991&1§@?ﬁy
99.3%. Q) %,
Radiolabelled: [ h1azolldine-4, ! ] 28945l 5 mCi @hCF&Vlal No. C- 679§catlon R7-
2;Solvent ACN; MW 238.64; 1, 96@ Pu 6.7 Q?g/mmo adiochemical purity of
> 98% and a chemical puri > 9 @

Saltwater mysids were @osed t(@% m serles@;@;{ te@ncen@ons oﬁ@glacloprld technical
&c

and a negative (saltw&@ contrély Two ate, 1636 chambers were’maintained in each treatment and
control group with 10 juvenile mysids @24 h in eal st ch T (foéﬁ@)tal of 20 mysids in
each treatment a ntrol group). Mysids we@xpos d (mealgneasured) concentrations
of 5.8 (6.1), 9.7T), 16 (17), 27&%45 (5@1‘@ 75 (78) n solutions used to achieve
the required exposure concentr: wer%med \%& stoc tio e radiolabelled test

compoun t&chleve workmg%&?ocks radl tivity 0y O() dpm/mL. Light intensity at
test initiation was approxlmately 214 @ at th@gurface f the watee) Water temperatures were within
the limits of the 25 + 1 C@ange established-for thelsséﬂ oxygen concentrations exceeded
60% of saturation thropghout ths%s%t an ranged_ from 8.1 t0°8.2. The salinity of the dilution water
at test initiation was&@%o. Obsesvation mortality an@%r clinical signs were made approximately
2.5,24,48,72, a é’)\! hou&er te@@itlatl@@umulatl ¢ percent mortality observed in the

o
§%@§@@Q§
& & T

&
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treatment groups was used to estimate LCso values at 24, 48, 72 and 96 hours. The no mortality % R Q @§ %@
concentration was determined by visual examination of the mortality data. v N N
e @ S @ @
Findings: < Q t0\9@ § éﬁ é
Analytical findings: @ Q) Q ®© é
Nominal concentrations selected for use in this study were 5.8, 9.7, 16, Sand 75 pg a. s@ qul@ @ & &
scintillation counting samples collected at the beginning of the test ¢ ed radioactivity which @ \© © @
ranged from 103 to 112% of nominal radioactivity. Liquid scintillation coun ng samp olle eﬁbat 6 N v @
the end of the test contained radioactivity which ranged from 10 1 12% om1 hen @7 @ S
measured concentrations of samples collected at test initiation and termisagion we@vera @ (g & % I IS
mean measured concentrations for the study were 6.1, 11, 17 , 50 an@ﬂg p% L Ana is of the @ @ @j @
78 pg a.s./L treatment group by HPLC resulted in values 9 of n%\al i 1ng t he m{ y N %, §
of the radioactivity measured was associated with parentQZRC 2@8“%% W\g Q> éﬁ o
Q % \ v\g S @
Biological findings: &© % °\© ‘f§ \@7 § N) @ ©
Table CA 8.2.4.2- 1: Effects of acute toxicity of thiacléptid to M bahia ¢ S @\Q o @@ @Q o\%
N &
Mean measured 24h @48h % O 12 l@ @° 9@ D § K
concentration °\ @ @
[mg/L] Dead Obser- Pead Obser- ead Obser-, Deady| Obser-7 @
vations Q%atlons\ > @ vationsU| v RN ©

Control ° o o @

Replicate A 0 NS % 10 N@ «§ AN ©@ 10N N

Replicate B 0 19N @ @\I Q @N A 10N o\@
6.1 Q> w )

Replicate A 0 N 0 @10 1\% 0 P 10 @’ 10@ S

Replicate B 0 10N 0, b 0 Q) f&@ JON @
11 o N ‘N 7 @

Replicate A 0 ©© 1 o& ON @0 LON Qo Q10N

Replicate B S I SN 1 BRIN S 1 9N
17 ~ | @ . . P © @O

Replicate A | €50 10N 0 ® 10 1% 1058 0 @%N

Replicate B 0 10 ﬁ&a 0| 9 NEHE 0 oN:1E |G :1E
29 q N

Replicate& 0 91\@15 @ 6N;1E V3 @N,zE ¥o5e Q41\1;115

Replicate B 1NN (D1 BeN RS 2, DeN:eE | 5\ 3N:.2E
50 N Y Q

Replicate A 4 @§ 6 % @ ?@g %@J 3E @ 1E

Replicate B 31 7 D ARSI NT 3E
78 @ O N SMENIS) ¢

Replicate A @ Qe ©10 > - 10 | 10 -

Replicate B 5 SE @ NG Q lﬁ% @, 10 -

°

- 9
Key to Observations: N gﬁ%mal E = Erratic %wlmmmg @ @ o 4 %

D
Although 5% mottality was obs@d in %111 pgag/L treafiyent gr(@ no mortality was observed in
the 17 pg a WL treatment growg, ons@ tly, tdho m@ity c@ntration was considered to be
v

17 pg a.s./D Q
@ A

@
Conclusion: N %% § Q
The 96-hour LCso w@ er@d, by pebit an&lz/sis to @ pgas./L.
(CHEN

el o
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Report: I B 00 4 M-491257-01-1 < . § @§ 2
Title: Acute toxicity of thiacloprid (tech.) to larvae of Chironomu@aﬂus ina48h &% %\ N &

static laboratory test system v ) Q) A @ @
Report No.: EBYRNO064 Q @ § % ©§
Document No.:  M-491257-01-1 & O N Q ©© N
Guidelines: EU Directive 91/414/EEC Regulation (EC) No 11 72009 $ Q) < @

US EPA OCSPP 850.SUPP.; none R &° S &
GLP/GEP: ‘o R ©

: yes Q? N @ &)

Q
Objective: q\ @ @

N
@ N Q@
S @ S
R Qb N
The objective of this 48 hour (h) toxicity test was to evaluate% acute 0b111 n to 1@% of @ Q @% @&
tr 10

Chironomus riparius (1% instar) caused by the test item. Asth nma& 0?& aco
causing 50% immobility to larvae of Chironomus rlparlu% h anNS h E 59) Was i rml o\ éﬁ w, §
Material and methods: Q& @ @7 § S @ %
Test material: Thiacloprid, technical; Batch code: @ F158946?%1 -05; %rlgl (&cﬂh no N @ < @ . R
@Ms n§ 324&@ OB

PFHCA-2013-07-01; TOX no.: 10235-00; Specific lonn@@ 1020%91157 ©© S
Purity: 98.9% w/w @ Q @ 'S
Larvae of Chironomus riparius (1** instars €,3 days old 6 b@ TS per@st cong tratlon %@on&ol@ @ ©
with 5 animals each) were exposed for 4%ours ingstatic te@system @pater onlyy'to concentratlo@f

1.00, 2.20, 4.80, 10.6, 23.4 and 51.5 pgas. /L. In addition €9immo apossible oc nce 6% @ @
symptoms was recorded and evaluated after d 48 hours of osur asure@nts ofige water % @
temperature were done contmuou tive gontrol Vesse and ded Hourly by €Jata lo q

concentration. &
Quantitative amounts o @ @were asured&ll fresl@@ﬂprep e%%est els on d@ and v
control(s). On day 2, at th& end @pos& e conce tratlor?'s\n all a@ test 1@ inclt@lg contfgj(s)
were measured. @ 04 Y

\ @’ @ Q@ \@
Findings: &@ @ % @Q v, Q

Additionally water parameters perature pH a yge% re me@red 1 freshly prepared\est AN
solutions of each test concen n on 0 and 0 Zzg mbined t@oluﬂo each&est @
S @

Validity criteria: \ \ X & AN
Dissolved oxygen concentrat@ss ran; e 084 1‘hg O,/L @9 mg O = 9% 0 O, - saturation),

the water pH values were 7%and t ter teQperatus nged from 19. @C to 20@ over the whole
(g

period of testing, fulﬁll the gu@ er Qemen@
Control mortality dldﬁ@ excee@S% a@eas re&dlssolﬁgd oxygémconcentrations in the control
and all test concent%ﬁlons did not fall @ow 3@ durigigLxpos, fulﬁl@the guideline

requirements. 2 QQ @ g& Y
N

Analytical findings: \ % N & @

The analy&g s. found in all %‘@shly ed # s evels ay 0@1 reference to nominal

concentrations, ranged between 95.7 98. 0@avera e °/§; aged test levels on day 2 the
firdi

o,

analytical findings were l@veen 97 9 and 2% ge 9%3%) of nominal. Due to the high
recoveries at the begl of t d th%nalytlcal ings after 2 days, all results are
based on nominal ¢ ntrat,%g\ﬁ

I
@
S &
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Biological findings: % . § § %)
Effects of the test item were reported as follows: &@\’ %\ N &
Table CA 8.2.4.2- 2: Acute toxicity of test item to first instar-larvae of Chironomus rﬁ%us after 48 hou& < Q\ @ &@
(based on nominal concentrations) ® ?”\9@ @ & @
T . Exposed Immobili€y) N Q Q @) LN
est concentration |y onomids 24h 8h Q S © @
[ng a.s./L] - Y S &
(=100%) n % A n % o2 VR O & @
control 30 0 0 1 > 3.3 @ 6\ w, S
1.00 30 0 0 & 6%, v S R,
2.20 30 2 6.7 @3 fa0 o @Q
4.80 30 3 10.0 Y 6.9 | 2600 O S % S
10.6 30 3 0 O 109 “B33.3* Q> ) @j @
23.4 30 7  ReB 3% 30 N 100, Q % §
51.5 30 29 D 96.7% @;?o 1Q@§iﬁ< \ Q> 2y
* statistically different to control Q K R ° @ @ @
Conclusion: & N Q % @ &
Statistical results of probit analysis conducted for @rmman@of ECso val based ®omm§ @ @ R R
concentrations): & 9 @@) @Q S
Q2 . T @§ Q Y &
Probit analysis for NOEC ECsu
data obtained pg a.s./L % %/L lowe§9 5% d@g % 5%"d@ @
after: (nominal) ¢ (m@nal) @ g a.5¢fy(nomin ngas./ N 9
24 hours 106 ° 61 9 | K746 & | oo 610 @ @\y\,
48 hours 4.80 \\ 10. 8 S 52 & 4715
n.d. = not determined due to mathematical reasehs ° o
& o & NS

s e &
She 1gau T @
The 48 hour ECso was det@bmned fobe 1&&ug/a SHy. Th&gorresp%l ng @C W@ @
4.8 ng/L. @ @ K @ §
© N
Results from literature revne\@ R

Summaries of 1nv&@atlons undertakgp an §1She publ@lterature are @nte T@jse are
| %

the result of a &@maﬂc review wHS# the 1catiof{fas been assesse§ beln&g 1able

providing suppotting 1nf0rmat1@ T the& ancg, of conc §
The published literature rev1§ v1desgs,upple ary dat d 1n&mat10éuh1ch wﬁ%ot influence
the risk assessment. @

o

Report: 2.4.%

20Y1; M-46 %
Title: Effects of predator c&s on c1de t Qy To@' an un@standmg of the mechanism

f the 1nteractlo%
Report No.: M-466483-04<] Q "\
Document No.: M—466483@ N . Q
Guidelines: %%, not applicable; no@icaﬁ)le@ @ @
GLP/GEPY, no > N Q O
<
@° S @ S

Executive summary & % @ Q
The aim of this stud s to g%:@ sig o the p%ems 4i@d possible mechanisms of this multiple

stressor 1nteract10n&y addr g the @10 win, Jectlve examine the interaction between predator
cues and pestici g@acros te of mmo; sed pesticides that vary in their mechanism of toxic

@ @@

&
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action on the acute lethal response of the cladoceran Ceriodaphnia dubia, examine how the interaction % . § ) %)
behaves across multiple contaminant concentrations, and examine how predatoryClagmical cues may; A N @
affect the stability and/or bioavailability of pesticides, potentially influencing pé%lde toxicity. @ @?}9 Q\ @
Material and methods as well as results are summarized for thiacloprid treatments only. @ @ éﬁ é
The test organism in this study was the cladoceran C. dubia. Organisms usgd in these experi Q é\ﬂ Q Q N
were originally obtained from the Ecotoxicology Research Facility at Arkansas State Univer@/ and@o & <© @
reared in the Aquatic Toxicology Laboratory at Texas Tech Universi@fbwmg standaxzed @ Q @) &

culturing procedures.

Thiacloprid (99.5%) were used as test substance and purchased frém Chem%ywce S@k sol fkﬂs Ry
were prepared by dissolving chemicals in pesticide-grade aceton@xposu"solutl were ared@@
by spiking known amounts of stock solution into exposure megja. TOXI@ and s@ ity e riments
were derived from separate solution preparations from the sage tockﬁo utlon\®llow1%ldentlca% §
solution preparation methods. 5 or 6 concentrations wereted @ & S N éﬁ
Acute toxicity tests (96-h) were conducted following SQ fardi ethodgﬂogy Experim @ R @
chambers consisted of 40-ml borosilicate glass jars ar@each c&%tamed 3@l of &CUC n%eratc@Q

hard water or predator-conditioned water for everﬁestlmde @centraﬁ’)n testeﬁxﬁve 2 omly @
selected C. dubia neonates (<24 h old) were adde eacl@(perlm@gal cha T at tl o Q Q)
experiment with six replicates for every treatm@. Solvéas controf&ontaj pestld@e grad%etone @ @©> K
at a concentration not exceeding 0.06% of tl@xposur&nedl lume. Ex| erlmen‘%& were d@hducte @)
in an incubator at 24 + 1°C, with a 16:8 h lighit: daﬂ@hotope Each@xperm@tal unit$as fe&@

pL of an algae solution (P. subcapzmta @310’ cel@ml) a@ ns ,\ At/cereal/trout chow (Ycﬁ\&\ \ y\’@
Water quality parameters including teﬁzperatu%dlssolve Xy DO), @and C(@UCUVH}%CIG 2, @

monitored. %, N R
For chemical analysis, thiaclopri@as extréoted usj Strat MC18 @phas%}ractlor@PE) &\
cartridges.

@
Logistic regressions were u 0 est1@§e LCS&%ng a%gnerah&d lmea,rﬁdel wibpa log@ﬁnk @@
function, binomial probabifity dists \Qf\ tion, aritha maK um 11 ood e iNation ;g %,

Ranges of water qualit AMEtESS pre@ed exp@@ire so s we?é@s foll ure, 22.0

O \4 @
to 22.4°C; pH, 7.78 to 8:33; D@Z#A.70 6§66 m% and con ctlvgty 10 to @6 uS/c an,+
standard deviation ¢#TOC in freshly, {rﬁepare con ed w was 1@:% 8 @/L and%ﬂS
mg/L in moder: hard water. Q & N

iy & & S =« . O

No mortality was observed in, olver&%ntrol tment§ C& the t(%iclopn@tment was
3.39 mg/L after 96 h. The cheiyfcal analysis indggated a thigclopridggeductiofn mo%ately hard water
of 19% and 22% for the 4.0Zand 8.0.fmY/L, re twel@ter 72, N @
Y .90 @

en 2. MQ&\Q\?ds for suring the Acute Toxicity of Effluents and
Receiving Water@bl:res w@’ an d e Or ms, Sth . EPA-821-R- 02-012. Washington, DC, USA.
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Material and methods %% § © %@
. N 5
A. Material A
| VC@ & N
1. Test material Q @ @ % &
Test item: Thiacloprid & @) % @ @ Q)
Active substance(s): Thiacloprid @ & @ Q @ Q&
Chemical state and description: - % Q N % @ @
Source of test item: ChemService Q@ @ Q & AN
Batch number: - QO? \ o @ \ @ @
Purity: 99.5% . CHEG I O T §
Storage conditions: All stock and working sol s Wered i t@ark a@% and o @ S
g tions: all working solutions wercused w'th24 h. Q) @@g 6@ @ & % .
Water solubility: - @ @ Q Q &
2. Test solutions % o \ @ @j @
Vehicle/solvent: Acetone (pesticide&gi%\aﬂe) \\ N 6 &% @ Ao §
Source of vehicle/solvent: - @ N @ | Q A N v
Concentration of vehicle/solvent: Not exceeding% K R N 2, éﬁ @ @ O
Method of preparation: Spiking know@gn oun&f stock @tions i@the walgy @ @ &
Evidence of unsolved material: - N @’ AN R NN @ @ @ %,
3. Test organism(s) Q 6 @ @) @Q < N
Species: Cerz'ohma D @@ S @ & @ Q
Common name: - ,A\@ LN \ . @ S @ &
Source of test species: - _ - @ Q
4. Culture conditions of test organism(s K
Culture medium: nthetiderated@gg wate @ @ N @
Temperature: o 24 1°C 2 § &, Q% o < @to\’
Photoperiod: 16:84&%ght:d k @ @ v @
Light intensity: @ ?g@ @ 6 o K N

S - o
pH: N ey S ) N tﬂ\g\ © & S
Oxygen saturation: @ &— § @ @ @
1gae) Ps irchueriella subditata, tion of
Qgreeralg vezﬁ irchueriella su. ata a@concen% ion o@

Food and feeding regime: oy

Acclimatisation prior to t : 6\ ?XI(&C IS/r&a ’ m@%l Ofyiwcereal/Q‘ C}§@ v
Observations during acc@atisatio@ -© Q K %’ @ @
Age at test start: o 24 h & N ¢§ © e
S & & @ © o & F
A @ . O o = . O

A
9 @ SR &
@ @Q @QQ@@? ©\§ @ﬁQ
A N
AN L 4+ 9 @
& @ @ Y o%
& SRR &@Q\
S @ &@\ O
@%
@ \%%é@ §@Q
% Q
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B. Study design and methods % § @§ <
RS °\ o v
1. Test procedure @ & %, A @
Test system: Acute toxicity test @ < Q\ @ @
Test concentration(s): 5 or 6 pesticide levels (only 4.0 and 8.0 mg/L. were mention @ @ v é
Control(s): Acetone & v Q @ K
Number of replicates: 6 replicates @ S @ ®© @
Test conditions: 24 +1°C

%s,

Ly,
)

)
-

Feeding: 50ul of an algae solution (P. s@tata; 3x107 cellg/ml) and 5

yeast/cereal/trout chow

Medium renewal: ' o - % @ o @

Y
Frequency of test item application: - S
Test duration: 96 h © @ @0\9 @ 6@ & % IS
Endpoints: Mortality (‘@f @ Q @ © @j @&
Logistic regression uging genéralized lindag mode%ﬁth a log&%ﬂk Q
Statistics: function, bmomlal&robablh%ghsmb!,@u and um & N X %, §
likelihood @ °N Q" N IS
2. Measurements during the test Q K Q X < @
W . . 2.0 to 22.4°C,@H, 7.78® 8. 339£§4 70 6 /@nd @ @ @ @
ater/medium parameters: A n& @
conductl\@ﬂo to 346 uS/cm. @ @) @ R
3. Sampling & & S S © © RN
Sampling frequency: lh ar@Zh afte&sﬁo ution @parati(n@ @ S @ @
Transport/storage of samples: - @ N @ & @Q @ é
4. Chemical analysis Ro @ & . @
oy SN

Guideline/protocol: - Q& @) A
Method: Ctrata™ Qs soli%&se ex ~:Q @ @ %,
N Cartri%es were codditiongg\Wwith me thgnol am@é?)msed%ﬁter, %, §

Pre-treatment of samples: the; thlde%‘lS elute S Q% etone/@@(ane q%eluate
WESBVapOr; and the sample 8 econsm&lted in a@ ne (ix N
. ent series chro G Qgraph a Phenomenex @5 AN
Conduction:
column m x O 251 @

Reference item:

&

iackapri mO @ @

Recovery: @ ©© E iﬂg ©@ @é& @
&

Limit of detection: Q
Limit of quantification: @

Results @

e
Validity crlter;é\\\@\ @Q
No validity criteria were stated°\) N %, o N %\

& SN @’ &

Analytical findings: @ R %, @

The chemical analysis i u 1cate 0pr1®ed Ct]@@l otely @wate@ 9% and 22% for
4.0 and 8.0 mg/L, resely, \ N o\ @

Table CA 8.2.4-1 %n (range) concentratlon stlcl expe! enta%&sure water e from the
S @

chemical stabllltX@f)erlments D
‘Nominal concentrition Reduction after
Pesticide (mglL) fk\% 5 ML 72h (%)
> )
} ] 4.0 396 (29-4.4Q ¥ (2.3-3.7) 19
Thiacloprid\ 8.0 WO €906.4-7.5) .4 (5.25.7) 22

Other measurements: <&
Ranges of water qu param%%crs in ared exposm@tlons were as follows: temperature, 22.0
to 22.4°C; pH, 7.78¢o 8.33; , 4.7 5.66 'L; and cnductivity, 310 to 346 mS/cm. Mean +
standard deviatj f TO@yas 3 4 +3.3 mg®

S SIS
&@@o
¢ g v

&

@“%% &Q@Q
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Biological findings: % R Q § %@
The LCs of thiacloprid to C. dubia was 3.39 (3.05-3.82) mg/L after 96 h. @ &@\’ %\ N @
N @ ¢ o 9 @
Results summary (@Q @ S é”\a é
The LCs of thiacloprid to C. dubia was 3.39 (3.05-3.82) mg/L after 96 h%@& Q& é\g Q ®© é&
- A
I o & <« S @
Notifier’s comment QQ? AN \ w\?@ S
A
This study confirms low toxicity of thiacloprid to cladocerans (in %/L rang@b ‘The re&% havé&go %@ @6 N X
impact on the risk assessment and can be regarded as supporting @ormati@ ) 6& QX 03 %
y & & & S
v @R S & e
©

CA 8.25 Long-term and chronic toxicity to aquai&'mver{ﬁates \\ @ &% %
CA 8.2.5.1 Reproductive and development toxicityfo D%imaia mg% o\& %© w\?\ § é’ Q
No additional studies were performed. Please refer to@e con@ondin&@ction@e Mor@rap & @

to the studies in the baseline dossier provided by r CropStience. ®\ < @ . RS
® @ & HLE SN
= e RS ¥ &
B 1998; M-000652-01-2 A @ ¢ @)
e @t oo DR e, @
N @ S 9
M.000652-01.2 o 2 © 9 %G @ X
oy S S
e, AL Py Baion ot ang @roingth Tergori g ou D
ARG A S SIIR
SR G T g L
R S
CA 8252 lte;@gductive and developmen@)xicitg%) an a;@tional 4@natic jyverteb (&
species N S @9 @7 & Q@ \@

<
One additiona&&quy on the aqgatl@nver,te@e Mpysidopsis @b‘?a iso<@nted h&e, addQ@al studies
%, S

on Chironomus species are pr@ed la%. @ @) Cﬁx
N > ®)

Report: ; 1986; M-00 -01-1
Title: YR&,2894: w-tl@) gh lifeCeycle togigity test@yith the Ggltwater mysid
sidopsf§bahia) S N AN

Report No.: 107363 S ©\ Q 9 @@

Document No.: ~M-000649-01-1 ST
Guidelines: @7 FIFRA Guidetine 72-4Ylysid S@mp @Cyc}e\ est
GLP/GEP: yes Q\ N S Y
5 N TIPS S
. v & N o

Objective:

@° S @ S
& %:\ < Q
The objective of this was@ evalu; e effectyof thi@oprid (YRC 2894) on the survival, growth
and reproduction o& saltwaitgr mysigsiMysidapsis bahl@lnder flow-through test conditions.
G
S o ©
g\f @@ Q 7,
S

&
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Material and methods: % @ @§ @

% o\ Q, '24\9

Test item: @ @ v \\ @Q @

Non-radiolabelled: Thiacloprid (YRC 2894), technical; Batch no.: 6030001/PF %8439912; Puri@ @Q § %, &

99.3%. Q [ SERS)

Radiolabelled: [Thiazolidine-4,5-'*C], YRC 2894; 1.5 mCi in CH;CN; Vi@). C-679; Loc R7- Q Q ®© é%

2; Solvent ACN; MW 238.64; NBR 95B51-1; 96.4% Purity; 26.7 mCi/1 le: radiochemical urity@° @ & &

> 98% and a chemical purity of > 99%. @\ . @ \© &) Q@

Mysid shrimps (M. bahia) neonates, less than 24 h old, were expos@%o thiac]@@r‘id at n@mal %\ %@ @6 °\% R

(measured) concentrations of 0.25 (0.28), 0.50 (0.54), 1.0 (1.1), 2Q)2.2), 4@(4.4) 8.0 S 6@ ] %

(8.5) pg a.s./L in a 32 days flow-through test. Stock solutions L%l to achis¥e the regpiiired e;@@me é @j IS S

concentration were mixed with stock solutions of the radiolabelle test%)mpoumgto ache workig‘% § @

stocks with a nominal radioactivity 357,143 dpm/mL. & AN AN O X §

. S
Two replicate test chambers, each containing three com entsg&%h 10 ng\yﬁg%s eac%%/ere %@ained‘i’\?\ @ & Q
for each treatment and the control group, a total of 60 aySds w@@ expgse@vﬂ each\@atmen@ad con @
group. A photoperiod of 16 hours of light and 8 hour§of darkrf@E with 80-minuiransi perio <
low light intensity was provided avoid sudden char@s in lighting. L@t inten@ at tes@iﬁon @i Q < K
359 lux at the surface of the negative control, regljcate Asghamber. @i‘nper@s werggyithin thS yange @

. o SN
of 27 + 1 °C. Dissolved oxygen concentratioﬁ@ere >5 mg/%2% of satttation 4¢,27°C %0 Q
9
%>

Measurements of pH ranged from 8.1 to 8.2 Wlcasugements 0@1 inity i%he neg@'ye contrh] durin‘&the &)
test remained at 20%o. The mysids were @5 live bri@yp shrim@éirtem' .) nauplir at least 2 time@“@ay R
during the test to prevent cannibalism.”Qn Day W4 of the te@ifemal d malgadults \@@paire&nd

the reproduction of the paired mysig\{gwas m ed tl@lgh Day3?2. *ifg)- tions @nona‘i@, clinical

signs of toxicity, and reproduction@cre madgdaily. Zte nation leng@and dry@elghts& &\
all surviving first-generation myséds wer{measur @ N)

st te@i
<
N) Q N RN . Q 9 SN @
Findings: ©© ©\ N 4o @ %&\ @Q @ §
Analytical findings: @ @ © © N 9 @ @) @

Y .
When measured cor@ntrations@ samples colle€®d duridy the st@were a@i’agedgiéhe meanyy

measured concenfgations were 0.28@4, 1.@2, 4.4@.5 ug a.s./L&ich re nted< 06°to
Sug

112% of the inal concentratio@ Analy@of the a,s./L treatifigiit growp by HPLOresulted
in values which were 75 to 91%5% the ndtjnal congentrati indicating that, the majorixof the

radioactivity measured was a& iated w%h par RC Q{ . No @%@ipita s observed in any test
vessel during the test. Mea@easur@once ons %%C) werg used tgxpress 4 OEC, LOEC
AR
A

N\

y

and MATC. @ ©Q @@ S @

Biological findings: Q © O S >

Cumulative morta k%of mysids in the negative trol 3 ‘)' termi@ion a@4%. Mortality of mysids
inall YRC 289@tment groupsm@f 33%lortality 1 the (@, 0'54N1' ,2.2,44and 8.5 pga.s./L
treatment groups Wwas 13, 13, 17@32 ang 33%, respectivelyS§ tatisgi&@nalyses of the mortality data
using 2 x 2 Shatingency tablesshpwed t@o@ali@uas nif@ly different in any YRC 2894
treatment %ups when compared to th@wegativ@)ntrol (p=0.05)Q

Mysids in the negative co;@ﬂ produced a medg of 0.24@youn, reproductive day. Mysids in the
0.28,0.54, 1.1, 2.2, 4.4 #ad 8.5 pgas./L ty ent @s prodused a mean of 0.219, 0.182, 0.205,
0.066, 0.0 and 0.0 yoptig/per réproductiveiday, respectively @he Kruskal-Wallis test showed that
reproduction was s%ﬁn icantieeduced@ the 2 4 and@ ng a.s./L treatment groups when compared
to the negative cof@rol (p 5). @) o

%@@@@
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The mean length and dry weight of mysids in the negative control were 6.78 mm and 0.65 mg, % § § %)

respectively. The mean length and dry weight of mysids in the 0.28, 0.54, 1.1, 2.2, #4yand 8.5 ng a.s./I&% %\ N @

treatment groups were 6.76 mm and 0.68 mg, 6.73 mm and 0.67 mg, 6.69 mm an§P64 mg, 6.38 mm@y <G Q\ @

and 0.58 mg, 6.21 mm and 0.56 mg, and 5.92 mm and 0.50 mg, respectively The Bonferroni t-test @ @ éﬁ é

showed that as with reproduction, mean length and dry weight were signific reduced in the% J4.4 é\ﬁ Q Q N

and 8.5 pg a.s./L treatment groups when compared to the negative control (;% 0.05). Q © & & <© @
Qo?(@ N @ R . © &

Conclusion: QX °

The NOEC of thiacloprid in the test with Mysidopsis bahia was d émned @ 1.1 @ﬁsm &% @%7

CA 8.25.3 Development and emergence in Chirono %pecﬁQ AN @
PO SRV SR

I B o6 00057 012 K N %, Q
Shomgns e sy B f &,

M-000667-01-2 @ @

/7
4

Q AN O\
A\ SRR %Q & @®
‘S ©\
X § S @ @} N
S ~ &@\ N &@@
@%
QNN
&§ Q Q S ©@
AN
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5 &
Report: - . 0 M493§&ﬁ N % § © @j §§@

« . . . %
Title: Chironomus riparius life-cycle toxicity @& with ghia oprld @h) in water—se@em S Ao

system using spiked water \ "\‘& %, RS @ @ @
Report No.: EBYRLOS8 ©Q @ < @ O @
Document No.: M-493340-01-1 @ N N O 9
Guidelines: OECD Guideline 233:"Sedim@: ater Chironomid Life<Cycle Tox@y Test, g Q) @ N R

Spiked Water or Spiked Sediment" (a@@pted 2 @ly 20 one @ & @@) @Q S
GLP/GEP: yes @ % S @ Q S &

o S AN @ Q
Objective: % @ & Qy S N &
D

The aim of the study was to determrn t?@effects@ life- l@gg expoNure of c&mlcals freshyvater @

%>
dipteran Chironomus riparius, fully coverl ﬁrst eneratio th y pa cond §
generation following OECD test ehne § oints, the total ber 6&dults ged r N
both 1% and 2" generation), the lopment rate both @nd 2" seheraticny, sex ratlo of ful BN
emerged adults (for both 1% § t10n) rr%ﬂ ropes p m ener ion @
only) and the fertility of th@ o ro ger&r ion only wer& ordecf exp d as P@ C, @

LOEC and EC,, if poss
S @ @ @
Material and meth @ *

Test material: Thi oprid (tech) no. @9 FIS@OZ -02; TOX 1‘@0918 Spe%:{lcatlon
no.: 1020000 AST6; Purity: 98.3%s/w. S

First instar larvae of Chzronoﬁ@%bpans&} ves per ges@oncenﬁ@tlon a %@ontrol ‘é&&th 20
animals each) for F1- gener weregxposed statl st syste@for 28 days to ipitial nominal
concentrations in the 0ver1y1 g me (sp ﬁmer@’phcm\&of 0. @ 0.56 @OO —1.80 and
320 ugas./Lofa wate@dlme stemg

Emerged adult m1dge§®F 1 ge@atlo re tr %red the t@essel 0 the breeding cages
and released inside the breeding cagesf@r ea eatm vel a@gmerge@ndges from the eight
replicates were @ d into two gr@s of f¢ eplicat@), whl@ad bee?ﬁtyansferred into two
breeding cages t*B) to facilitaiigwarming, tating and oviposition

Females lal&herr egg ropes 1% 2L dlsh%laced @side edch breeding cage. The crystallising
dishes corftajned also a static water-s ent system représgntin iked water scenario with initial
nominal concentrations m g overlyin med&Q of 0.32,— 0.56& 1200 — 1.80 and 3.20 pg a.s./L and a
control respectively. La sfrom sen ﬁ@aroum@y 19 of the study were used to hatch
F2 generation. Subse tly %%star e of Fageneration were exposed in a static water-
sediment system for days ratioty\@gvessel@@r test concentration and control (with 20

@@
&
§%@§@@Q§
cL T

&
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animals each) were exposed under same initial nominal concentrations as for F1 generation and the % . § %)
crystallising dishes. &@\’ %\ N &
Temperature measurements in the overlying water for F1-generation ranged fro .1°C t0 20.6°C2 <G Q\ @ @
and from 20.1°C to 20.5°C for the F2-generation. In the crystallising dishes the temperature ran§ @ @ éﬁ é

from 19.8°C to 20.1°C. Dissolved oxygen measurements in the overlying r for Fl-genera@

ranged from 7.9 to 8.9 mg O,/L, 8.1 to 8.8 mg O/L for F2-generation and¥4 to 8.7 mg Oz/@)r the , o & &
crystallising dishes (8.1 mg O/L = 93.1% O-saturation). The measur values in thg}/erlyin@@

water for F1-generation ranged from 8.4 to 8.7, 8.3 to 8.7 for F2-generation and 8.4 to §g5pfor they Qy 6\ 2, N
crystallising dishes. The measurements of temperature, dissolved xygen an@'@ﬁ in tl@verly{ﬁg % @ N X
i v

water from parallel vessels and crystallising dishes of each test c@entrati@ over hol iod of 07 & % .
testing, fulfilling the guideline requirements. % Q@ @ Q © @ Q @7 @&
Recoveries of thiacloprid were measured three times duringghe Stud§~for F1 aﬁde-ge@raﬁon: % ©

1 hour, 7 days and 28 days after application in one additiogal testy&sel of nomijgattest N\ ° éﬁ %, §

5

N
concentration of 0.32, 0.56, 1.00, 1.80 and 3.20 pg a.s./g @ d cog&%l ofth%)verlyf&gwater%@the é\a
pore water of the sediment. Sediment analyses for F1@pd

F2%erati9n@re donevh the &gy highest: § @ ©
test concentrations (1.80 and 3.20 pg a.s./L) and tontrol. ditionally the o&yir@ter of t@ N 2,
AN

crystallising dishes for oviposition of each test cont ntrat'@y were dlysed time, ctly &@‘ @@ Q) ¢
spiking (day 0). @ N @ @ @ Q @ @©> N
Findings: & < @é& Q A @ o\@ &

%>

Validity criteria: o\@ © @Q & @% R <

Test conditions met all validity criteria, givencl%gb the n%nioned elil%@ © Ci% v
S T & & > 9

Analytical findings: K @ S §9

Analyses of the overlying wat@d pofle watey: @ < @ @

At the beginning of the expdsdte pagiod(near}y dne hou%fter %ﬂ%ing) arialyses re@ high@é&

recoveries of thiacloprid l-ge%tion and F2-géheration %ﬁe oV ﬁying ter of al RS

concentrations from 77@0 103%%11 @A)) and@m 78@@0 94‘V@§Yean werl nd, t@

all results and reporting are bas@on no&al co@@entrati s of toprid igihie overlying watkg,

expressed in pg a. ?@ R Y % & @ fog

X
For F1-generatj fter 7 days of @%%sure veriesWt the overlying @r of ﬁgst co@trations

from 32% to 44% (mean 38%)a% foun%a after 28 days@% t@& o (mean 14%).0x,
Chemical analysis of the pore@ r (avérages) fe —gc,n{ ion o¥ey, time 0.6% ¥ nominal on

day 0, 1.2% on day 7 and 0,8%, on d%%. %,

For F2-generation, after 7 days of ure veriesf@rthe mé?\ﬁ/ing W@er of al@st concentrations
from 32% to 42% (meafB7%) (&) oundZgnd aﬁer@% days@)s to Ol3@(mean %).

Chemical analysis of the’pore water (a es) f%}l—ge ion o@ime y@d 0.4% of nominal on
day 0, 1.1% on day{ and 0.5%, on day28. NS ,%: &) @

Analyses in the %ing water of By glass @es (ov@sitio@ase) ne% one hour after spiking
reflect high recoweries of thiaclogiid from 74% to {7% (me@ 0%)%@ found.

Analyses ofy@ae sediment: Qr @ N

Sediment Bnalyses were done t(A)\\ngly fogﬁ two@wst tes@moer@ons (1.80 and 3.20 pg a.s./L) and
the control, due to the expected low recoverigs used@ the spi@: water scenario.

Analyses of the sediment for Flﬁn\eratio er tin%@howed@overies 0f 3.9% to 3.8% (mean =

3.9%) of nominal fo@ con% tion .80 afitk3.20 g a.s./L on day 0. On day 7, 48% to 53%
(mean = 51%) and onday 28334% to 4% (m@@g: 59"/&#’&omina] were found, respectively.
T o O O
& & <
{x’ O @ RS
@ & T o
N

&
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Analyses of the sediment for F2-generation over time showed recoveries of 1.9% to 4.4% (mean = % . Q (&) %@
3.2%) of nominal for test concentrations of 1.80 and 3.20 pg a.s./L on day 0. On 7, 37% to 43% &@\’ %\ N @
(mean = 40%) and on day 28, 40% to 48% (mean = 44%) of nominal were foun@fespectively. Q@ <G Q\ @ %@
@ X
Table CA 8.2.5.3- 1: Analytical results @ ((ﬁ& @ ®© @
Analytical results of t '%prid: @ @ N N
average% of nominal t@:@fwentraﬁom: @ ) @ @
1 hour / day 0 day 7 Dday 28| @ 6\ RN
Overlying water: N 9D N G v @ S *
Fl-generation 89 Q1w @ BN g) o3 & % .
F2-generation 88 37(5;}%9 @g O @ &
Oviposition 90 % oz § @j @
Pore water: v @ ) X §
F1-generation 0.6 é °\\.2 @\ & O.& A N A
F2-generation 0.4 IS & L1 %, N A8 A @y < O
Sediment: ® . S N @7 S @
Fl-generation 3.9 N & s X N 59 § @Q S %®
F2-generation 3.2 @ 240 2, @ 4 O Q < N
& ) S .
—— e B E S S
Biological findings: N N @ & @ ©)
Emergence: § S o @ <)
For F1-generation start of emergence wgs.on day éfor th@ntrols @ test co@entrations froﬁ@z 2N 9
to 1.80 pg a.s./L. The start of emergenge Was rgduced for@o dayghi’test c@centra{@g@of o @’
320 pgas./L. é S 6@ Q S
X S Q A é\

v
S SR
Table CA 8.2.5.3- 2: Influence O@ergelﬁe and deyelopme Q e after 29days f@l-gen@tlon (based on
nominal co& tratlo® f thetg m inghe ove%ng wage?{@ @ O& «(\@

Nominal Nu r of Emergence inserte%rvae DeVmee te” %,
test en mid. (péd se L @ al.
concentration rodu sgotal male fengal@ poofed nfake | féale
pg as./L s midges) (%) G (% )\ (% @x R
control 38 (160) N, 8625 474 Y[ 3875 0.064 A4.066. | 20.062
0.32 140 (160 87 465 4125 J0.063, > 0.064)° 0.061
0.56 142 (160)F | .88 37.50  &31.25 2 0.062°7| 0.065 0.060
1.00 137 @ | «83.63 44.38 @)~ 41.25 0%63 0063 0.061
1.80 141 §50) 8813 50 48.7%, | 3938 0Op2* K 0.065 | 0.058*
3.20 74 E160) <\ 4627 2 23,75 0.049* [.051* | 0.046*
* significant difference (o = 0.05) Q

& v o7 B Q N
#) for calculation of the true dev@ment tim@glay of; @gence w@rrected @\1 day, b@se the lar@had been introduced one
day prior to application for ﬂ@generati@esulting @udy du‘}&@n of 29%5, 0\

NS % %)
Statistical signific; (a=0.05) on emergete (p@ﬁ sex @ds evg@ﬂ@ed for 3.20 pg a.s./L,
resulting in an C of 1.80 ugoa.@. For@ development répoole’d%ex a statistically
significance was evaluated at t ncentgation wft]%emerge of ] .§@nd 3.20 pg a.s./L, resulting
in an NOEC%of 1.00 ug a.s /L, % . (N

For F2-ge%ation start of emergence &jis on (@\14 for tl%contr@ and test concentrations from 0.32
to 1.80 pg a.s./L. The star@yfemergence wa&educ%@ one @s at test concentration of

320 pgas./L. N »

96.3% of the inserte: 160Narvae ated t:}(ﬂiults if@the controls after 28 days, fulfilling the

guideline requiren@ . X @) v
N

O SRS

{N @@ N o

¢ & T

&
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Table CA 8.2.5.3- 3: Influence on emergence and development rate after 28 days for F2-generation (based on % § @ @
nominal concentrations of the test item in the overlying water): (. » < N N &
. Emergence of inserted @elopment rate @ g}” NS @ @
Nominal Number of @ @ &
. . larvae (pooled sex) (1/d) Q @ @ X
test concentration emerged midges total male female tled S) % @ @
. . pooel
ng as./L (introduced midges) %) %) %) male ) ,\Qemale Q Q @@ é%
control 154 (160) 96.25 45.00 5125 5o0.059 0.064 0405@ @ &
0.32 150 (160) 93.75 45.63 45. 63@@70.058 0.062 0.0 O &) @
0.56 149 (160) 93.13 43.75 49.38 0.059 0 0855 @ 6\ . v @
1.00 147 (160) 91.88 | 45.63 | 4625 @58 | 8061 | 0056 %, IS AN S
1.80 146 (160) 91.25% | 43.75 &0 | @oel  N0.064 - 00.058 07 7] %
3.20 130 (160) 81.25% | 40.63 40.63 0.056 120.0591:7 0.0529] @& @j &’
* significant difference (o = 0.05) o @

o v §
Statistical significance (a0 = 0.05) on emergence rate (po@% sex)%@ evalu@ed for st conceg@yation N @ & S

of 1.80 and 3.20 pg a.s./L, resulting in an NOEC ofl X S R %
For the development rate of pooled sex no statisticall 1gn1f aluat% only Q@ @@ @ @ &
development rate of male midges significance wa aluated at the hlghest te‘concer@on W]@ @@ @Q O\%
emergence of 3.20 pg a.s./L, resulting in an NOEC of 1. 8 ga. s

& & Ko LA N
For both, F1- and F2-generation the Chi? -TFegt mdlcates\no st 1call§d1fferent dlstrlb%t@l S 2 )

between sexes compared to the assumpt% of 5094 females 50%gmales. TH&Rfore malé an D N &
female results were pooled for further, s\ta stical a@lyses@mcre§e stagistical power. %, K %>
R

@
Results on fecundity and fertilily:é% @§ ) © ©© °\© é & N

& & S S o s
Table CA 8.2.5.3- 4: Number id egg&es per te@onc tr tion\ @ @ & @
@ NG
@umb}&f laid egpropesper test c%{entrati@ N
[ng a.s./L] cqiirol 7032 6 Yo [ @0 N 320
cage Al B[A+ Bfa+B| Al B |AtB| A | R/A+B] ATB [A+BYA [ B [A+B

emerged female 429933 | 62 [35|a1]| 66 142740 34|87 66 |37)31]@s |14 [2K| 38

egg ropes N{S6 46| 82 35099 | 64043 44087 |40 |24 Q{J\Q 31 gpﬂﬁ\ 61 | WY 9 | 19
fertile egg ropes Y| 31 [ 42 | 73 o[ 25727 |36 40 39| 79 1QpT224.57 [22]267 486 | 3| 9

WY & U N
Table CA 8.2.5.3- 5: Fecundi Qsde en%nt onggentr of th @tem @ @
7S dep %’;@,u otes &
Treatm. [pg a.s./L] @4 contrgly) W £9.56 (\ 10({\ @ 3.20
Cage A O | 1.24€y (AF00 "N 1.024 1°476 0.969 0.714
Cage B 1.394 CAD936. S | 1180 6250 0.968 0.375
Mean: 1318 0.968Y | Lo§2 0963 , 2| 0.968 0.545*
Std.Dev.: &7 0.1078 & [ 0.0655 09539 Y 0.3046 0.0008 0.2399
n: 20N 2 2 Y [2:0D 2 2
CV: 8.2 A7 50 @ 343 0.1 44.1
Mean: arith 10}\17ean Std.Dev.: %tandafa\kvlauon nu'(nber fre icates; coefﬁm variation
* statistical significance (Student-t test Iorhomoge varial 1Ih Bonferr -Holn@ustmenl (Bonferroni T-Test), o = 0.05, one-
sided smaller)
(Fecundity rate = number of laid eg@)pes per cage/ numb mergle mld@r cage)
Statistical signiﬁca = Om) on fe dity rate was e ated for test concentration of
3.20 pg a.s./L, resdlting i 1n 80 p@&s /L.
@ @

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

&
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For the parameter fertility the Students-t test for homogeneous variances with Bonferroni-Holm % . )
adjustment (Bonferroni T-Test) was chosen as the data did not show a clear dose @)onse relationshg o A N @
for the lowest concentrations. The minimum detectable difference (MDD) to co observed by tH#& g}g @
evaluation was 21.3% for the test concentration of 0.56 pg a.s./L. For the test concentrations of @
1.00, 1.80 and 3.20 pg a.s./L MDD’s of -26.8%, -30.2%, -32.6% and -34.5%,Wwere determine e é\ﬂ Q Q N
Bonferroni t-test resulted in no significant difference for the concentratio% 0.56 g a.s‘/L.Ql higl%o & <© @
concentrations were statistically significant different compared to the @ols (o= 0.05), @
According to the definitions as given e.g. in the OECD Technical guidefine 2100the Lo Obsegyed Qy 6\ 2, N
Effect Concentration (LOEC) is the lowest tested concentration ofz test chefjcal at @ch the"v 2, @ v
chemical is observed to have a statistically significant effect (at p@0.0S When @red wighthe @@ o3

control. However, all test concentrations above the LOEC showld have rmful@fiect eq@ to or @% @% SN :
greater than those observed at the LOEC. Ro N AN § @
Taking this definition into consideration the NOEC for ¢ ndpooﬁbfertil'@}s 05%§3-5-/§ﬂd R @y\g %, §

the corresponding LOEC is 1.00 pg a.s./L. Y > . ‘N é\a @ O

The NOEC and LOEC values are statistically justiﬁe@% cm%i%onq adell tg ﬁ@biolo@% @ @ &
findings. At the test item concentration of 0.56 pg 4% /L the n@lber of vggs as will as t umbe§ @Q
fertile egg ropes are even slightly higher as observed in th@jontrol@rom théJonce on 0, @lg/L Q
upwards a constant decrease in numbers was ob8grved fégboth p eter; %is dos@sespo @
relationship was used as well as the data bas‘l@)r EC;%alcul @ys. The rg@lting B¢ ani&o &
values for both parameters are presented be as fart of the@onclusias. i

p p é& & @iﬂ 1o D

o, @ N
Ny 0 S g & DS
Table CA 8.2.5.3- 6: Fertility as de]g&@ent onﬁﬁcentrﬁt@ of the t@ itel@@ N § qx °

Treatm. [ug a.s./L] c@ol 0.32 (% 00 1.80 330 AN

Cage A 069 0.820 D] 0952 0882 0.638 [ 0429
Cage B V1273 N 08™ 0975 0.688_ 0839 [ @P.125 9
Mean: LITA) 0.850* 0.964, Y  0.785* 0.763* S 0.277%,,
Std.Dev.: Y 0.143 @0300 @D 0.0k60Y | 03378 | OP.1069 § 0.2147

n: D aQp 2 2 “2 2 © £

CV: & 123 359 A7 XS 17.6 08 149 .6

at

Mean: arithmetic mean#8§td.Dev.: standard deviati%r numb replica * coefficierit of varjation & Y
* statistical significal dent-t test for homo@ous val €5 with troni-Holm adjustmel@onferro%@l"est), %QOS, one-
sided smaller) @ N @ R N ﬂ@
(Fertility rate = number of fertile egg ropesﬂg;:age/ nuﬂ«%r 0. emeg{? female 1@‘@5 per QQ Qx ®

A Y

L Q. Q,@
& 5 7 S
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Conclusion: %% . © €§ %@
. Lo . . / N K
Results based on nominal concentrations in pg a.s./L of the test item in the over@ water are @& 1, \\ @@ @
summarised in the following table: Q @Q § %, &
& Q %y S Q
Endpoints NOEC LOEC ECis @) ECh, Q R 0O @Q}
Generation: F1 F2 F1 F2 F1 K\ F2 F1 Y F2 S & © &
Emergence rate 226 @(} @J Q @) @ @
(pooled sex) 180 | 100 | 320 | 180 | e K1 >320 >@0 =320 @ N\ % 'S
(95% confidence limits) P s’ O @6 N Ao
development rate @ 4
(pooled sex) 1.00 >3.20 1.80 >3.20 ( ();@jsg 0 |,>3.20 O >3.2 @ >3 @Q} @ & % o
(95% confidence limits) & ) @ @ @ Q @j @&
(males) o D2.95°\
(95% confidence limits) 1.80 1.80 3.20 3.20 (pﬁ\)b i&) AZO < 20 \© éﬁ %, §
(females) Z Y N ) Q
(95% confidence limits) | 100 | 2320 | 180 1}/@@ (&%{_ 2.7%&‘? 320 /> 3.20;»?9 > 3:§)v @ < .
Fecundity H° N ) @
(95% confidence limits) 180 ) 3.20 \& ) Cnav's § n% @ < N L
G 0% © @7 4 Q Q S
Fertility 0.56 ; L@ | wo - S | @ido- IS > @@ S
Q> | 069 0 & 6120 o
' No meaningful concentration response was found. %

L O S o N L9 %
Q* N

N R
9 § &, Q R $

S NN
< @

Report: 5 %01 ; @496474-@-1 @ \© é % \Q

Title: ius life ty test@jth thia@id (t@ Q &
ment gystem usi piked@er @ @ @

Report No.: ° o o

Document No.: 479 —01—1\© > N A ©@ @é& <

Guidelines: o @ uide@

S;%d Watéor SpikédSediméne" (addpted 22 010).;
No 2nd ge@ation was inves%::ted, ag this stu S des@d as a follow u%to@gn

@&isting full life cycle study, with the e test with a'special @us on fg@» dity

§
233:"Sedimen S('%Qéater C \nomg%%ife-cg Toxic@st Usi%l%ﬂ

3

GLP/GEP: &@\ :(I:sl ferdliy @© § IS @Q § ©\
. o 8 INS
Objective: Q\) &\ éﬁ ° © W\’\ S =

N S O
The chosen study proceduré9were ted ta&ss p@ﬁtial ceffests on gcundi%§ fertility of the

chosen test concentratiogs, in co on t @ contf@) of the@shwat ipteras ironomus
riparius, fully coveri&& first@gnerati @nd th‘é\viposi‘t'&n phaséxJThe s was performed as a
follow up to an exisging full life cycle -@e ( 340-01) inv@atin same test item with a
special focus on dity and fertil'%. The seQyid gepgration wasTot pex{prmed as lined out in
OECD TG 233 is study was«gspécially @igned to 1nvesti§e fecuidity and fertility at two
concentrations for which the ﬁﬁ&l

ironc%us full ége cycle@st withicloprid revealed no
unambi gl%y?i‘esults. R N N Q ")
(AN Q
Material and methods: @% AN @ Q&

& %% @
Test item: Thiaclopri ch.);{a h-no F15§%4-01-@; TOX no.: 10235-00; Specification no.:

102000011576; Pusifys 98.9% wiw. RS
@@Q @Q @© N
&
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First instar larvae of Chironomus riparius, 8 vessels per test concentration and control (with 20 %% . )
animals each) for F1-generation were exposed in a static test system for 28 days t¢ ayitial nominal & N
concentrations in the overlying medium (spiked water application) of 0.32 and @Lg as/Lofa @
water-sediment system.
Emerged adult midges of F1 generation were transferred with the test vess Sinto the breedin&c ges é\ﬂ Q Q N
and released inside the breeding cages. For each treatment level all emerg%midges from th@xteel}f@o & & (@) @
replicates were divided into four groups of four replicates, which had ansferred into four @ Q @) & @
breeding cages (A - D) to facilitate swarming, mating and oviposition. . @3 N Qy 6\ 2, @
Females laid their egg ropes inside 2 L glass dishes placed inside éach breedfng cage.%ﬁie crystallising 7, @ N X
dishes contained also a static water-sediment system representin@spiked ter s rio wi gnitia @ o3 %
nominal concentrations in the overlying medium of 0.32 and 56 pg a. and a@gpntrol @ectivel@ Q @7 N
All egg ropes laid on the water surface of the 2 L glass dishsig edch Breeding cage wer ollected% § @
daily. Any other abnormal observations of adult midges iide thg %eding es or @isua S N éﬁ %G
appearance of laid egg ropes on the water surface of thg=2 4 glaS& h werg recorded Each Tope v @ @ Q)
was placed into a vessel containing culture medium f he c%@tallign‘@ish it Was colle& fron§ @ &
(e.g. 12-well micro-plates together with at least 2.L of me@lm), The vessel&ith th\gg ro @ >
were covered with a lid to reduce evaporation. Eg pes ggre kept@yr obseré@tion (l@ b
development and morphology) for at least six d@ys aﬁceﬁ%l;ey havé®éen p@ced. @ S
Thiacloprid concentrations were measured tﬁ@e timesﬁlring@ study (1 hour, 7 ﬁays and@%aw@
after application) using additional prepared%st Veé&ls of teg{Jevels 082 and Qg@ ug a.s3% and ¢ N
control of the overlying water, pore watéppof the s&diment the ent. @ y\’@
Additionally the overlying water of tﬁ&erystal 1sing dishes#tor o ition@gﬁeach te@%oncentr ion wg @
were analysed one time, directly a%ﬂr spikin@y 0% N ©
The temperature was measured 0@ a weefGh th rlying@ater of, @addit&kl test V@els oé &\
each test concentration incl. ¢ 1(s). Addition: east@ments oftthe \%@empe@ne were
1 p

done continuously in one n e corffypl vesSel and recdeded htey by a og non- ) @
Dissolved oxygen was medsnred twdse per wétk in th&overlyi water (&EC additional tegéssel

each test concentration&@ con ) and@ditionz@f in aﬂ% vessélsat the @ of ‘\;\,\\ t (day 28).
The pH was measured ofice pegyeek inthg overlying water o theﬁd@ional @ vessel6df eagj‘g t

ion i jtionally j " end of e
concentration inc]. &atrol(s) and ad tlonallyggﬁ test els at@e end of tHe test@ay 28).@7
The water para measurements€mpetd@ire, disghived oxygen and@&) of th&Qrystalfising
dishes of each& concentration if@l. COEIIT@) during ovip(@mn werlone tv\%&imes\o ay 14

’ S S

and 31 of the study. §) & éﬁ o\@ @ & AN
Findings: <) @ @ @,j\f L IS ©©
PO & o @

Test system: @ @ @ o R
Temperature measure@nts in t@ovex@g wate&ﬁnged 20.@t0 ZO@C. In the crystallising
C to °C. ved dgygen mé&gurements in the

dishes the tempera%e ranged from 19.
overlying water'& d from 7.3 to 84 mg and 790 7.6 ?@ O2/L, forthe crystallising dishes
(7.2 mg Oo/L="718.7% O, - satur ). The m sur&de Val&s in the@rlying water ranged from 8.2
to 8.6, and &( to 8.2 for the crystallisin hes. Ty ‘measu@ments of temperature, dissolved oxygen
and pH in‘the overlying water from pggaflel vesse]s and ciyRtallisjad:dishes of each test concentration
over the whole period of @m‘@g, fulfilling th& idelir@equire@nts.

&
Validity criteria: § \% R
Start of emergence on day, I4 for ghe~contrels and aH@st concentrations. 85.3% of the inserted
(n=320) larvae ateddults i@ghe con@@s after 28 days, fulfilling the guideline requirements.

© %,
@{& @@@@@@
@ & <

&
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1 1 %% © @ Q @ %@
Analytical findings: A N
N %, <
Analyses of the overlying water and pore water: @ <G Q\ @ @
o o

At the beginning of the exposure period (nearly one hour after spiking) analyses reflect high Q éﬁ

recoveries of thiacloprid in the overlying water of all test concentrations fii 9% to 102% (%@‘l é\ﬂ Q Q N

101%) were found, thus all results and reporting are based on nominal co%entrations of thia@prid %Q & & <© @
@

the overlying water, expressed in pg a.s./L. @
After 7 days of exposure recoveries in the overlying water of all test centrations rev@d 44% o Qy 6\ 2, N
45% (mean 45%) from nominal, and after 28 days 15% to 16% (nfean 16% @Qre deteched. v %, Q N X
Chemical analysis of the pore water (averages) for Fl-generation@fer tim&&ield 05;% of n@al 01@@ o3 %
day 0, 1.2% on day 7 and 0.9%, on day 28. @ @ @7 N
Analyses in the overlying water of the glass dishes (ovipositign phast)one holirafter s&ing rev@)ed § @
recoveries of thiacloprid from 83% to 85% (mean 84%) ominoai @ & & N @‘?\9 "y §

. RS & o &
Analyses of the sediment: @) SN, & < 3 N @ &
Analyses of the sediment over time showed recovesfes of O%@’S.Z% (Phean = 2%%) of Qeminal @ @Q N

o) &n@)n ©©>

test concentrations of 0.32 and 0.56 pg a.s./L on das0. O@ay 7,38 to 44 ean %
day 28, 32% to 42% (mean = 37%) of nominal@ere foithd, respeg@ely. > @ Q
@

Table CA 8.2.5.3- 7: Analytical results %, > f@ <

St G [ O
tical ts of cloprid: 5
° @ average% of@ﬁ®r$ilnalt oncengrations: @ Q\
1 hour*day 0 T . D day 28 @
overlying water: Ko @ Y < O @ ° (i% o @
Fl-generation SEUGR @ 58 Sis S &\
Oviposition ,&@ 84 § N -@ @@ Vo - 2
pore water: o %
Fl-generation fg @ &\ v N2 e @ ((C% SN
Sediment: N4
ediment: Q
F1-generation S

(Q\@N o @ %y %& S §7 >
@ N

© N

Biological findings:9 %, %@ % b\ v %) 5@7%
S & & & N

Table CA 8.2.5.3&-8: Influence (@nﬁ@gen nd’devglopment @fter&{ ays (basi%ﬂon l&ﬂg’nal

concentration e test«fgem in t erlyin ater):«:% A
° @

i

Nominal Nun%\jrof A Emeﬁﬁce of n@erted 9{:‘% Deve@ment rate#)
test emerge idgeQ N (pookgysex) - Q L ara

concentration (iggyoducedd) tal Sale  [Ofemale poole male female

ng a.s./L @nidges@ Qo) L (%) (% éﬂ\ Px
Control 273 3200 [OB531:QY 36.56| 4817 | @956 0.060 0.052

0.32 o282 (320) 88.18)° | 390 | °49.06 [% .055 0.060 0.052

056 &8 277 (320) 2| 86%Q 4279 | <#d38 . 0.056 0.060 0.052

#) for calculation of the’true development t Jhe day of emergencewas correcte"“& + 1 day, se the larvae had been introduced one
. 3 K

day prior to applzgaation for the Fl—gcncr%tjir;, csultin@ study d n of 29 X N
o %i >

A
No statistical si gniﬁcance(:é;?: 0.05) 0@, eme g@lﬁce ra@nd dex{ment rate (males, females and
pooled sex) was evaluat r0.32 %nd 0.5 a.s.k@esulti yn an NOEC of 2 0.56 pg a.s./L.
The Chi-Test indic@ statistiSplly different didtgibution between sexes compared to the

assumption of 50% f&nales 0% s. Therefore mgl and female results were pooled for further
statistical analys $o increalthe st
w0 "G

N
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Table CA 8.2.5.3- 10: Results on fecundity and fertility @ @& 2y \\ @@ @
il
Number of laid egg ropes per test concentration @ @@ § X é
[ng a.s./L] Control 0.32 & 056 O N Q § N
Ca alBlc|p|SmlAls|c|D|sum@as)al|Bs]|c Q| Sun §© < @
& (A-D) um (4B el &
& 31| @

Emerged female | 39 | 39 | 40 | 38 | 156 |36 |40 |38 |43

34 |39 | 3By

Eggropes |49 [ 43 [ 52 ] 49| 193 [50[49[52]57] 208 |40 |49 [N&7

36
Fertile cgg ropes | 45 [ 39 | 45 [44 | 173 |46 |44 [49 |47 | 186 @38 | 4830 | 38, 14;@;\’ o A
R © N S °©
Dl 2R s 9 ¢ ¢
Table CA 8.2.5.3- 11: Fecundity as dependent on concentratiomaf tHe testitem: N 6 ﬂ% @ w, §
&
Treatm. [ug a.s./L] Control ) ogg?o @ & 0560 N Ro S
Cage A 1.256 D &1389 %, N Lig6 o @ <
Cage B 1.103 @) 1225 N 56 S N @ &
Cage C 1300 & 'O 1.368 079 O < N %
Cage D 1289 1326 S Mi.161 © Q O XN
Mean: 1.237» 7 RS 21168 E} Q
Std.Dev.: 0,098 o> 00728 | < = 0037 (& é&
n: $’\<1 @ 4 Q&€ \y @@
CV: 74 R Vﬁ) 5.;:?? 2 LN \@@ 2
Mean: arithmetic mean; Std.Dev.: standard deviation; f&Hnmber of icates; ocefficie; ariation
thmet; i t tion; 1&g fplicat t »N @ %,

(Fecundity rate = number of laid egg ropes per cage/ number o:

erged female midges, age Ko @
S

* statistical significance (- Multiple Sequeﬂ&% t-test Prgcedure, a = 0.3 one-sid; aller) & @“

X
No statistical significance (o = on feg@dity@was e@luated $op test @ntratior@ of 0.& &
and 0.56 pg a.s./L, resultingi@ OE&)fE 0;5@ a.s%/@ © @@ < @
> NN S @
Table CA 8.2.5.3- 12: Fet&éf) as d;@ent o(&cﬁlcent{%@n ogl@e\st ite&i& h § RS
Treatm. [ng a.s./L]V ) centrol 0.3209 Q @.560 (9]

Cage A G L1549 1278 (& RIS

Cage B~ Ko1.000 &Y 1160 o 2 1.403Y

Cagg&> N 11250 1289 A @ 07®

Cage D o 1587 Y.093 Y 0032

Mean: DD /PR O 1199 1,010
Std.Dev.: N 0.0742 &, N 0.1980 © 0.1520
n: G 4 (% R\ (\@ 4
CV: NN ez NN D 15.0

Mean: arithmetic mean; Std.De; @‘@%ndard Mion; n: n@:er of 1g] li&ws; CV: Mﬁciengofwation 4
* statistical significance (Wil Multiple uenti, l@t Proc u%u = 0.0S\Qe-sided S) %ﬂer) @
(Fertility rate = number of fertile egg ropes per cage/ er ofe%ed femal@dges per %e)
S B O
No statistical si@caﬂce (o= OéO%n ferﬁ@l rate w@evah@i for tgst concentrations of 0.32 and
0.56 pg a.s./L, redulting in a N of > Q56 pg assL. S
The NOEC %ad LOEC valueswagg statis@ y just@d ang & esp@%s well to the biological
ings, R
findings. Q@ < Q
@° S @ S
Conclusions: N %% § Q

Test conditions met @alidg\zj iteri en t&{t]}:e med guideline. Results are based on

nominal concent@ens in .s./L e tes@ in the overlying water:
N &®
SIS
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Endpoints NOEC LOEC % § @§ ©
Emergence rate (pooled sex) >0.56 s> 0.56 P N N &
Development rate (pooled sex) >0.56 0.56 o @3\9 N @ @
Development rate (males) >0.56 >0.56 Q) @ @ R S
Development rate (females) >0.56 <& >0.56 @ %, @ @ @
Fecundity >0.56 @ >0.56 ® SENOEEN
Fertility >0.56 >0.56 \2 Y © @

Y

& 5 & VO e g

. @ S <

Report: I 00 1 M-419277-01-1% & AV Y

Title: Chironomus riparius 28-day chronic toxicity testQith YR(@894 d n@ater— @ %
sediment system using spiked water Q 6 Q &

Report No.: EBYRLO065 % @’ \ % @@ @j @

Document No.: M-419277-01-1

Guidelines: OECD Guideline 219: Sedlment-Wa@thr% d Tox@' Testl%smg Sp@ ‘i’;y\ v\g & §
Q)

Water (adopted 13 April 2004); no

GLP/GEP: yes Cix @ @
@ \ %

Objective: Q & @ @

The aim of the study was to determine the itﬁﬁce of the test 1te@6n er@§ence a@devel@}nent of

Chironomus riparius for 28-days in a stati r-sedl%ent sy@n (spiked water &posure Xpres@

as NOEC, LOEC and EC for emergence rate and & velop@ rate, @osmble@ﬂ <
9

. KL X
Material and methods: > % % S @ § : e R §
Test item: YRC 2894-descyano; @h no. @0635%1" X No.: AZI7@LIMS\30.: 112€999; & N

Purity: 98.3% w/w. S Y N)

First instar of Chironomus rz@:zus lar@% 4 bekkers per st conce&tratlonoatﬁontr &gith 20 ghimals
each) were exposed in a s test m for ﬁdays @&nomma%@ncemr }ns in th&=dverlyg wates$
6.25,12.5, 25.0, 50.0, 1 d 20, pure@etaboh@p m.) a wa%sedlma@syste
water application). Measuremerf@of the %ater temperature were dong céhtinu @3/ in on@egat' e@
control vessel and réédrded hourly by.a data lo; geer” Addj 1y t}@emperatﬁ@] was @asured&@ace a
week in the ove; water of the a@§9 onal‘i@vesse each test conce@tvation WS cont@&s)
Dissolved oxyé%g was measured tWdse pe per \x@ in the overly@wmer ofShe addifienal test Vssels of
each test concentration incl. ¢ s) a \idltlo in all‘t ves! %At theQ&d of the@\ (day 28).
The pH was measured once p@week in the oveglying water of the@dn]on@est €\g@ls of each test

concentration incl. control(%nd a nall all te ssels fthe en f the t ay 28).

Recoveries of active substance wetg teas three €nes du the s : 1 ho@gy7 days and 28 days
after application in o ditionQDtest ¢ ner of'®ach noinal tesf%@ncent@tlon 0f 6.25,12.5,25.0,

50.0, 100 and 200 pg p.m./L and contr@of th@rlym ater a@@ne pO@ ater of the sediment

O
Findings: @7 °\@ Q @ @

Validity criterja: @\
Test conditions met all Valldlty crltert@ven @\the men@'ued g@me

@
Analytical findings: @

Chemical analyses of] 8% scy ere p&ﬁorme@)r overlying water and pore water
samples over time. lysis @€ the overlying water at the@pginning of the exposure period (nearly one
hour after spikin@ flect @% recov@pies of ¥RC 2894- descyano with 84% to 96% (mean 93%) of

N
FES S
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nominal concentrations in all test levels, thus all results and reporting are based on nominal % . ) %)
concentrations of YRC 2894-descyano in the overlying water, expressed in pg p. . After 7 days ({q\’ N

exposure recoveries in the overlying water of the test concentrations from 18% % (mean 27%
were found, and after 28 days 6.9% to 14% (mean 10%). ® éﬁ
Chemical analysis of the pore water (averages) over time yield 0.4% of no 1 on day 0, 1.0% on é\ﬂ Q @@ é&

day 7 and 0.7%, on day 28. Q N &
KA

Table CA 8.2.5.3- 1: Analytical results Q'?‘ N
Analytical results of YRC 2894-descyano: Q@ %
&

average% of all nominal jQjtial testgg) entra&)} A

1 hour / day 0 Bay 7 & €y DHERPS
0

=

Overlying water 93 27 4 Q SN
PoZe vgater 0.4 R, V I‘T@\\@Gj Q(j] § @j @
& o &U & T
Results are based on nominal initial concentrations in m./L%&ﬁhe Y%@S‘M—ﬁ%cyanq@jQIe é\a @
overlying water. @) N . & AN 3 S @ &

Biological findings: Q & @ 6 @ @)
5 ug P& 7L. %tart

Start of emergence was on day 13 for the contt@yand }eg‘t\goncent@on o@

of emergence was reduced for one day at tg %@ncentrﬁion o 5 pg p.m7/L. Fortest conéén atio%

of 25 and 50 pg p.m./L the start of emergerﬁ%é was@%)stpone@nr two days and@aIOO ugé&m./L for, X &)

six days. No emergence was observed a€the high@ test ¢ ntra'of 200 pg p.m. /L. @ %,

93.8% of the inserted (n= 80) larvae ﬁmurated%) adults i%)he co Is aft@S days@%?ﬁlling%e %

guideline requirements @ Q) 6 . © Cix @
S S QA S

NI o & = o

Table CA 8.2.5.3-2: Inﬂuenci§ﬂerge e and de pmem@ote after gdays ed on g@minal initial @

concentrationy of theéﬂ 2809%& yan&iy the o%'lymg watep): @ @% &

&

Initial nominal mbe mergeﬁ% of inse larvaé(pooled “Devel ent
test concentration rged ges @ e R @ /d)
pg p.m./L ntrodu idge%

( total male , ‘Qfem?§ QOOIe se&
& MENCSYS ST p
Control  * 75 (80) .75 51.25 RS0 I Q064

625 AN 758 IBY93.75 ] 47.50 A6.25 @063

12.5 77480y ° 9625 4625 ~50.00 . 0.059%

25.0 ORI 4%.25 47.58, 0.058*
50.0 ©3(30) 00 43.75 001 36%9 0.051*

100 D+ (80 Q750 5 115 A625 I 0.042%
200 TN NN N Vo S -

* significant difference (o = Q, & © @ N o

¥ o §@ O S D
The Chi? mZ-Cont&%ency Test indicated no s@icalergnt@tributi@between sexes
compared to th@mption of SQ%male@ 50% thdles. efore{a e and female results were
pooled for furthet statistical an@s to increase t statistica&powir@
Statistical siggificance (o = 0@ on e@nc{g 80F was ate@ 100 pg p.m. /L, resulting in an
NOEC 0f38.0 pg p.m./L. 3 @\ Q Q
For the development rate led sex) a statigtically sighificancéywas evaluated for the test
concentrations with emeggence frgm 12§ 00 ui@l./L, re@ting in an NOEC of 6.25 ng p.m./L.

Conclusion: & %G @@ . ©@
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ocumen : Section 8 Ecotoxicological studies @
1'l?hiacloprtitli\/[CA Section 8 Eeot togtealstud @Q & . ©®
SIS
Endpoints NOEC LOEC ECis ECs % QO o %@@
emerglerzice rate 00 100 50.8 - 779 &@\9 %\ o\ @
(95% (""‘;g sex{ is) : (30.6-65.8) = (59.0-104) @ Q) AN @ @
% confidence limits QS @ § % &
oo st 625 | 12 365 o1 O s Q& WO
(95% confidence limits) ' . (27.6 - A@ (146 - %) @ . &© & @ &@
& RN @Q ©\® R
CA 8.2.54 Sediment dwelling organisms @CS% @@Q %Q &% @;% @ S >
No studies on additional sediment dwelling organisms are avagble or %(guired @Q Q@ @ © é @% & °
CA 8.2.6 Effects on algal growth ‘f\? °\ \ 6 &% § %, §@
No additional studies have been performed, existing stud@ hav, °|§sf:n evald durf%g the @x I g’iﬁ\ @ & Q
inclusion and have been summarised in the Monogra@@ﬂ ar&%luded@x e ba@a e do § § @ %
& NS %
CA 8.2.6.1 Effects on growth of green algaeQ © 9 @ § ) @@ @Q '~
IR - A At
_y;%; 1995QM-000731-01-1 S O ON Q
Qrten 2 Nseencd@us subs a0, @D
o O N 0 QN L9
M-000731-01-1 S § @} S Q
v @ gvion NG I8 RGP (29 19928 O
o, B S o O O
o & & QRN
& SIS Y @
> % © o & D
MRS S N Y @ S
@) \ S & R
I — o+ By S
W S @
S ©
%1 000735-01- 2@@}9 @9 @7 & Q@ \@’
& \)@ \@ 15 @% \@ R %\©
g O < &
& 5 & O

NS
Moomm@ N &9
W ot @@ e Q@ Ny
. O g &
G @ © «Q
s E v
LS Q



B . Page 63 of 162 @ S
A
BAEER Bayer CropScience 2014-10-10 N @Q
> @5

Document MCA: Section 8 Ecotoxicological studies @

Thiacloprid Q N o ©®
N
I I 955 V004001011 O \§ o 2
© & N
\g Y Q9 &
M-004001-01-1 < @Q %@ > é\’ Q
@ N Q Q ®© é%
) R & & [§
@ & K O @
@ ~ @
S AN - T N A
N 9 VN 5 IS S N
Q O N N &
CA 8.2.6.2 Effects on growth of an additional algal sp%ies @Z}'\a @Q Q@ @ @% @% & °
No additional testing is required. R \b\ \\ 6 &% § %G §@
~ 2 SRS

SN
@ T LN OO
CA 8.2.7 Effects on aquatic macrophytes <®Q (Ei% éﬁ @ @9 § @ @ %
No additional studies have been performed, the e)@lg stud}@as evz;mated du%l\h’g the@mex I @ > N Ro
inclusion and was included in the monograph and bas@ye dossiép @ @ ) @)
N v S @

A S &
[ : 1996; 668-03:2 s ©
m—Pere @ &P e

s e :
@Q@%@§%\©§&

S
@g on@%@atic(&g
~ ‘ 2002; Mhos2s836@1 @@b Q @

CA 8.2.8 Further t

O

X SR o
S DI NS
&@ M-062583-p<)@© Q\§ %@7 @@a \@Q %o §\©
§ S S N @% & >
T &y o 4
Y .o & .o @

@ o
@7 M-001 191-02&@ Q &@ Q\%
%, § @ @ @
S & & N &

This study was included il@% initial submissiqn, ho%@ in tl@ubmission it was listed in the
formulation dossier. Fofigomplet&aéys th rencgs are added Trere as the formulation which was the
representative fomu@ in theorigin: ssier is no longd@he representative formulation for this
submission. Howe@r the e@oint 16 the r@cosm %y is used for the higher tier risk
assessments. @ @ ©

o
§%@§@@Q§
& & T

&
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Report: I B 0002; M-052540-01-1 g*f y;\ \@ é\ﬂ
Title: Evaluation of the microcosm experiment described in the report: , F. (1999 < A @ @
Biological effects and fate of YRC 2894 SC 480 in outdoor microcosm ponds and Q @ § R N
Hommen U. (2001): Multivariate analysis of the data of the réport @ R Q @ @
Report No.: MO-02-004885 & Q Q @Q}
Document No.: M-052540-01-1 % Q @o & ©
Guidelines: not applicable Qo4 @ Q @) @
GLP/GEP: no Q’?

< S o
Although not required under the current EU requirements a% 1t10n%1 udy h@ een;&fo ed%r § @

regions outside Europe and is presented as it provides add%onal 1nkmat10@g aqua&~

can be used to further elaborate the toxicity profile of t oprlk\ S %© @’\9 & Q
o <& @ & &L
@’ \ N § @Q N %@)

Report: & , 12; M43366-0 S O N
Title: Acute toxicity of thiacloprid@chnica]& e Afri clawe@wg (X laeyi&) un @ Q

static conditions ° & Q @ N
Report No.: EBYRNOIS @ (@ ©
Document No.: M-443366-01-1 A Y Z)

USEPA, OPPTS‘@ eline 850. USE FIF CFI&g’art 1583 GuidelifieN
72-1, and OECD Guldell 03 [4] were con

devel ent gf this
protocol. Sci¢htific disciefion w& plemen d wh u1del’k%: para s do % N

Guidelines: No formal English %delme @ts for ﬂ@test P col Met odologles from@ @ @
§%

fully conve &
GLP/GEP: yes S @ @
S (O 5 ‘”\a N
Objective: @ \ AN &

The objective of this 1a®§atory s@ly was@lnvesn@e the%gute to X#@/ of t opri eno
laevis in a 48-hour S%IC test. primas endp(@t for acyte toxigity was llty Su ethal
behavioural effec&& re also assessexglurmg the cours he sn%
€

Material and&thods @ @ °\

i o e oo
Test item: Thiacloprid, techni Batch de: 158 02-0 1gm @ h nq: EDCI008033;
Customer order no.: TOX (8)84- S N %&8 -49-9; Analysed purltyQ 3%.
Xenopus laevis tadpoles@re expQyed un atic c@;&htlon@ detem@e the 4§¥Hour LCso. The

following nominal (n?@ meast@d) c tratl&\vere ifelnded ipthe stu%Control 6.25 (5.99),
12.5 (12.0), 25 (25)250 (49), and 100 ( ) m§ JL. Tg% e@%e rep@tes of 10 tadpoles each

in the control andggoxicant levels. §
Test solutions the study wer%malysed*determme the ¢ enl@ns of thiacloprid. The
analysis Wa%erformed usmg a u1d C%)matog%h/ Ta Ult% iolet system (HPLC-UV).

&

%

Findings: @ o &@ @ &
Validity criteria: & & @ Q

Validity criteria fort tudy<were metQeath rat(z%l’urmg@mestlcatlon period did not exceed 5%,

death rate of the c 1 gr @Q&hd not@yceed %, dlssﬁ@d oxygen content in the test solutions
@ h

remained > 5. 8 dun e test{he tes tions maintained a constant pH value during the test.

& S &

@ @
& N

&

%

Q@
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Analytical results:

The mean measured recovery of solutions analysed on day 0 and day 2 was bet@n 96 and 100%

nominal. The results of the study are based on the nominal test concentrationi ©Q N
R @ & o VN O &

Biological findings: %l Q N & & (@)

Throughout the exposure, organisms were healthy and appeared norm@t e control, 625 and 9 Q

12.5 mg a.s./L test levels. However, there was a single mortality in theontrol group. S@-\Jethak\ Qy @6\

v

@% N o2
@

effects were observed in the 25, 50, and 100 mg a.s./L test concenteations wl@@ﬁ inclu@i tadpQtes that Ry
were at the surface, on the bottom, erratic, and quiescent, with sebral com@*latio 5 thos ects @
some of the levels. Toxicant related mortalities only occurred %the 10 a.s./&vel. Q

Table CA 8.2.8- 1: Effects of thiacloprid on Xenopus laevis ™ A A

Ss 8
Nominal Hour 6 @4 Hotir, g, 48 Hour Q é\’ Q
)

Concentration

(mg a.s./L) Dead Obs @é Qb@ ﬁ\@ad f? (@9 } @ ©
N

Control 0 30N Aa P 29N RN 9ON ¢l

S |—

6.25 30N & PN __J oy | . BN O

0 @)
125 0 30N @ Q NSO ®© S
25 0 28 OB; 26N;3EY &0 7> 6 0B, Q; ©

o/;
9

Z

/)

@

g

1AS: IRy | o A 10B,Q & 14QBAON @
28080 | § S 9ERQ; |9 5808, e
% S

50 0 0

LASA; AS; .
IS, E @gﬁ;m@% & | Beaagd
100 0 230 OB, Q0> 3 220B,Q

&
@
=
2

R S SN o
N = Normal, OB = On Bottom, Q = Quig; ” E = Ergatic, AS = A@face @ @ @@ & @
S (O NN .
Conclusion: @@ 6\ N % @\\ &\ @ §@ §
ublek@j@ffec%&g @ follov@g end%ants wq%%ieter d: ©) @
o S T
o ? [48HowrMQEC Fo]  @®mgaL @ \@’
&@ 48 Hoys NOLEQ\™ LS0mgas/L A f§ Q
N

Based on mortalities a

48 MQur LOBE_ ~ 25 plads./Le g\
48&@?& LCs QD > cl&b\%lg a5 &

N % g @
9 % > - R

XYy F e

Results from literat \Qg? review, @ o\ o\
In addition to the BCS erforme%ﬁ stud@mm igs of iv@igaﬁo@@undert@n and published in the
public literature are%)so presented. These are thestesult %ﬂ ysotel@tic re i where the publication
has been assess! eing reliab}e &l provigdifig suppotting i@maﬁ@&%’r the substance of concern.

N YN
N f@@é}@j@Q@@\
G @ © 9
S5E Vg

O VRN

T & O
N &
@9@@%
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Report: I I N e . L Q & 9
2008; M-406006-01-1 R S é\a

Title: Long-term stream invertebrate community alterations induced b)@nsectlclde @ R N @ @
thiacloprid: Effect concentrations and recovery dynamics Q @Q @ %, &

Report No.: Lit. 2090 © % N Q> Q)

Document No.: M-406006-01-1 @ & S QR O &

Guidelines: Not specified & (@) @

GLP/GEP: no Q‘? N Q @@Q Q & &)

Executive summary @ °
The aim of the present study was to investigate the effect of a s1n@ pul &ntam yaHon wi
insecticide thiacloprid on invertebrates. Mesocosms designed %Seahst y mm@comm@ties in @
small streams within the agricultural landscape were employgg. Speéifically tkobjec%es were Q
compare the community Lowest-Observed-Effect Concenfration (L%EC) W rgani& evel @dlaﬂ N éﬁ %, §
lethal concentrations (LCso), and to assess recovery d ics vﬁ@%pemah\fgcus oﬁﬂlort- Qgﬁ ng- é\a @ @

living taxa. The contamination resulted in long-term 4f¥zratio Cé&4;“the 0V®l mver rate c@imu 1 @ @ ©
structure (7 months, until the end of the experlme@Long te community LO Was g/L ) @ R
slightly below the acute LCsos known for sensitive TaverteBsptes relégant to eso ity. © @) '~
However, one species (stonefly Nemoura cinefé) was &fected at@é lowgsbtested @cemr ,70 @ ©©>

times below the lowest known LCs. Conc@g time %reco from the effect, Towas fo that

duration depends on the life-cycle characteristics dﬁ\s,pemes not oththe tOXl@@lﬁt concel atlon\ N 2
short-living (multivoltine) species reco@d aftel@) wee llow' ontamination, wherea 0 - @ %,
living (uni- and semivoltine) species did not regover untll e end the e)@lmenonths). Re

S K

Material and methods @ @ w\g\ © & §\
A. Material @ & § AN N @Q @ @
1. Test material N~ e N ©@ @é& <

- @)
Tes? item: @
(&3

Active substance(s):

Chemical state and description:
Source of test item: &)

CAS number: ~ ’x

, Gerggany)
@Y
S

Bach e o O T
Storage conditions: @\) 2o K %
Water solubility: o\ @

2. Description of mesocosms@
Type:

Location: Q@

ial stry @ (close&mrcul Syster §
z Cen or Egv1 mental search (Leipzig,
Size: S\\i@,t wat @face @:&0 03) m, average depth
: % 0 25@ 1 1) n@ %
Discharge: @7 9) L/min @ N

Total volume:
Sediment: 2o V\g Q xture ne gra@ and saiyd (particle size 0.2—3.7 mm, layer of

N SUQ Q
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B. Study design and methods % . § @§ %@
1. Test procedure @ &% %\ S @
Test system: Outdoor stream mesocosms v @ < Q\ @ @
Test concentration(s): 0.1, 3.2 and 100 pg/L Q @ @ v é
Control(s): Untreated artificial streams & Q) R Q @ K
Number of replicates: 2, 10 for the control @ & @ @© @
Test duration: 7 months % Q % & &
Endpoints: Community composition, reco@ @ @ @ @
ANOVA, post-hoc testing with ¥mhane and Ga@owek& @ \ %G @
Statistics: Principal Response Curve QQC) met}% @ %, 6 N R
: Redundancy Analysis ( 2, & 43 @
Monte Carlo permutatlon tests % @ @’ @ @ & % o
2. Sampling %’ IS @) @7 @&
1.) Macro invertebratgs were &agnted m%l;gdmg tl@e attachq @
Sampli Lo macrophytes and ifithe sedlﬁgnt) in a%s(leZ area dé&ne o X §
ampling technique: b @ S @ >
y a metal fram Ro @ @
2.) 6 emerge aps g%placed@r eacb@ @ §) @
1.)-34,-8,-44,1,3 17 an& wee}gs\\;n rela& the @ @ @
N

Sampling frequency: contamin@ event
2.) Three times pe@/eek (17@ to 30. @2006) @) @@ Q)
L) A@als wese piit backggo the sti@@n afte@ 1ﬁé§l @ @@
ne and

Transport/storage of samples: 2. 1 neckssary animals were p@’erved e anol

idegtitied in the labor%é%l R
3. Chemical analysis Q& @ @ @ S NS N %) &
Monitoring during the experiment @ @ @ @ @
Guideline/protocol: Sy Not reported ?7\9 7y @
Method: HP

S les wege solid-| phase extra 1mmeﬂwely aft plin N
Pre-treatment of samples: § using 6 romab@l Easy m@herey N% Du ‘Q\ &

German econ ed with'6 ml nol
Recovery: \ &ai‘)t/;&%mpl % sthgdard Natlon (n=3¥for 20@@1 of s
Limit of detection: 6 0,03 pg/L E&
Complementary experm@t on ) N K @\\a @k)j @ @
thiacloprid dynamlcs%l the strea@ R @ % 5\ @ Ko
system Qr
Guldehne/proto@ @&”}9 No <Zo\érted @7 Q Q@ @\
Method: ~ AQ @ H N Q b
Limit of detection: ° 8,01 g/ @ ° RN

R S O N

N v
S S)
Results @Q % @ @&9 %@ @
Analytical findings: ©Q @ O °©\ § N

Since not all concenm@@s we@neasu uringthe expegiment, a’%cond §omplementary

experiment was conducted in order to 1@6& e y cs of clop the stream system.
Results for this e %ment are repo%:d in th eb
@ N Q

& T
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Table CA 8.2.8- 1: Residue analysis in the complementary experiment on thiacloprid dynamic %% § § %@

Time after Mean measured concentration: & y\g\ S @

contamination (h) standard deviation (n=4)* W Q@ @@ Q\ v\g@ %@

different time-points after
. 9 SIS

contamination (p gf]z(%

$
Nominal concenmtomg LY Q ©° @ &
0.1 32 ) 100 Q} @
N

4 0.08+0.02 283:{:0& ?E§ 3?&9
10 NM NM 11

&) e
48 0.0520.01 25514 Q SN
120 0.02+0.02 %2{3 \%Bt%?@ éQ % § @j @
216 002:+0.03° 510 05\ 23682 ¢ S N é\ﬁ %, §
312 <0.01° @ mg& 06061 o ) R Q> Q
480 <0.01° @Q a@s0. 14@ é\’ O @ @y %

648 NM & Nm@ °~g0.01

S
N'M—nnl measured. X @ @ @ @
* two samples in each of th@m: cha%els @7 @@ @
b n=6, three samples in eﬁuf theND ch@els.

€ n=2, one sample in eattvof thfs\twn cha\r?f s, D& Qy & °N O\@ o
e g \@U@§%@%$\©
Biological ﬁndin. S: % @ Q 6@ . Q K % ) @
out of tl@e AN

€ taxa {ere @

Acute and taxa richness @ @ AN
A total of 35 macro invertebratj xa were identi or t%%socos@sys%&%nly

35 taxa were found in more t two ms an mo: an gne occasi nly the

considered in the multivarigf; tatl ca anal}@s The effect ot®clopr§?n 1nseunda1@ was
stronger than on non- 1 macro erteb tes. TotalNnsect aGgndan

Gg Tecove 6‘ after 1QQeeks
following the contarm on. l@tras o'the abundance, n((firecove@)vas obssy ed foginsect taigy

richness during the %He observational penod at%)?2 and 10 pg/ on- ms@?abundance an a
richness only sho a transient re on f@vmg inatio ance agd¥dxa r hness of
emerged msec;}@g@s suppressed a@ﬁg&@% 100 [t res ectwely§ recigé‘of tHSE two
parameters was observed after 4and 8 wéeks ollq%ng the§amn’i&§on r ectlvely%
Community structure and LO. A

The diagram of the first P the @%atic mveﬁgbrates{é@’CA 8. g 1) s@ws small
variation in the pre-treatment peri dcl once {@ion-dx endent@latlo om the control
after the thiacloprid aj tion @a indi€ated wa igher ecws s bk) own on the right
side of the PRC diagrant (e.g. S. fatigo , Clogan dlpt@ Flg decreased in
abundance more sewgrely at the higher toxicantdevels Iﬂx\@o trast@@xa w1tlglegat1ve scores
(Oligochaeta ar@*anorhm sp.) mC@@sed at@he hlghe&)ﬂca vels.o ?%§e results suggest that
aquatic macro invertebrate con@lty structure dk%lot reco@r untll%@end of the observation
period, as at¢gncentration 3.2 cant et oox1 wtwas detected 27 weeks after the
contamination. The community LOE r the @%st observation ey d (27 weeks) is equal to

3.2 pg/L. a

For the assemblage of e&e@ryged ingests a si ﬁcant@éct of t@toxmant at the concentrations 3.2 and
100 pg/L was found 1 wi k llo contam atlon@ly At four weeks after the

contamination, the gmﬁc@ at 1 L onﬁnd no significant differences were found
during the entire @osequ bserva@bn per t any concentrations.
‘”\9

& @ @ °
@ & @

&
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a— Cantrol
—e—0.1 pgl
—— 3.2 pglL
—— 100 pglL

Cantaminztion
0.5+

0.0
_ 0.5
%)

-1.0

-1.5

21—l
34 8 -4 41 3@1727

Time after oontamlr@on {we%? @®
AT 2
Figure CA 8.2.8- 1: Principal Response Cuw&{PRC@dicatin;@e effectdef insect@t@de thiacl&m’d 0N TRACTO &) %

invertebrate community. The vertical axis re@@sents th@ifferen com y structure between treatm%@ and@ %
the control expressed as regression coefficidnt (Ca) of the PRC nietlel. TheQpecies Cose (by) c@b% interp%fed asg @
correlation of each species with the p@onse gi@ the @gram (&3 indicwit}ol a@gher &Qres show a .

greater decrease in abundance at the @:her toxi@’( level sterisks indicate @mﬁc@? 0.05) @ect of r &\

toxicant at particular concentrati@ested y Monte lo p tion teStfollow A. Pus marks ote
él

significance of the same fact@' the e mf(@ h cage,no pa%:ular gor?@trati(gs@ylelde%g%aﬁstic%@
N
S N N

significance. < \
S S Ly &
- o N
Effect dynamics of short= versu&@@ng—li%@g taxa R <) @ Q @
The species comprigigg the macro invertebratcgiﬁ muniﬁ% in th@sent e@rime@are v

characterised by g trasting life-cy <Z%attem@uch a@sonal dynami d life e dutation. To
reveal differe%@ in effect-and-re@/erycd@ics between showt- and @g-liviﬁgmgagis@, the PRC

analyses were done separatel ssemplages of Itivoltg@gand rivas wq&as semi@ﬁﬁne macro
invertebrate taxa. The short-1i%gig assemblage ghibits a’stgong intéﬂ effect@nd complete recovery
after 10 weeks following cé#paminatiey. In capirast, t@%@ng-}i\?&g taxa's PRC de, %strates long-
term effect and no recovery durin enti riod @0 serv@!»n (27§ks). @
Effect on the Stoneﬂy@ﬂ%@ conc tion ON pg/L N N

ere

Among the taxa affgcted by the toxica @ne S e@s, naj the @%ﬂy N. cinerea

(comprising appr ately 5% of t%total nu@ r of lished nfacro igyertebrate species, i.c. taxa
for which the t nt effect cou assess@, absent in all amindted mesocosms, including the
series with lowest tested conceﬁ@ilon 0. \pg/L. ever, prior to theSpringtime contamination
larvae of %%’fnerea were detetted in 9@ e 16 experim strea@}, including the streams, which
later were cdntaminated at a concentré@on of @Y hg/L. Hente thi@pecies existed in the streams,
which were contaminated@i%h 0.1 pg/L be the &3 ? fimengaleontamination and disappeared from

these streams after the taminadon. In rast, inerea wal well established in the control after
the contamination p as détected dufing the autumn s ling. Effect of the toxicant on abundance

of N. cinerea at cofigentrati 1w as st@tically significant (p < 0.05, ANOVA, both Games-
O

Howell and Tq@\e post@poc tests).
% § SN
& SRR

-

&
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Results summary @ @ y\g\ \\ @@ @
The LOEC and NOEC for aquatic invertebrate communities after 27 weeks wer%Z and 0.1 pg/L% @© § Ro S
thiacloprid, respectively. For insect emergence the LOEC and NOEC after 2 weeks were > 1063h o Q ©© K®
> 100 pg/L thiacloprid, respectively. However, one species (stonefly Nem o cinerea) was cted Q) @ @
at the lowest tested concentration. Furthermore, multivoltine taxa show ter recovery after @Q @ & &
exposure to thiacloprid than uni- and semivoltine macro invertebrate . N N @ \ <) Q@
Q é@' %\ @ 6 o % %
fier? N 9 S
Notifier’s comment Q @ 2, S 3 @
The spacing factor of 32 between concentrations and only thr%fl:oncen fons dggs not al @he @ @% @% & °
establishment of a dose response or derivation of a NOEC. S{\hﬁe ata ‘d&es not ﬂ@efore%&mge th%sk § @
assessment and can be regarded as supplementary L . N AN 'S S N éﬁ %, §
A @ o © %, QS Q)
RS &S 5 o &
O O TS & o
- S @@ (OEEENENS
Report: - ; 2007@3275@-1 I ©© ©@ S
Title: Acute and delayed effect e negnioMtinoid ins cticida@b clopr' seven@shwater @ K
arthropods S @ @ &) Q
Report No.: Lit. 9065 v & < N Q S N 9
Document No.: MO g N @ N 9
Guidelines: Not specified @ @% R Q

. S AN
GLP/GEP: no @ ©§ 6@ S %

% @ 0\ Q,
Executive summary S v @Kﬁ @ § §9 © & &
The aim of the present resear€hwas t@sess e@ of s@ter&(ﬁ%—h)ge%@sure taclop@, @
including a post-exposure rvagidg periodSherefore seven&f&s watey Thsect arrdprusta @
species were tested un Qiborat onditigns. Re showé®an in@r\{:ﬁ%e of $snsitivit three S
orders of magnitude in the foll g or r@)aphnia magna%Aselluf@quati = Gam@rus pules <
Simpetrum striolatu@< Culex pipiens = NotidoB#@ciliaride Sim»@w Zatig@tm, with medi thal
concentrations (L&ys) of 4400, 153 %90, 3 t%,78, @ nd 5.47 ng/L, especﬁﬁ@ (po -osure
an

observation l@d). Thiaclopridggused d@led leth @h{ethal affpets, whig were@bserved

after 4 to 12 d following expos 'ﬁ%The g@azard@ﬁs concgnpration {HCS) o{{hiaclopr? btained in

the present study was 0.72 p N > Q
TS s s

\ @)
Q@ X & R \© NS
3 T SEe
@7 o\@ Q @ ©\
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Material and methods %% R Q © %@
A. Material ©) & 5> \"\ @@ @
1. Test material v Q@ @Q @ % &
Test item: Calypso 480 SC & ® % N Q Q
Active substance(s): Thiacloprid @ & @ Q @ Q&
Chemical state and description: Formulation (suspension concentr: Q N & @ @
Source of test item: , Germany) @ Q & AN
Batch number: Not reported & o @ \ @ @
Purity: Not reported o Q@' %\ @ 6 ° * ;§
Storage conditions: Not reported % @@ %, & v @ S
Water solubility: Not reported @ %, ©) @ 6@ Q(\)’ & % o
2. Test solutions &
2. Testoluions y > @ K o &
Vehicle/solvent: Distilled water %% N N % ©© @
Source of vehicle/solvent: Not reported & \ N 6 & o R §
Concentration of vehicle/solvent: @ R & @ A @ v @
M L 10 g/L stock s%mns W% prepa%nd d@d with tiig,, 69 @ <
ethod of preparation: )
approprlate t@ edlaﬁ%est cQne ratlo@iﬂ @’ @ @ @ @
Evidence of unsolved material: No ~ N @ O S %,
3. Test organisms and culture conditions @ 6 @ @ @ Q) N
Species: Daph magn @ @ @ Q
Source of test species: cult Z%Grlgmally obtaine@from @ &
P ’ Germany) @ © @)

C
a
@
’
)
74 S
)

Culture medium: K
Temperature: @O +1°© N

: @
Photoperiod: ‘N 16:8 hy(light: dark@ §
O

Light intensity: 140,

pH X 7

Oxygen saturation: @ @1 / @ § ‘3\9 &
Hardness: @ &1 80 mg Oz/L@ @ @ o @
Conductivity: 600 LES{c Ry . @)

Food and feeding regime: Greeﬁ\algae three tlmem\kek o S @ @
Species: @ Q Ilus aqu@m (7%

Source of test species: @ S@am mesoeosms K %ﬁ @ ©§ @
Culture medium: esocogm water N ¢§ %,
Temperature: @ % 20+ 4° % @ @ 6@7
Photoperiod: Q\ Q) 1 6: ight:@ Q 'S @\

pH: R

Oxygen samrﬁn $ éskl mg/L @@% O\@ . g\

Hardness: 7.14 aCO;ﬁ/L v

Conductivity: @ 421 ‘@n @ ©

Toodand feedne regime:v ’ \@ \?\/i@ ffozdi%ensg@made ;\\ Dpuluv(;j S two times a

Species: ©\@ ©\J 1mam%ulex \U ° &

Source of test species: eld stfeam

Culture medium: @\/I @ '%T"Q
Temperature: @C R
Photoperiod: @7 @h (llght dark) @

N
P i @ Y m /L@ @§ @

Oxygen satbfgation: %, B N
HardnessX, 1801 aCOg/L @)§
Conductivity: N 600
. . 1 of fa v» spen &made of Populus leaves two times a
Food and feeding reglm&
Species: @2} AN v mpetrum str lolat@
Source of test spec & v Q@ Rearethin ]abor:ﬁ@'
Culture medlum @ < @
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Temperature: 20+1°C % § @ @
; , 9
Photoperiod: 16:8 h (light:dark) R N o v
pH: 8.2 @ & v \\ @Q @
Hardness: ca. 250 mg CaCOs/L v @ (@) @ 5 <
Conductivity: 610 pS/cm @Q @ @ @ Q
Food and feeding regime: Artemia sp. nauplii three times a wee,ls@& & 60\9 Q @ (i%
Species: Notidobia ciliaris %\J Q o (@) @
Source of test species: Stream mesocosms (@, @ Q é &
Culture medium: Mesocosm water QQ? N R @ \ @ @
Temperature: 20+1°C R @ A Q@ 6 Y <&
Photoperiod: 16:8 h (light:dark) % @ @ Y R @ A S
pH: 8.02 Q @ é\a @% ©@J D o AN
Oxygen saturation: 7.1 mg/L v @ Q o & °
Hardness: 57.14 mg CaCOs/L % @ N\ @ @j @
Conductivity: 421 uS/cm o %% . Q %, §
Food and feeding regime: 2{'2;;11 of fom;{'@“““ N Of 5\\” us leoava@two tm@ %\ @ & Q
Species: _ Simulium lat@um K . Q N 6@7\\9 $)) § @ ©
Source of test species: Stream mescosms @y A LY N @ @ %
Culture medium: Mesocos@/ater 6 @ ® @) Q) °
Temperature: 20+ 1°C @ @ @ @ & ©© @ S
Photoperiod: 16 ght:datky o (] @ Q @ &
pH: 8.0 A @ & @ @ @
Oxygen saturation: 7?%\mg/L @ & @ & N @
Hardness: 7.14 méCO;/L@ @ S °N Z)
Conductivity: N 21 puS/em @ & Ko @ S
Food and feedin . 0.3 m%f food suspensm pade o, @ulu 1@ wotimesa o @
g regime: Q S K . . @
Species: @ C@xpzp@ Q %G O @ &\
Source of test species: laboratO@ ltur% @ @ @
Culture medium: é Q %, Y 2 § @
Temperature: 20 =, N N NS @ &
Photoperiod: ©© @ 16: 8%(11ght§%rk) @ & %,
Light intensity: @ @ 1@90 lux K v @
Oxygen saturation: @ @

Hardness:

Conductivity: &@\

Food and feeding regime:

% 2506 Cac% @\
% 610 m @7 @
D&%‘g accllmatlsatu@“ @ % . S

uspen%)n on the@st and t@l day after
ards @ mlxtur@ dried @g powdered leaves of

@) &%ca %ﬁd grobmg, swve%a:llen lea@s of Populus sp. three

~N
@
@%
@ \%%é@ < @Q
O N 9
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B. Study design and methods % § @§ <
RS °\ o v
1. Test procedure @ & %, N @
Daphnia magna ? @ < ©\ @ @
. 24 h static exposure in glass beakers contairting 60 ml test s @o @ @ X S
Test system: f Q @ Q
ollowed by a 30 d observation period & Q K
Test concentration(s): 1510, 2670, 4740 and 1100 [sic] pg @ S Q) @© @
Control(s): Water control Q @ @ S & &
Number of replicates: 10 Yoy @ Q @ @ @
N . J .
ganisms per concentration: 10 ] N @ \ %G N
Test conditions: See culture conditions % @° @ Lo %, 6 N R
Test duration (exposure/observation): 1/30d @ R S @ @
Endpoints: Survival, reproduction Ro < @’ @ @ & o

Statistics: ANOVA, Dunnett’s tesy, (o0 @ Q
D)

Asellus aquaticus N

B
Test system: ?4 h static exposurkjn glass%eakers @Qammg &(@1 test u 1on N Qy\a §
ollowed by a 1 bsel‘@g&;‘h‘@n per% N 2,
o &
NI & o

Test concentration(s): 105.4, 286.7 98 5%
Control(s): Water cont{ b N
Number of replicates: 10 @
Organisms per concentration: 30 Q @ @ 6 @

Test conditions: See c@lre conditions @y @ @ $
Test duration (exposure/observation): 1/ 1@ N @ & @Q

Endpoints: S@lval . @
Statistics: ANOVA nnett’ k@ ox Qy S N 9 &
Gammarus pulex

Test system:

D
24 h static exposu@ in gla§aker tamm 9 nl testg%lutiongf\g@ @7
foll d obser@fion pefi O ng @
Test concentration(s): & 9@§ 00 and 9520 pg@ N @
Control(s): @ Water co@& @ §9 @
Number of replicates: 10

P Mo \Q % \@ @

Organisms per concentraﬂon@ Q70

Test conditions: See &dture c&dmons \\ &

RS
Test duration (exposure/ @Wano 5@, §
Endpoints: & (\ ival @ K %”\a @6 @ @
Statistics: _ @ NOV,?g,;Dunneth test & m
Sympetrum striolzgtu;@ %

S e ol
Test system: &@ @@ 2: ‘k@ﬁtlc ex@e in glass beake@sontam@m ml R ‘« solutlon

ed by a M d obseration pédod
Test concentration(s): ‘%2, 8.0, k&z and 1 ng/L 'y
v

Control(s): @ Water c@k{ol o @ o @

Number of replicates: @ 20

Organisms per concentratlon@ % 6@;

Test conditions: lture @ydition:

Test duration (exposu@ewatl g@ \© o\© é@j
Endpoints: rvlvaﬂ\ Q & @
Statistics: ANO Dunng‘é&s est & @

Notidobia ciliarisQy > @ @ Y R X
. N 24@tatic exposure in‘&s be@ containing 60 ml test solution

Test system:

Qo llowed 15 d rvatl n
Test concentfrgtion(s): R 5,25, @
Control(s)\ @ Wate@mrol @

Number of replicates: 6 ( the rol)
Organisms per (:oncentra&(gé> 1 for ontrol)

Test conditions: cultus%onditions
Test duration (expoy@bseweﬁ&n): 15d @
Endpoints: & v Q© Survighl, @
Statistics: @ @Q (@) AN Dunnett’s test
S QS
& @@ § N
Q& N
N

&
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Simulium latigonium % § § @
Test system: 24 h static exposure in glass beakers contair@éo ml test solutlo{% N N &
Y ’ followed by a 11 d observation period @ v N @ @
Test concentration(s): 0.75,2.11,4.2,6.73 and 10.9 pg/L v Q @@ @ %, &
Control(s): Water control @ @ @ @
Number of replicates: 5 @ & 60\9 Q @ (i%
Organisms per concentration: 5 % Q o & (@) @
Test conditions: See culture conditions Qy <) Q é N
Test duration (exposure/observation): 1/11d N R @ \ @ @
Endpoints: Survival o @ A Q@ 6 Y <
Statistics: ANOVA, Dunnett’s test (i’\\ 9 @ ﬁ% R @ A S
Culex pipiens (9] @@ @ 'S % .
Test s . 24 h static exposure in ass bea ontal@ 10 m@;olutio Q &
ystem: followed by a 14 d b ti Q @j @
ollowed by a 0 a on
Test concentration(s): 2.0,3.8,5.4and 1 g/L \ &% . © Ao §
Control(s): Water control @ @ & Q A @ R
Number of replicates: 12 Q QE% R N %G @3\9 @ @ @
Organisms per concentration: 12 @ @ @ @ @ @
Test conditions: See culture&ondltlon@ ¢ v N @ @ @ %,
Test duration (exposure/observation): 1/14d Q 6 @ @ ©@ <) N
Endpoints: Survival, develo @lt durg@ aduly siz @ & @ Q
Statistics: AN Dupn‘gﬁs test S @
" Lanalyel @ Q (SRS

2. Chemical analysis S AN @ & @)
Guideline/protocol: I\f&%pem@gd @ & @ & N @
Method: PLC @ 9

olid- hase extra@m of2 nl volumes with mab ﬁas €§ S
~ 6m1 §m ongbasy $

umns Macherey ~\ ge 8§ pany Diiren, Ko @
% 9,
Limit of detection: N O@mg/L v N S

Y @) S
@ @ N & @© @
Results R \ . &) @é& @@
Biological findings: & N
The median lethal conc@aﬂon s0) af®y the dl@rent q&@aﬂo@@rlods @the ses§pec éj
tested are listed in the table bel@” R @ N @
S O o & @

Pre-treatment of samples:

/

o\ % \
A & \Q &@@% O SO
N SENES) S
§ RN > & >
“ @ § @@9 s «§
Q@ ©© . © , 0
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Table CA 8.2.8- 3: Median lethal concentrations (LCsos), with 95% confidence intervals in parentheses, of %, . @ @ %
thiacloprid for the seven macro-invertebrate species tested (ug/L) (@ & ?”\9\ °\ @
Test species Postexposure observation time (d) Ww/b [\Q@ @ Q\ %@ &@
Daphnia magna 1d .20Q.00 (NR)* @ Y\g@ @ @ @
44 (3.580.00-5.400.0 Q @ Cix
14d 00 (3.580.00-5.400 @ @
304 00.00 (3.430.00-4.9003 o & @
Asellus aquaticus 1d (6 8.500 <) Q é
44 Q? 298.96 (142.5-62%22)
19 J is3 ’; (58. \\,l o @ @

Gammarus pulex 1d 9.520. AN @ 6\ o
44 5 a0 0@ 0 Ry
17 d 0-210.00) @
Sympetrum striolatum 1d @ =1¥43.3 @% @’
44 R 47.57
1d % Q@ 3119 Bdsa-a0.84
Notidobia ciliaris 1d ° 7.8 (NR)
4d v S w 6.45- 7 %
154 \ (6.12— & @

Simulium latigonium 1d @ 6 (NR) Q ‘z’§9\ & Q
4d 7.79 B2
1 @Q qix & 5.47 % ;; @’ @ @
Culex pipiens 1d @ o\ ; “\)% \ @
-7L:: 6 (4.52-7. @
14 d (until emergenss) @,}) @ @ (4.98- @\

i
0%

aNR = confidence intervals are not reliable. @ @ @ Q

® The LC50s were not detectable because no full mortality &@muml N\xul congentrations. & @

N 0og

o O @ @ Q

Sublethal effects on life-cycle traits N & &, @% R Q>
Sublethal post-exposure effects of thiaclopri$%re asgessed usi@ e fi @ing er@@oints

Reproduction of D. magna and p, agin velom@ent durat1on andewing length of mayuiito % N
C. pipiens. Reproduction of D. fzgna was suppr@ ntly b@ e to@ﬁt at the S &
concentration lying within tl@% c ence in alssgfa e LCsos derlvé@)r thi Eik cies (Qy

(4.74 mg/L). At 11 d or m fter, exposure Qe cumulative a u of Onates pt@leed @aplta@

at this concentration wag@gnific lower than in contrd@rles Q%j 0.05)Develo t

duration and wing leng%of m ito C ens werl analy(é%d sep y for gngles an@males o)

because these paran%ers differ 1gn1ﬁca y bet&en the%: sex \No stati@jcally ;?gmﬁca w. pfect

of the toxicant wasfound for either leth oints e1th sex (p.
Nevertheless, \@wentratlons cl 0 the 50 derived for thls%speme e wings
slightly but insignificantly short% p>0: @@ «;o\j

fem@s were

Population growth rate %l
To integrate the effects of thlaclo su 1 an @rodué@@n of D%gna g§ population
growth rate r was cal d usi e re of ao chr @pos&ex sure reproduction test. The
toxicant significantly réduced populati owt \s@te at e:@%ure c@entratl close to the LCsos
found for this speciey only (4.74 mg/L). Addit@lly, rﬂ%&ues wd®caloy]dtd for a 21-d observation
period, because time period i is ¥eod in t andard ¥ prod@n testwith D. magna. The r-values
derived for the 21-d period wer: cloge ts hosxound fog30d fo@mcular concentrations. Thus,
given a 30-&gpservation periad f0r co nd 155, 2. 67 /L, the r-values were 0.32,
0.31, 0.3, B 0. 097, respectively; for@}d ob@?atlon fo 1ng§{s§1me treatments, they were 0.28,
0.27, 0.27, and 0.094, respgctively (dlfferen(Q etwed@2 1- aO d r-values for the respective
treatments were insigni@ant, (p %&05).

©@

Species- sensztzvzty@ ributi, @)
<

X
S
< @ @©
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A cumulative density function graph (commonly termed species-sensitivity distribution graph) based

on the normal distribution was created using the subchronic post-exposure LCso v@ilges obtained for {f\’ %\ ° &
the species tested (Fig. CA 8.2.8-2). Kolmogorov—Smirnov, -Darlin d Cramer— Von <G Q\ @ %@
2 & & o

Mises tests (p > 0.05) confirmed normal distribution of the data. The HCs and concentration tha
potentially can affect 50% of the species were equal to 0.72 (0.01-5.29) an@@ 48 (8.34-305 &@
ng/L, respectively (90% confidence limits in parentheses; Fig. CA 8.2.8-2%

Cumulative probability

©@§§ S

Figure CA 8.2.8- 2: Cumulative ty fungtion grap emesS@mvlty di 1buté§aph) b@d on the normal

distribution for the thiaclopri dian ]@ 1 contz%rtl}tlr ions®L,Cso) seven ftes spem@@]‘he 5 %@d 50% @
hazardous concentrations (H d H%&are givenlgt the b@iom—righk& er (p. I§> § ?Q\

Results summary @ @ %© @

The median lethal c@@centratlons (LCso) at the{r% of th tende@servaﬂ@perl(@ (11 3@@' were

4400, 153, 190 ,6.78,5.47, angr 5776 p or D, ia magna, Ase@cf aqueigus, G arus
pulex, Szmpenélg trzolatum Cul@npzens tzdobza czllar@ﬂd Szm@lm latigenium, r(@ectlvely
The 5% hazardous concentratj \Q{Cs) Nlmclo for sq@yttive Q&&nsenKve org@ns grouped

in a single SSD is reported a % @ Q @
%
Notifier’s comment Q @ @@7 @ § @§

The testing of severaﬁ@enebra@) speey conf \the aquatic tox%}?/ for t@most sensitive species

to be in the in low t&mid pg/L range deri HCs SD%V ich s about an order of
magnitude belo{@e owest LCso oZe mo sﬁwe@}gam nd is, n&conmdered valid, as
organisms of different sensitivit ‘agd differentta omlc gr& wer@r uped.

The data pre&nted do not chay\g e ri sessn@

o,

h N @ &
@° S Q
& \ ; § v Qp
é L O - N)
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%% °\© Q @ %@
Report: I < I B 205 M-455945-01-(9) & SO O
Title: Potential of 11 pesticides to initiate downstream drift of stream @0 invertebrates. @ < Q\ @ @
Report No.: M-455945-01-1 Q @ S N é
Document No.: M-455945-01-1 & Q) o Q @Q %
Guidelines: not specified @ & @ @ @
GLP/GEP: no ) &’ @ &
@ D 2 © @

Executive summary % o @ %\ %@ 6\ o
The aim of the present study was to evaluate potential drift-initiat@g actiof@f 11 p@@cide@ing QX ¢§
different target groups and modes of action. Sublethal concentgations og?%ﬁ pestigixtes wer ted in@
stream microcosms with amphipods (Gammarus pulex), bl larvae imu&%m lati%iu ) ar% § @j
mayfly larvae (Baetis rhodani). Previously, acute toxicity des had begn coned in T to figd the N S §
appropriate sublethal concentration for each substance. Wi sumn y foqused onlysgl he res 2.
obtained for the active substance thiacloprid. LCso val agsifor Baetls rho and ‘@lma lex §
4.6 (3.74-5.66) and 350 (210-570) pg/L thiacloprid&especti@, weréderived (95% coffidence @ S
intervals in parentheses). Furthermore, a (nomina@omce%ation 0%3 ug/L@Jaclopaused Q Q) g
significant downstream drift of S. latigonium. @ Ny Q7 @ @
) ~ S KRN
Material and methods R % < S @ & o
A. Material © Q @ @ @

L T

%

9

. %>
1. Test material S N @ @
Test item: % Th@%rid, aglytical e 6@ . © &S @
Active substance(s): Q> Thgclopridd, S N

Chemical state and description:
Source of test item:

solid § i@ ﬁQ i% @© & BN
@ Not rted °\ @ rma%é&) @@
v

Batch number: @ D

Purity: @) @\ Not %orte(ﬁ% @\ &

Storage conditions: ©<® @ NG reporte@® K v @

Water solubility: @ sot reported @ @ @ @

2. Test solutions N Q X
Vehicle/solvent: @ v Dimethyl sulph@xy (DM@) @ @j
Source of vel:@vem: G N ported @ @ ©\
Concentratiorfofwehicle/solvent; < @% N @ v s

° O O Ry
. vooN
S > O

Method of preparation: \ Not reporfed
Evidence of unsolved material:© %\lot re] G
3. Test organisms and cultur@ditio%

Species: us pulex, ulium @gomum
@ @Q - @Ylected i@%all s@m near
Source of test species Q) S I N @
) ». lati fum: Strg r"Q meso S @
Culture medium:
Temperature: o v
Photoperiod: ©\
% D
N 5
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B. Study design and methods % § @§ <
d % o\ o\ '24\9
lA.Test procedure @ & %, N @ @
cute toxicity tests ? @ @) @ @
Test system: 96 h static exposure in glass beakers containing 60 ml test so @o @ @ X S
Test concentration(s): Not reported & @) R Q @ K®
Control(s): Not reported @ S @ ®© @
Number of replicates: Not reported % Q @ @ S & &
Organisms per concentration: 10 Q;)@' @ Q @ @
Same as culture conditions, except that pure M7 ( 2 e \ R @
Test conditions: conductivity 600 uS/cm, cagbonate ha%éss app@ﬂmately”\g}b %, 6 N %
mg CaCO3/L) was used t&pme & olutlon% S 43 @
Test duration: 96 h 2, 6@’ @ @ & % o
Endpoints: Survival % (‘@f @ Q @ © @j @&
Statistics: The median lethal cagges trationg (Lcso)\@re cal%ﬁed by th% @
| Trimmed Spearmahc Karber%;@thod N éﬁ §

Drift experiment (stream microcosms) < g, @ Ro & @
Exposure in @cha g’&l 2m @%‘hgth,@ cm inwight, and)y @
4.5 cm in wj desig%as cloged eirculation’syst taing @ @ @
Test system: SL wate@st organisihs were p cei@the upstr; positi

and their pasition @er expo@@e was tored. 3ite gr& s §2

art1ﬁ substr

N B. anl 0 03])u /L, szatzg@um 0& (Ipg/L o ulex:
Test concentration(s): 50@ L(meﬁconc trations in ;‘;%renth N @ @

Control(s): Water co Wrgl, solv ontro .3 and f@‘l/L DMSO) N 5
Number of replicates: Q D @

9
Organisms per concentration: ‘N 10 @% *> $
Test conditions: Seg, %re cq%ltlons 6 @ ng

Test duration: 4 N (ix 9
Endpoints: @ t be %u ) § o @ @ N
Statistics: &Chl squ es @ @ @

2. Chemical analysis R @ @

Guideline/protocol: EN I&) 11369 method SO 1997, S
Method: ©©© ©©\ %c é KFQ & @ §
%’ & O
Result: N
Reus ¢ W &2 ;@% S @ @
iological findin, < @ @ @ ©\
Acute toxicity&g @ N @) R
The median lethal concentrati L 50) Fer t hladerld ar@ed in’the tablKelow

ES

Table CA 8.2.8- 3: Median l Qconc atlons@o valu‘é&ld res&ef@ve 95%@)nfid@ intervals in
arentheses (ug/L) QD @ & L
Q© LCsetor 96 h (9% confidence intkoval), ngfl’
Quetis rhbddni @) Simulivk latigohiym Y Sammarus pulex
Thiacloprid 4.60 3.74-5.66) O & NA Q f/ (7%”50(210-570)

Stream mzcroco@xpenmems d&%ssess%t of macro 1n§§bra

Th1aclopr1d3%cqh1b1ted a stat1st1c§§® signifigant drj 1t1at1@ ffecteQn S. latigonium assessed as
proportiomg! drifted 1nd1V1dugl§9by c gency\a les, cl@quar%@t, while there was no statistically
effect on B. rhodani and G. pulex &

Results summary Q

The LCs for Baet damé}Ga us pudgx are 4@ 74-5.66) and 350 (210-570) pg/L
thiacloprid, respe@ ely, o conf@nce 1als in parentheses). In glass channels with white

-
& o
& & &3

&
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gravel as substrate, a (nominal) concentration of 0.3 pg/L thiacloprid caused downstream drift of S. %% . (&) <
N

latigonium @

Notifier’s comment &

The 96 h acute toxicity data for mayfly larvae was LCso 4.6 for Baetis rhi and 350 pg/

Gammarus pulex. No measured concentrations are available for drift exfigritnents. Overall the stud@@) Q

does not change the risk assessment and should be regarded as suppleii¢ntary, addition@fom&o @ 6\
v

%@© %
@*@@’

Q N
2012 1\&4 5968 @% . § @j§j

X
Title: A useful new 1nsectlclde bloassay usi st-i f@&larvae o@wt spm%mg cad(@ly, &9\ @ & @
Cheumatopsyche brevilineata (Trichdpe I@i\%ﬁpsych@ @ @7 < @

Report No.: M-455968-01-1 ",
Document No.: M-455968-01-1 & S

Guidelines: not applicable; not applicableQ @ @ @ § @

GLP/GEP: 1o @ %, (%G S @ Q& ©© N
s S AN @ @)

Executive summary R < & & @

The purposes of the present study were evelolé§ww b@ssay méhod that @és first-instar Pa@ae 9

of C. brevilineata and to determine th’Qensmvgty of the &adis fl a raof mse@uﬁdes Muaterial $ Q\y\’

Report: 4

and methods as well as results are summariz r Thiggloprid @
Fifth-instar larvae of C. breviline, ere ined fxgm the headwate@ akawa®ver, N
Japan. The larvae were reared i#& constant- temre r 0°C)®>1th an S&hr light/6-hr dar A S

photoperiod and fed ad libitu he ture 4 splm\gcoo%and pup%@l the ©gring co&tamer @
was transferred into an em €. Adulg in th cage werfr nsferptbinto an@ﬂpom <

aquarium. Females ovuﬁ@ed eg sses (200 to 3Q%eggs eally on tlagﬁ bmegged substig¥es under
lentic conditions. The suHstrategand att@c\\l; egg masses w% remox@ ever and fijced in &

new rearing contain@@to provide the next generafdn or wire used¥r these dkperiments. Hatc@g
occurred about 12:days after 0v1pos@m at 2@ First @Kar larvae co 0&jﬁ:d hg wi&%n 4 hr.
For the toxmg;@ ts, larvae (colle@ ess @1 24ha haggpg) fr 9to Fuggeneran@s of the
laboratory culture were used. *

X
Thiacloprid (99.5%) was pur \e)d fron%W ako Ryre Cha&%l In td ( an) Kanto
Chemical Co., Inc. (Tokyo@ an), ayas re C %mlcal INQ,; Osaka, J@) and serial

dilutions in acetone were prepared r: the t

Glass vials (2.2 ml) Sed 3 If t ves, 1nd1 ts wege eh 1nar11y conducted to
determine the range of oncentrations e de jtive te%ﬂ deﬁ@ve tes '\! 0 prepare a geometric
series of five to tegepncentrations w1th separgfi SR Q fac 1.1 2 est solutions,
appropriate vol of insecticide k sol n were a ded ch]o ed tap water (hardness: ca.
70 mg/l as CaCOg3, pH 7) that ed throygh a mefgbrane ﬁ@' with 0.22-m m pores and

then aerated\Fhe final concem@tlon ent inftife test shitio not exceed 0.1% (v/v). The
volume of the test solution was 2 ml 1& gl \1als Twenty la@e were used at each concentration
and for the control. To av@l“trappmg larvaeQQt the wafé surfacdthe vessels were illuminated
continuously from benefith with white flugrédcent %7 . No bottom material or food was added to any
of the test vessels. T st solugio changed or aef@ed during the test.

All examinations were con d in a.om at Eanstant t@perature (20°C). At 48 h after the start of
exposure, the mo&dJity of @ ac was@%sesse@'ﬂ a stereomicroscope.

%@@@@
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The pH and the dissolved oxygen concentration of the test solution were checked before and after each % . @) ) %
test using a pH meter and the FOXY fibre optic oxygen sensor. In the present stu@he concentratio& %\ N @
of insecticide in the test solutions was not measured. Thus, the 48-hr ECsg Value?as calculated on @ <G Q\ @
basis of nominal concentrations using a logit model. ® @ @ éﬁ é
During 48-hr toxicity tests, the pH of the test solution remained nearly con: . The dissolve@xygen é\ﬂ Q Q N
was still saturated at the end of the exposure. Immobility of the control la%e was less than @ (me%o & & <© @
+SE: 0.4%+1.46%). The ECso value with 95% confidence limits of thj rid was 5.27{85-5.85@ Q @) & @
ng/L. . XN Wy 6\ YRS
N9 N SN
. & S
Material and methods @ %@ é\a @ b@ @ 'S %
A. Material % @ @ Q Q> @) @7 @&
1. Test material &% > \\ 6 &% @ Ro §
Test item: Thiacloprid @ @ & A N v
Active substance(s): Thiacloprid Q N é\ﬁ @ @ @
Chemical state and description: - @ @ @
Source of test item: © Q £ o
: Q Q) S
Y <O
Batch number: @ K
Purity: ©
Storage conditions: - 8 @) SN Qy S N % &
Water solubility: & Q @ @ Q @ s
Log Kow ‘N 1.26 9 § &S @% Ko ®, @
2. Test solutions % & Q 6@ Q & @
Vehicle/solvent: X a@e K Q Cix N
o~ - Q &

Source of vehicle/solvent: - ) § ‘?”\9\
Concentration of vehicle/solven@ &Max 0. l@v) & N @
Method of preparation: R N @)
Evidence of unsolved matergal -

3. Test organism(s) Q ©\ s N @'\ %& § Y
Species: @ @ (S@umamp@he br&%]z’neata @ @ o @
Common name: @ X\Gaddisf% ° @ %,
Source of test specie@ heady}\@g s o@iyaka\®iver (Y%hama@pan) @:

4. Culture conditigs of test organism

Culture medh& @ °:&§

&
Temperature: o @ ° &
Photoperiod: Q\D &8:6h B . @) %\ K %
Light intensity: @@ % - @ %\ Q@ @
pH: - RS
Oxygen saturation: @ ©Q @ 9@’ °©\ @)@ @§
Food and feeding regi aFin®ad Tibitym o

Redeting: © N

Acclimatisation prior sting: @ N
Observations duringgcclimatisation: @— ©\ '_&\?Q @@ @®
Age at test start : % Less@n 24 h@

& SR

N S o
N % @@@\@j SRS
&@“ . & @ N
@ Q% @gy%& ©@
> O o
S &
&% O @o%
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B. Study design and methods
1. Test procedure @

@% >
Test system: Acute toxicity test v @ @3\9 Q\
Test concentration(s): serial dilutions of 5-10 concentrations Q @ @
Control(s): Negative control & @

Number of replicates: - @ S
Test conditions: 20°C and 4000 lux fluorescent lig (.b':) beneath Q @° Q &
Feeding: No feedi 0

eeding o feeding Q‘? N . @ @ @

Medium renewal: No medium renewal
Frequency of test item application: - %
Test duration: 48 h @
Endpoints: Mortality

Water/medium parameters: hardness: ca. 70 %@ as Cal

3. Sampling

Sampling frequency: - Q K & @ v <

T , (O N @
ransport/storage of samples: @9

s
4. Chemical analysis Q
Guideline/protocol: - @

Statistics: Logit model @ @% SN
2. Measurements during the test i’\?% N N 6 % § §@
, & S
N

Method: - @ o
Pre-treatment of samples: - %Q

Conduction: - AN K
e e S @QQ o @ QY "\@ %

Reference item: @
Recovery: onl =
Limit of detection: -
Limit of quantification:

% -
AN &
Results @ & § Q@ > &9 @
Validity criteria: N v N o
No validity criteria were é&%d 6\ S & @,\ AN
© 9O & & O
Analytical findings: @ v
No analytical Ven&c@lon of the test t&gm was %m@rmg @hr tox1c@ tests@le pH (@he test
solution remal@seaﬂy constant. @@5}: dlss§ OXy. wagﬂl sa:ur§at th&ﬁ of tl@ Xposure.
Biological findings: @ & é’ @) %\ N %
Immobility of the control l@ was less than (me %SE 0.4%% 1 46‘@ The %50 value with
95% confidence limits of thi clopr@%s 5.@?85-5% pg/l{% @
@ O ¢ .09 o .0
Results summary Q) ©) Q \\ A @\ @
The ECso value w1&l§?5% confidence 11@ ts o@clo rr%v%s
9

o,

Notifier’s comnient \ & @

The study: (%%ked at first- 1nsta¥slarvae o@et s infing cﬂy, ‘ﬂ@umatopsyche brevilineata and
concluded an ECs (48h) of 5.3 ug/L e stud@s va11 mpact on the risk assessment and

therefore should be regar@ as suppleng sup, -\-\u\ {e in atlon..

@

° 0

U
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Report; I I S N >0 v4csi370n & & @
Tito: % . R

itle: Thiacloprid affects trophic interaction between gammarids and m: AN N @
Report No.: M-468137-01-1 @& SN @ @
Document No.: M-468137-01-1 X Q @@ L = <
Guidelines: not applicable; not applicable @ @ @ @
GLP/GEP: no N Y Q9 N

AN
Executive summar 2 Q & >
y %, N @ 9 @

Effects of field concentrations of thiacloprid on the leaf consumption of the gammarid<(Famma TN (o4 6\ N A Y @
fossarum Koch (Amphipoda; Gammaridae) were assessed over 9@ur5 (h ngsi edati% @% @ A
on mayfly nymphs Baetis rhodani (Pictet) (Ephemeroptera; Baetidae). Magerial ag@@nethus @ (o

results are summarized for thiacloprid only. . @ ©) @j o~
‘&% S D ) § @

N o v §
Chemical stressor: For thiacloprid, the commercial fom@ron u%@ was Bf§gaya® (Rayer & %\ Q> X S
CropScience AG, Monheim am Rhein, Germany) cong, %g\%g thlac@nd/ I@rch ha¥sigh ¢ @ @
v & o

water solubility of 185 mg/L at 20 °C.

ety Y & $ o~
For each of four independent experiments, the mmerc1a@ﬂ)rmu mc add ~.' ©©> @Q S
applied. A stock solutions of nominal conceon of, %’0 g thrac oprid K@was p re utmg @ LN
Biscaya® with stream water from a river imJdinbach, Germ: 49°14'N; 8°03'E ups e S}
disruptive anthropogenic land-use influepces. Fu seria] tron %th strea@j water were a o\@ ©
for nominal concentrations of 0.50, 09& .00 or 0 g @aclopri er quality of the strgam fi§ S

water were measured prior to trials. As mean sure hraclop 0! r@ ions wi n 20% o ®§
the nominal concentrations, the l@ms re d thr u out (H C an@ﬁrs) 4

Leaf disk feed: Discs of 2.0 cr&mete&were cu@)m rozen (—20 C)@k al aves(Alnus
glutinosa L.). Leaves were ected before le&%ll (Oc%ﬁer 20% fromtsges nea dau, @%—man\}@
(49°11' N; 8°05' E) and d at %@C Discs were%@ndrtlo in a pufsient medium fo days X
with other leaves prev1®ly ex{%@d in th@odenb@) strefity, Gem@’ (49° ; 8° ) to @

establish a mrcrobla@ommum increasethe m@tlve value of le§fyaterialzgnd to simulate %%,

environmentally r%z ant processes. @onditiongd,discs drieda¢’60 °C, weigh %@ the &a@jst
0.01 mg and rgﬁ@ked in water fréﬂamb@ for 24@%; (h) pnor to@erl

o

Test species: Both gammarld@ossa&gn) any yﬂymy@phs (B&r,hodan&were céi%cted 24 h

prior to each experiment by@k ing in bach t %r Issarum were c@cted upstream
of any settlement and agricultural ty (4 4'N; @G’E) ife B. r@dam @hs were from
about 2 km downstream@hth @ le a@cultura]@ﬂuenc@vhere threduce anopy ensures
abundance of algal fo Subse ntly als qur kep arate aeratgdstream water from the
Hainbach at 20 £1 3. Gammarids wer onditi leaf@aterlal &8l mayfly nymphs
received algae-@ d stones ﬁom@e sam; site. &ult g arlds o%ody length 0.7-1.0 cm
(excluding ovigesous females an 1 Wrth parasit and ma nym f 0.6-0.8 cm, were
randomly algl%cated to the broa&g red bet trean@nt vary. lity related body sizes.

~
Bioassay: For the four ex; rrnental concent; a@ns 1@1 00 ug& to 17 (0.50, 0.75 and 4.00 pg/L)

replicates were used for egtmen thelﬁ@respm@lg control. In each, ten mayfly
nymphs and five ga 1ds % ether With fivege-soaked pre-weighed leaf discs in a 900-

mL crystallising dj ith 5@9mL st wat plus d@ of thiacloprid/ none in control). Each test
vessel further co@led obstra@ebble (dia meter about 4 cm). Each experimental was

Q
T a S
S K N

< £

&
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accompanied by five replicates without gammarids and thiacloprid but with mayfly nymphs % . Q &) 9

accounting for mayfly-mediated, abiotic and microbial leaf mass loss. Test vesse re placed &@\’ %\ N &

randomized in a climate chamber at 20 =1 °C in complete darkness, and covere th petri dishes t& @@ Q\ @ %@
O

prevent evaporation and the loss of any emerging mayflies (headspace above water 3 cm). Q
Every 12 h, the numbers of mayfly nymphs alive, dead, emerged and cons fed (if less than 5@2@01‘
their bodies remained) were recorded. Consumed mayflies / leaf discs wetd not replaced. Ga@mrid o & & <©
were also checked every 12 h for mortality and any dead (if no respox@‘as observable after seve

gentle touches with the tip of a glass pipette) were removed to prevent nnibalism. At @end ofthe Qy 6\ 2,
experiments (after 96h), all gammarids, remaining leaf discs and dhy visib]e@redded@f tissieawere Ry Q

removed with featherweight forceps, dried separately at 60 °C an@veighe@) the peatest 0. g. @@ o3 %

Leaf consumption (C) was expressed as mg consumed leaf matgrial perggg gamn@@yid biogss and Q @7 N
day. Significance testing of this study was based on unpaired ywo-sided 95% c%n,ﬁdenc@interval% § @
(ClIs). Depending on data, either means or medians were lysecl %g the espording me&ls. If ° @‘?\9 "y §
ClIs between treatments did not include zero, the outcogag Wwas j%%d significant. ¢g 95%, &% o and é\a @ @ O
99.9% CIs were calculated for approximate p-values, @) 0.05, %01 and 0Qp1, reﬁ%@tively@he te@m@ S

significant(ly) is used with reference to this as staal signifance. > ®\ <

N o & o v -
Thiacloprid concentrations affected gammarid @d may#y, interactin. Gaﬁarus. foBurum @ @
consumption and predation success is adver?@ affect®d. Predgtion by ga arids'on mayff
larvae increased significantly with increasi%%’thiadigprid cor@ltratioﬁ@etweex;@;mfl .O&ug/L. N N 9
Simultaneously, leaf consumption of gafgnarids reascd ut, ,,,@.,’ arus fossarum growth @ 2
increased due to higher predation at lo.mg thiagloprid/L when deight signi@%ﬂy b}%ﬁ% Ry

compared to the control. At 4.00 pg/L, the r@c d lee@yonsum@on w t competisatedthy an

increase in predation causing a si 'ﬁcantl@éduc@'y we@t of G@ arus fosSarum (@0%). & &\
L .S <& @

S (O ST N 9 AN

S
4
Y
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Material and methods % Q © S
% o\ Q, '24\9
A. Material @ & %, \\ Q @
1. Test material v Q@ @© @ %@ &
Test item: BISCAYA® & ® % N Q> Q)
Active substance(s): Thiacloprid @ N @ Q @ Q&
Adjuvant / Surfactant: - A Q N % @ @
Source of test item: Bayer CropScience AG, Monhei gy Rhein, Germany @ Q & N
Lot/Batch number: - QO? @\ Q\@ @ \ %@ @@
Purity: - o o
Storage conditions: - &S 9 > * A @6 S Y
Other specifications if stated (e.g. log Additives: 2- ethylhexano@(opyle hyler@col et@fatty 6@ @ & % .
Pow): alcohol ethoxylate (ethgxylated %ﬂol) @ Q @ @ @7 @&
@)

Commercial prepa ;%n dll%%lth stigaih wate@om a r%e%n

Vehicle/solvent: Hainbach, Germgpy(49° 14} 8°03 S W é\g %o §
Source of vehicle/solvent: - K \ R iﬁ\? @ @ @
Concentration of vehicle/solvent: - @ K @ @7 @ @ @
3. Test organism(s) @ @ @ %

Gammar@ Gam arus foss @ @ Q) N
Species: Gami rldae) y ny Baet dam t) @ Q

S --"“ roptera aetldae) @ K

Cultivar: @

Bw\\tl’l chKamplln 0y streanw rmany % @
Source of test species: @- amma > upstry of any se ement and agri ral N, @
o, activi ayﬂy flymphs: @%downgﬁ:eam $§ @to\’
Age of test organisms at study 1n1t1at10n / %@ﬂds a%l/ts 0.7- gth (e@udin vigerous @

Crop growth stage at treatment: @ es an ith parasnes) y nyfrghs: 0.6- m bd% BN
lergth R

@ S
&Both A@d str@@water fro the@ach at@ +1 °C, and
@D
gamm fed Wigh conditioned 1eg1f erial a@mayﬂ %gmphs
rece %alé e coveredg&n s fro samp site @
B@th Hold%water/c@ate co%]%nns agpenme§ r\a
s SR

Holding conditions prior to test@

N

Acclimatisation:

@7@©
@7/
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B. Study design and methods % . @ § @
1. Test procedur &@\9 A N &
Test system (study type): Gammarids: aqueous and dietary exposuré@yﬂy nymphs: @ é}ﬂ @\ @ @
aqueous exposure Q @ R &
Duration of study: 96 h & Q %, N Q> Q)
Treatments: Thiacloprid and control Q Q Q é&
Test concentrations 4 test concentrations 0.50, 0.75, 1. %ﬂd 4.00 ug thlacl@ld/L) @ & & Q) I
and 0.00 (control) @ @
Number of replicates: 13 for 1.00 pg/L (and controls (0 50, 0.75 and ug/L @ \ @ @
. Lo 5 gammarids + 10 Mayfly nymphs Withaut gam d @ 6 o v
Individuals per replicate: % % N R
Mayfly nymphs @
500 mL stream water (plu@ose 0 t&clopn@%ne in xrol) 1@@ @ & % .
Test conditions: 900-mL Crystalhslng sh, plac doml@q a clln@chambe @ Q @7 @&
©

at 20 +1 °C in com ark
900-mL crystallisigg 1sh n%)0 m tream wa@(plus Q%Jf o RN §
Test units (type and size): thiacloprid/ non %ontrdl;)%covered @ petr1 dighes to ent @ v

evaporation aw@ loss(&gany e &@nts h pace 3x). @ @ Q
Application / device / nozzles: 1 exposure ofJp dlS od matched to agu dosa@7 @ @ @
Water volume: 500 mL anégm water @’us doseN thiaclopred/ no@n contri (@ @ @

Calibration of sprayer: - @Q Q) o\%
3. Observations and measurements: @ @ @
Analytical parameters measured: @aly&s %{Veasured @rjlcent n of t ent @ K

lity (both peme&@E eeding rate: (maytgg nymph @)

, emepged and cqfigimed +q eaf congpmption (&; remaiking &)

@af dlsc@l any v&@ble shre@ed leaf tissue, dried 60 °C 8&&% N 9
N Wweighed; Body V\@ht drigthgammardds N R @ S

Measurement frequency: Mon@% 12 h; F g ra% y we1§after{ h Y @

Biological parameters measured:

Statistical analyses: R Mgag, media d Confidence int&oyals (GL& %
N > O >
Results @ & § Q@ @ ©© @ © @&
Validity criteria: N) N v N N §2 @é& S
No validity criteria stated©© @\ S & @\ & § R
°© O« & & & e
Other measurements: @ S N ¢§ %
Water quality and f@isured concentgations of@f?clopr e giv@elow: %) Qr
> @{}’ ISEERSEEPS
Q o, O

Table CA 8.2.8&3 Water quality arameter% e riyer water the ainbach steam (ngg +95% CI;
n=3), measuﬁ@) ior tohe start e e)gpe ents % (ix
&)

Parametep~ A U Value O
pH = O § @ > 78 0., 8
ConductivitfZnS/cm}©O Cy |l .Y Q P4 x2)'0
NitritcYehg/L) O A @}@oz (= Q901)
Nitfate (mg/L) NS &) 23 E2)
Ar@um (mg/L) 2 O @ N %902
Oxékg’}n saturation (%{ % R s N @ (x0.1)
R R . @ O\
S v o &



B . Page 86 of 162 @ S
A
BAEER Bayer CropScience 2014-10-10 N @Q

Document MCA: Section 8 Ecotoxicological studies @b @ @
Thiacloprid @ & @
D
Table CA 8.2.8- 4: Nominal and measured (mean + 95% CI; n = 3) thiacloprid concentrations. Limit of % § @ @
quantification (LOQ = 0.18 pg/L). 5 < N N &
Nominal concentration [ng/L] Measured concentratjon [ng/L] @ @%}9 Q\ @ @
0.00 <LOQ ) @ S %o ©§
0.50 0.40 £8H.22 LY R Q @Q N
0.75 0.6240.19 A Q) O @
1.00 1,693 0.04 @ RS &
4.00 50+ 0.50 @ R \© & @
. §@f %\ ¥ D IS %@
Biological findings: q\ 9 @% @ S
Thiacloprid exposure clearly affected the interaction between pre@tor gemarids (@ fossaf/@n) and@ (g o

prey mayfly nymphs (B. rhodani) at these test concentrationsshelow th@ report@l) in the
Relative to respective controls, predation by gammarids (expresse Nma ympl@onsur&
was significantly increased at the three lowest assessed t@gloprm\o centr@@ons aftég% h o % v
exposure, 0.50 pg/L (p <0.05; n 17; differences [diff. mea 9A), CI 6. 1) &S ug/[@ @ @

(p <0.001; n 17; diff. of medians 20.0%; 95% CI 0.0); %O ugé 0 13; dF of N N) @ &
means: 36.8%; 95% CI 22.1-51.4), respectively uésmg wit dosage up to axlmun®.00 @ Q) N Y
as Fig. CA 8.2.8-3; Fig. CA 8.2.8-6). This can be in rpre@ ina tow@ncrea@ may ©©> © S
predation by gammarids with increased dos% (4 @ Q

The increased predation of mayflies was llkgl with re%ucedi@f consumption at & h by,g &mq}ri@
as thiacloprid concentration increased. At 0.75 hlS W 7% ease ré@hve to contro \ ° @

0.05; n 16; diff. of means: 0.06 mg/ @marl 5°/ 0.0- w1t greater decline atd\\ﬁ \ Ko
ng/L to 41.4% reduction (p < 0.001; n T'1; dlf fmeans 0.13 r1d/d % CJ 0.1 to §
y h1 dé

0.2), overall with leaf consumptioff¢hangi om si 1cantl gnlﬁ*{:%

compared to their respective co. s (Fig. CA 8

Importantly, all mayfly nympléssdied within 24 h@ta no%@)m) 1n? @ thia, @nd/L— @
experiment. At this highest @atlon [%edatlonil% gammiagids dexjated 0 argl fror

its corresponding control, T 96 >0.05; n 17; diﬁ of m¢ 2 0. 8%‘@5% 1 0 CCAR,
8.2.8-3; Fig. CA 8.2. 8- eaf c@sumph@was al@lgmﬂ%ntly re; g%éd by % 001; @17;

diff. of means: 0.16 g/mg gal@and/d%%% CEQ.1-0.2) @t 4.00 g/l as FigrBA 8.2. 8@ As n,
gammarids prefes the“most nutritiousgood avaidaple an %n fee dead animal nfdter, it n@ be
expected that @ nymphs are céadume i gher@ tities, but deayfl ere n eatly
favoured, with nd peak consu i aro h, instead wu@a contjnued low-level copgumption
throughout the experiment, bu@ he lo&est endggiiit total COnsumptipn of abiaut 35%‘8¥er 96 h.

At the highest test concentr. ﬁ% of 4.Q0 ng thigdloprid, %rect hatmful ec@xlcol ical effects of
thiacloprid on gammarids m han11 compgted the ntial be eﬁma@ffects ofan altered prey
availability due to affect@) mayf] ithin 24h an a‘t@dance &Ddead a@able with no live
larvae later in the tria@ X N

g . e &
Shifts in the predaﬂ%} and leaf consump#ion @e gammgR d withither ifgpeasing thiacloprid

concentration or ared to the regpgctive rol al@seem 0 affgc?*gammarld dry weight. At
endpoint of 96 I@:h 1.00 pg/L’trgatment, gammarid dry w 1ﬁcantly increased by
appr0x1mat§4\ya 15% (p < 0.05; dlff mean m, % Cl’&l -5. 0) compared to its control,
so growththgre may be attributed to tl@creas‘é@kconsun@on Of&ly nutritional animal matter
from toxin-compromised mayflies, whilst lo utritignal val af material was less consumed.

At highest 4.00 pg/L tr g’ent mmarid weigl@las sigfiificantly decreased by approximately
20% (p < 0.001; n 1@ % 2.57 95%%€1 1.4-3-8) compared to control. This reduced
physiological fitnes termsQf grow, ay bgg:ﬁxplainy reduced leaf consumption of
approximately 5 not cQ ‘?'o ensated for by i@reased mayfly predation. A generally increased energy

N
SHES S

Q@

o

@ @
& N

&
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N
demand under toxic stress may also be a relevant in the reduction of observed gammarid dry weight at % . § § %
the highest thiacloprid concentration. @ &% %\ N &
v ¢ O 9 &
K v S & o
) « S VIO &
o R o @ & N
@ © 6 @
\% IR RN
Q @ % @7 6 o %
W &K 9 S
= S @ v Q{{} QX @ %
N I SR S
H : LN RIS IO S
: RSN N S
BRI -y
5 & RN E S §y &
g KR o & D ®® O O ©
®r Q $ O O
@ .|% ©@° Q o &
: ol =B g o
My O & e S N
o O N W Q %@

&
050y c 75 g N
y\g t@ﬂ prid :@n:ahun @LJ o @

Figure CA 8.2.8- 3: Mean dlffe:zégﬁn predatlon (w1ﬂ@§% Cls gam@ (G. f \m) on m©ayﬂy n@%hs K\
(B. rhodani) between each thiacl treatpaggt and| th es n ing control follo OSUY&AStSI‘ISk @
denotes a significant dlfferen@ mpar the c<§§pong£g contr 0 05 ‘(Q p<0. @*) an@ < 0. OG@
(S @ o O K @3’ & @
AN . SR
S @ ] Lo %@ %* b\ @ @ @
> & O & & N
& T 4 @ @ ) @ o o @
E o\ 0\ % § o\ %\
: v'@ S S > & >
g @ 4 § §9 °\% @ @
P =9 94 o0 %
T & s
&l & 7sE
5 D
£ N
: SN
S P A
. R AN
&@_3 > 0.75 @ 1 DZIQ 400

B 080 . I
@ \% thiaclopﬁt?%)gncen:rat@ugﬂ}
Figure CA 8.2.8- 4:QJecan rel@y\?é (barp@znd a@te (o) différences in leaf consumption (with 95% Cls — each
left for relative @ ght f@@solute differences{Yf gammarid (G. fossarum) between each thiacloprid treatment

SRS @ %,
S @ @ -
@ & &

&
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and the corresponding control following 96 h of exposure. Asterisk denotes a significant difference compared to the . Q @ @
corresponding control, p < 0.05 (¥), p <0.01 (**), and p <0.001 (¥**). @ * N

S @ g}ﬂ\ N
) N o §

20

)
Q
@§J| a::u:-nmk@%
Ly
€s,
Ve,

L &

-0 : | %
& :

i
S0y

H il
e%h®11:au11§
V4
%y
Qo
% D
Ty
Cr .
0
%)
7S
@%@ 0
S %y
&p

e

mean difference in leaf consumption (%)

R
>
5
-60 N

L oo d

a0 0.50 075 Q@ 1.00 °\& %@"m@' & @Q
thiaciSd cm‘c@gation [ & & & o\@
ach

Figure CA 8.2.8- 5: Mean differences in drySgeight (Wi 95% @d the {\@ marid (G. fossarum) betweoiooh @ %

thiacloprid treatment and the correspondir;ﬁontrol %owing 96 I of exp u:v\ e. Asf ,;4.\ denot@%igniﬁca R

N
difference compared to the correspondis{gﬂcontrol,@ .05 (@@p < 0.01@*), an 0.0Q,I\(@‘). K % N
(g

@JI]EU]UJ 16 G s

L Q> O
Results summary § Q@ @ &9 @ © S
Thiacloprid concentrations ted g@%arid"ag ay%gnterae&ion. Gammalrus folairum @
consumption and predatiofsucces adverse%& affeeted. Preddtign by gam arids §may @ §
larvae increased signiﬁ@y wil creas@ thiaclgpyid cog&%ratioﬁ%ﬁtween@iofl .&/L,
Simultaneously, leaf consumpti@jy of gathgarids decreased. Bi, Gﬂm%ams @ arum g@wth @
increased due to blg‘?@r predation at 1.0 pug thig&é@ri ‘v%en dr}@ight o signi@ntly by3%
compared to th trol. At 4.00 ug@ he re@eed le nsumption wa@vt com}@sated‘b% an
increase in pr@@&lon causing a osig@ﬁcar})tl}@luced dry wei@mf Qar@arus [foSsarum, {@)%).
RN SR N
v o &

S o2
& SN &®@\
o %@@O@Q@@
S A O
&@%%§§©Q
v
§Y§©%©@
> O o
S &
< @@%
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\
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100 - N « d 100 o & -@?m v & @%
—- S”:”é’ﬂ'gm * __ 80 S 4‘0wgﬂ'© @ 6 & % & °
- 80 * & o0 % . @’ @ Q @ @ @j @
AT O SS v F . 6
g; 40 = 5 @ @ éﬁ @

1 & ‘ time (h| @ %
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S QO
Figure CA 8.2.8- 6: Predation of mayflies by gads (e@gir%s’sed% of@yﬂy &hs c<{s ed) é}Q ghm% @ é

the experiment at various test concentrations of slga}c oprid up to end&?@ 96 h. &

@ D
Notifier’s comment N © Q @ Y < . § @ %,
The article describes the competition and p@ -pre <%ljc,ltuatlo an ag@ial lab@%ory stem w1tf10\’ §

no direct relevance for risk asses@m Ac; oXici resholds do n ve r;ii}assess . an&@t@e N
a

data can be regarded as supplel ry < @ @ @ @@ @
CA 8.3 Eff 4 \© &\ RSN >
A 8.3 Effect on arthrob S ©© ng @\

AN
> ®&@§ﬂ§

%
®
Do

& O © @
CA83.1  Efféss on bees (g @ >
For infomati(@tudles already -«_ luate rmg tl@ st EU review 1acl%§%, ple efer to
corresponding seetion in the Ba,se rov1ded by B@? Cro& ence and’in th onograph.
Commission Regulation (E}%@X?y&o (1’t 201 s%ttlng ot@ata req@'eme for active
substances in accordance wi

egl.@rl (EQN107/2699 of tk%%ﬁrope@arhar@t and of the
t P

Council concerning the @fgcing o@la tion Plotiucts e ma@t) requf@’s where bees are

likely to be exposed, ?@ng by @oral deontachrand chdiic tox , including sub-lethal
effects, to be condugted. Consequently addif} to th dard @xicity stggies performed with adult
bees (OECD 21@214) the follo%ng addifienal stules are @ provﬁkd

S

. Acu%oral and contac@city iaclo@—amld@%netab e of thiacloprid)
+  Aduwfe contact toxicity of thiaghoprid to.adult bumbi bee mbus terrestris)

*  Chronic 10 day tc@@ity to adult bees&mder lal§gratory danditions of thiacloprid
* Chronic 10 da§_toxicity to ad ees §§er laborstory conditions of thiacloprid-amide
(metabolite @acloﬁ&d)
*  Acute toxigity to lagxat bees @er lalgaxory cc@tlons of thiacloprid
@
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These studies were not submitted during the first Annex I inclusion process and are submitted within % . Q &) %
this Supplemental Dossier for the thiacloprid Annex I Renewal. The studies will ummarized &% y\g\ N @
below. A full list of the relevant ecotoxicological endpoints for thiacloprid and % are presented i) <G Q\ @ @
the following table. % ©Q @ @ éﬁ é
Ko )
@ & O Q X
Table CA 8.3- 5: EU evaluated and additional studies on bee toxicity of thiacgl?%id and formulati(@ @° @ & © &@
Test Test species Test method End o'r@J @eren - \ @ Q@
substance pect pot N & (o 6 o\% %
9 @
Q @ &M—OOO@H @ oy
N j\f r7© 6 ©§ % & °
Honey bee Laboratory @ o%@ 2010) @ @
R hronic (10 d NOE&8130 pg as/kgh
(A. mellifera) ¢ m(;:ii{ts) ) & & £ f>7\ @ RS §
Thiacloprid Laborato %) @ > @
Honey bee chronic (l(l;yd) Q Cs0 50 @% ng a.s{& @
(A. mellifera) (adults) ONo EC;%OOO ng asRe @ @ @
P ©
Honey bee ;Ialzil)er:ael;;}(,)sl\r;r‘:ig{ @) LDso>5.34 nug,a.s./larva 6 N @Q o\%
(4. mellifera) design (larvae) N@) L78é§%s./law@ 383 @
Laboratorgﬁ@ o LDso @ 2 @ K
(;(;:3}],.;?;) acute oral andﬁ%)él ct S oralgtg a.s./bee . @
- ettt (48 h, 72 h) (ad¥ilts) conta@$?2.3 ng a&/bee @ &) %
Thiacloprid Semi-figgstudy w N
FS 400 Honey bee westod e socls @ v @Q\;e e @ g OOQg 85049291 %
D-009005-02 | (A mellifera) (coldnics) @ CP 103.1.5/01 ®Q°
N\
Honey bee %:;?f@ﬂ%s i@ adverse effects af @ Mg RN, M3 36(2:)12 (ix N
(. mellifera) @n (colonies) D @ s/seeds b KCP 10,3.1.6/@ S
Labdigiory | ) LDso (2 2) 7
;—Ione];;b_ee ﬁ:ute ot@nd cont&g %ral 6. 9&% a.s./b @ -0591 sz
(4. mellifera) = | 1) (adultst, contact 92 g a. sggee Nt

&y
Honey @) borat @\ GDso § (2003)
“ mellif'e ) i@oral andicontact ore%@,Ol ug a@)ee Q 506-01
) 48 h) lts) Ca cogtact 18.98ug a.s./bee 5 KCP0.3.1.41/02

boratory 7 ﬁ Q & @M-(f@a/)
b L
B*gr :S zf:v ) acut%ﬁtact ( @ tact> 100 pug a },@ SQM-480%628-01-1

adults)ﬁ\ KCA &€3)1.1.2/01
o, Semi-fiel d? rse effigcts at (2002)
(:I (;]11:1}1,1/‘26;1) @)(EPP IS 1§ %t for % Ng4090-01-1
Thiacloprid ) ’ @ 5 (COIOT:S) o @i%ht repeld@gp effe;:t2 O KCP 10.3.1(4256(112)
OD 240 D erm%e stu@‘ adverseieffects at 72 g
D-009006-02 Honey bee @5 D7 <N s./ha éxcept for a s‘@it M-442217-01-1

(d. mellifers) Q(olonigs), réfjlent effelD f0”" kcp 103.1.502
@ © Nowdverse effegts at
Ho E Semi»md@ 2 x 720 s /ha. er ad I - 21 (2014)
“ y.f ) (EPPO T70) wi@ eff bee se and M-495895-01-1
@ ifera O%Wimcri@ us nor ¢ vcrwmt KCP 10.3.1.5/03,
p ancg,\
%§\“Fleld S dy adyerse %ffew?)at -(2014)
o (,?(:11:1}1,1';26;) (EPP, Q@ 3 x9dén. Rept short- M-492158-01-1
et ( 1es) o terrfielfect on%)ehavmur KCP 10.3.1.6/02
Honey bee Flc@study <© No adverssaffects at (2014)
(. m,lyhf, @ (EPPO 17 72 g gesdba except short- M-492155-01-1
ey %colonigs erm effec bee behaviour KCP 10.3.1.6/03

Thiacloprid D @ (000
Bum@e N gree 56 é@ adverse effects

SC 480 hee M-036544-01-2
D-009006.01 | (B t€rr®mris) AANon-GIP) {eoloniy, KCP 10.3.1.6/01

a.s. = active subslan%gﬁ, = plgyabolne @
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Aendpoint converted based on a density of 1.23 kg/L of the 50% sucrose solution (Heidcamp 1995°) % R § § @
RN
Table CA 8.3- 6: EU evaluated and additional studies on bee toxicity of thiacloprid-:f@ﬂe @@ < Q\ @ @
I

Test . .

substance Test species Test method Endpoint @$ Refere L@ é”\g Q ® &

Homev b Laboratory LDso % 009) 'S g Q) @
oney aee M-360295°01-1_ &) Q ®

R acute oral and contact oral > 108.1 ugp &
Thiacloprid- (A. mellifera) (48 h) (adults) contact 100 pg @; 3.1.1. 1/0@ \ W\?@ @@
amide Laboratory o (2012 .
Honey bee chronic (10 ) NS et O ?5543896 L) \,@J S S B
(4. mellifera) (adults) 8130 gy e oAty @ @@
a.s. = active substance, p. m. = pure metabolite R \S) © @ é % & ©
SN IS & o
In addition summaries of investigations undertaken and p tq\\s?hed ﬂs%the pubkgllteratu@re aIS&% . S) Ro §
presented under the most relevant section header. These & the résult of a s@ema@c view vlere th%\ @ éﬂ Q
publication has been assessed as being reliable and pre¥iging g}%ortm rma‘&@:; for t] bstal @ @
of concern. No paper was found to contain 1nforma@n relatif@gito a néw endpoilit, Conse&uently N S w\?@
published literature review provides Supplementa@ata a%d information wh@wﬂl ngtdifluene@hie @Q <) N
risk assessment. @ % (%G (@@ @ Q& @ ®©> N
<& & @ o

CA 8.3.1.1 Acute toxicity to bees @ S

A study was conducted to evaluate t t@mty of@laclo&ﬁ ami etab hte of t ealoprld}@ @

honey bees in an acute and contact laborato: t and the findi re sarlsed@ ow
S
AN 3 x>

CA83.111 Acute oral m@fty & = ©) %Q ©© @ O @
N . @)
Previously submitted stud GL N ulde‘ﬁgles A @ @ Q
’ @ P@ : @ N

M-0008s
& Y
% % @ @
&@MOOOS%OI@@ § @7 IS @Q § O\©\
N ST T
9 @ Y (S
ORI AN S RN
@ O ¢ .0 © .0 @

5
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I I 2005 -360205-01-1 % & £ o
Title: Effects of the metabolite YRC 2894-amide (Acute Contact and Or@)n honey bees (A{sq\’ A N &
mellifera L.) in the laboratory v @ @3\9 N @ @
Report No.: 50901035 Q @ NS 5 <
Document No.: M-360295-01-1 & ® %, N Q> Q
Guidelines: OECD 213 and 214 (1998); none @ N @ Q @ Q&
GLP/GEP: yes % Q &' & & <© @
- & & | %
Objective:

Aim of this study was to evaluate the toxicity of thiacloprid-amidé%netab<$> of tlggg prid)go oney@%
bees in an acute and contact laboratory test.

N
Material and methods: & @\ &6 &% o éﬁ w
Test material: Thiacloprid-amide (YRC 2894-amide,); @wnyn@(o %4, A 3043;:Bgtch noé? @ @ S)
S & o

SES 10249-2-1; Purity: 97.3% w/w analytical.

N © >
Fifty worker bees (Apis mellifera) per dose were e)@sed f?(:@48 hour; nder 1 atory ‘é@htlons@éa ©@ @Q O\W\a
single dose of 100.0 pg p.m. per bee for topical @phcatl (€ontactppnd for ing (@alu Bgsed on@ § S
@)

the actual intake of the test item) with a smgl@se of ‘1% 1 p%m per by & @

Findings: @ & §) @éx Qy S N ° <) 2

Validity criteria: 9 N @Q * Q @
@

The contact and oral tests are consgggred valigha % the &@ptrol mdaality 11@ch cgse@as < fa% andqg R @

LDs, values obtained with the refé@®nce 1te@ﬂlm§me (. and O§g p. rm@ e for tt@onta© &\

and oral LDso, respectively), withjn the requiyed ranges:
SHEROER N \© & & &
Biological results: @) \ S N \ & %,
Table CA 8.3.1.1.1- 1: T(@lty to l@?ey bees@borato@ests K @ {(\6 S @
Test itene % © YRC -amidé€)y
Test ohject “”\9 Oy Apisviellifera Y K
Application pafug p.m./bee © 100.6> > 108.1 N
o & \j) contact N . .
Exposure &) (sol '&\ in A Q&aﬁm (0 59@%&1 ter}( qgral (sugag%lmlon)
LDso pg p.m./bee % ﬁ 00.0 ° m O 108.1

O
At the end of the contac x101ty @48 h@ after@@lcat@ “@ity o@ed at
100.0 pg p.m./bee. N Itaht}@:curreé@the céntrol (w%r +0. 5“’@ dhagt)

No test item induce behav1oural effect@sas ol d at 1me i con oxicity test.
In the oral toxicit t the maximum nomina leve@‘ RC_2894-amide{100 pg p.m./bee)
corresponded t actual intake of 148.1 qum./bee is d evel I’e@ to no mortality after 48

hours. No mortality occurred ir@contr (50% sdgar solutisn).
During th%&bours assessmentgne bee@a behav o abng ,&21 al (m@g coordination problem) in the

108.1 pg p.m./bee dose level
S
Conclusion: Q
The LDso (48 h) wa @p m/ in th contact @@%ty test. The LDso (48 h) was
>108.1 ug p.mf@m th @1 toxi est f C 2894-amide (metabolite of thiacloprid).

&
SFEST
@ & <

&
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Results from Literature review

In addition to the guideline studies submitted, information from three publications from the pub éﬁ é
literature review are summarized which provide supporting data on the oralpxicity of thiaclol@ é\ﬁ Q Q N
under laboratory test conditions, as well as other information. Although ¢ papers also cofif2in O&%Q & <© @
information they are presented only once here for convenience and n@emed in other{ctlonf @ Q @) &

o A
'S @ N g% %G
Report: I I N, o0 oot o oD S
Title: Toxicity and hazard of neonicotinoids for h: bees. (g @ Q Q @’ SN
Report No.: M-455929-01-1 " NAREN A\ ©© @
Document No.: M-455929-01-1 & N N @ & N v §
Guidelines: not applicable; not applicable @ N @ AN @ %\ @ N @
GLP/GEP: 1o Q 5 %o @ %, S @ <
Q° & ., € @' @ ©
Executive summary Q 2 @

Toxicological experiments were conducted to @@erminéthe maxif&lim toletgted dos@%TD
concentration (MTC), average lethal dose @) and c%cent@)n (LCsp), plus abselute le@ dos

(LDy9.9), and concentration (LCy9.9) on the westernthoneybe: ;@pm mera L. @menop a: Apidge) | <) 2

of imidacloprid, thiamethoxam, acetaml@d and t@clopr C\-) ts were performed on he @ %,

under laboratory condition using diffetent rou % of insecti€ide -&\' istragiph into &rgamsm

(contact and ingested action), and y@en the @s were&siting }@ns tre w1th the'a &gnder N @
field conditions. Hazard indexes $&re calcfiited. @erlal a@metho wellﬂ\q§ esults

summarized for thiacloprid o

Experiments used forager b@ f Car@llan Bpg@d and &Jypso%&lspen&lo@once§ e, 480 y/litre @

for thiacloprid using stan met \gs impro vious s}%es“ MQr drop of'soluti as s,
either placed on indivi ees 0 thor@c tergl&erg ecte %ough @tact w
contaminated surfaces, or eithef@mgle dkmultiple dose in feed. EI’IIO loglc ges w use 1@
laboratory experlgne@@ made from siggle-use phan @ es or @mentra@ns of
insecticide wert d, with 3-fold @%ﬁcaﬂ&@nd 10ghSects per rephcat@Both &@rlmeg and
control 1nsectA@re monitored af@3 6 ZQd 48 hours (h %bratlol@ statistics were used®.
Calculation of the hazard 1n(i§olve%\uant%we det@math&}f the %o of th@rkmg
treatment rate of the active subptance (g a.s./h e valae of LDggof the 42dnt (pga.s./individual),
and calculated as: 7 = Nx 085100 x EByo, W @ is tk@fazarbd Thdex; N@the tre@

of active substance (a.s.}3n g/ha; R ug@g ee ofgm?.

Field experiments wer€3ylso cor@cted 1@ en gorditions &chltlvaﬁgns of acelia Phacelia
tanacetifolia Benth%l:en in flower. T lant§& ith thga€loprid using Dezinfal

and Avtomaks sp s with liquid delivery at3p0 litr quallty bieg colonies were used in the
experiments. Fdgager bees v1s1ted§h plants ly over a peno& than 8—9 hours because of
the favourable meteorological c@htlon r the 1%& he pe iod of conducting the studies the
average d: f?ﬁlr temperature Varied fr@ .0 26. 0" e reﬁ@e atmospheric humidity was in
the range of 59—80%, dayllght lasted @9 10— l@murs T da Ehere was no precipitation.
Unsprayed control areas \@re used Calcgn opul on the plants and the number of
#Illarnov A.1. 1994. T %ynamﬁ&;n the ¢ effec fmscctlc on the Honey Bee. Agrokhimiya 5: 97-107.

3 Parlov S.D. 1981. \%ﬂonal s 1cal m@) of cal tmg effective and toxic doses of pesticides. VASKhNIL 5: 37-39.

nt rate (norm)
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dead insects was made every 2 hours over 3 days. Here, in both lab and field, the danger level of %% R © S
& N
4

intoxication with thiacloprid for this pollinator was determined. %\ ° &
The LDso values of thiacloprid after application to thoracic terga were 3.03 pg a§7mdividual (cont: <G Q\ @ @
effect) and 0.25 pg a.s./individual (Intestinal effect). For the contact experiment on treated surfage @ @ éﬁ é

LDsp values were 0.32 pg a.s./cm? (contact effect) and 0.0037 pg a.s./cm? (jggested effect). In £ield é\ﬂ Q Q N
trials after spraying, plants with insecticide (including thiacloprid), the ac%l of bees Visiti@the @Q & & <© @
treated plants in the experimental are decreased (to 1-2 individuals/n@/ the 14" hour after

treatment the bee population did not exceed 8—10 individuals/m?, remawing larger in tl‘%mtrol’%ea Qy 6\
at 20-23 individuals/m”. The almost twofold difference in activityiof the forger bees@ptween the Ry Q
control and experimental variants lasted until the end of the forag@g activ@of th@sects e ﬁr@@ o3

day. % ) > @ Q

N
Material and methods @% o\\\ @\ &6 &% N Q\y\’ %, §
A. Material Q &N X S Ro é}? @ < O
. o & .8 X @

1. Test material o %, @ @ &
Test item: Calypso @ension Concentrate {SC). 480 g/L ®\ @ < @ o
Active substance(s): Thiaclopri @ Q (@) '~
v - 2 & o &

juvant / Surfactant: - @ %, o N @ Q @ @@ %

iource of test 1tem.: - @ N @ @ & @ @ Q

Pl(;zg]a:ltch number: : Ry K @ &, @ & " &

2Str(;rage conditions: o\@ Q @© §@ < @% § @ @y\’@

Test ar?a %

S W Mo & S V8

Pesticides us§d on fields: @ @7 @Y% @ § §9 @ &

preme " F St U s

ggllltrl(‘:/: r(;f test species: ©© 6\ c %hian‘&ed @'\ S Y

Age of test organisms at@dy ini @)n / Pﬁgers / ering*$tage of %ated elia t etifoli

Crop growth stage at treatment: “Benth (Boraginacegae) ° (@5] @

Holding conditions I@r to tes£: - %@ % b\ @ @ @

Acclimatisation@ @é}” - § @7 @@ § @\

S O & SN D
@? <) @ ¢§ . 7 & @b
@ R @? O . O @
NI R
S & S ,%,Q % @
o & @ &S
N Q @ ©\
NN N
*o v S L@ Q@ N
S @ &@\ o O

Q" &

& ES
{N @@ @ otﬂ\ﬁ
Q& A
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B. Study design and methods % § § @
1. Test procedure &@\9 N N &
Test system (study type): Lab: Oral and Contact; Field: Contact (wi@ayed flowers) @ @3\9 N @ @
Duration of study: Lab: 48 h; Field: 1 day (14 h+). Q @ NS 5 <
Treatments: Field: Single morning spray & @) %y @ @ Q)
Application rate: 250 litres/ha @ N O Q Q Q&
Number of replicates: Lab: 3 % Q o & & <© @
Individuals per replicate: Lab: 10 bees @ Q @ SN
Test conditions: Lab: Entomological cages fron@gle-use cel]oph@ﬁlm o @ \ @ @
Plot size: - o A @ 6 o v 2§
Application / device / nozzles: Dezinfal and Avtomaks srs 9 @ iﬁ%’ A @ S
Water volume: - Q @ @4\9 ] 6@ o3 & % .
Verification of dispersion: - @ Q Q &
Sampling technique: Mortality counts %% N N % @ @
Sampling frequency: Hourly or daily < N N 6 Ny . @ Ro §
Transport/storage of samples: - @ N @ o AN @ %\ @ N @
2. Observati : 5 A O >
. servations and measurements: @% @ @ @ @
3 . 0, 0 — 0, —
Conditional (e.g. weather) parameters: E:)eulfs ;:;é& 6.0°C 80/&% , daylighf aste@ 0 1% @ @ O %
Biological parameters measured: Mortality @) N

S Q S
© <) < % Q
easurement frequency: ao. an S > elda. ays
M t frequency -Lb@ry{,’é?%‘ d 4885u (h?@g@ld Ex@y hf@dy @ ®© S

Statistical analyses:

Results @ @
Validity criteria: S

No validity criteria were stated. s,

S QA
o TS e § o &
Biological findings: & @ @
The LDso values of formulategjt iaco@d (Calypso Suspension Eqneentr: teQC), /L) @

application to thoracic te ere ug a.s%ldivid%l (cont@effect)@ 0.25 u a.éi§/1dualr\g

(Intestinal effect). For onta perim€®f on trefRdd sur[{@ 7 LDs% ues w@O.SZ .s./cr@;
(contact effect) and 0.0037 pg 47 cm? (TheestinaLeffect). N %
In field trials after s@ying, plants wgihﬁ insectie\\igi (inc g thi@prid), t}@activ@of beegysiting
the treated pla @the experimentd{ sre d;w@ed (t individuals/n@ By th%@l’h ho@fter
treatment the &population did n@exce,e 10 individuals@n® remal@lg larg%é‘?in the control area
at 2023 individuals/m?. The @\st th}d diffggence in @vity Q&ﬁ?e fora;ggr bees b&ween the
control and experimental Var@ts lasted until t d ot;iﬁ% foragi@dctivit@f the jnsects on the first
day. It was noted that contd@of th@ger with @ plar;ts%eated ith thiacloprid did not pose a
risk of poisoning for the@either @)the da apglic@tjion of @insect&h or ofihe following 2 days
of observation of the %@erimen@ colQnggy. AN N N
¥ o K 2

A\ L & 9 @
Results summ;@ @J) QQ @ @ . R
For thiacloprid ormulated as C@so SC.480 < ©\
Lab: Contaet].Dso = 3.03 ug ag/bee; (@(intﬁs@) L 0.25 rSxa.s./bee.
Field: A roduction in foraging rate wagpbserv f the 3 day studgyperiod compared to the control,
however the application r@qln the study is IQt Clear, d@plicatiofirates of 86 and 216 g a.s/hectare are

reported in Table 2 but e not described here?@he pap@.
N v @

Notifier’s comment v @) R @
8 S

<< O AN

$ Sy

& £ &

&
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The paper reports 48 h LDs¢ values for formulated thiacloprid (SC 480) for honey bees which are % . § § %
similar to the agreed endpoint points from regulatory studies but derived under n LP conditions.é&’ %\ N &
reduction in foraging was observed in the field which is also in line with findin; m regulatory @ <G Q\ @ @
studies. These data are considered as supporting and do not influence the risk assessment. <®Q @ @ éﬁ é

o & & <
Report: I ;-Q&'%ZOII;M@ R © © @

457217-01-1 . N\ S
Title: Toxicity of neonicotinoid insecticides to honey bé@ laborat@thests @ 9\,\ %@ @6 °\% v
Report No.: M-457217-01-1 2 S 43 @
Document No.: M-457217-01-1 R (@) AR & % S
Guidelines: not applicable; not applicable % . @' @ Q @ @ @j @
GLP/GEP: no SN > S

\ \ o, y\a

RN Q & §

Executive summary Q (5% > @ Ko @

In this study, four neonicotinoid insecticides thlarﬁloxam, cf@fhlamdm, acetamiprid agghlaclo @ 7,
S} N

were tested in the laboratory for toxic effects on t est honeyl@ Apis @ﬁfem

(Hymenoptera: Apidae). Commercial formulatfgys werewysed at hi@Hest dgz?y ora{@x osu@r
contact trials. Material and methods as well%@esultsoﬁkﬁt sun@ized for tHiaclopfid only. @

SN SN,
This study used a commercial formulatiggof thia&)rid %@/psgg& 480 g@ available iniﬁ‘f@, @
Y

tested by ingestion and indirect contad, @ %, @to\’
At each concentration, three cages{with 10 @ cachpyere use@® Tests gesotio@acuté%&ral . @
S

toxicity) were conducted with actge ingredignt (@t 144 ppm. Oral@¥als ugd%lastic &Qtaine

detailed elsewhere®, with bees & on sygar cand: % crose¥om a er wigly two opposing
hourglasses giving 1 mm sl m Wfé food%n s gathgred ﬂvg,lgh the @ooseis@ y witlfout @
touching the sugar candy. @yeach,{ bees cotiid walk freely orarious ces. @ ?§

For indirect contact tes @panis stnu@'astan ativi 1\/@’.) leaves were gullected

woodland far from pollution SOEEPLS, sprayed to drip with water suospg@ion o@e prod\@ (144 p@l)
using a high-volumé&pneumatic hand sprayer, ¢ é%)dried if\shade t leastfiree h@s. Pur er
was used for 3 unfreated controls (I@ées e 7 Tria indirect conta@sed th@qme plagtic
containers as ﬁzls (again 10 @s/eage@xcept leaves ¢ etely €yered the floor, A46d bees
could walk freely on the bottg O%gvere “With leavgs, and ogyvalls antheoverafor 3 hour%%efore leaves
were removed. Tests started @.OO h and mo @y chetked at 15@’ h ancé&oo on day 1, and at

9.00 h, 12.00 h, 15.00 h, an&}8.00 following dayseyy Ry
As thiacloprid showed n@élarmfu cts imapove n@gg)’ds, @kher ingestion te: sed starved

honeybees (oral/starv@ or t ours &? captisg, bees&ere keptgool (14:13°C) in the dark, plus
starved. Then the above oral procedure@as re@d usi od tr% wit@acloprid at 144 ppm,
but also 72 ppm, m and 18 ppm. In all p@ S, be@ ere ¢on rvatiy\gg considered "dead" when
they remained utely still duging<4 10 se@ld observation éod. Dead bees were removed from
cages and immediately frozen °C, then at trial end segin refﬁg@ted containers to Floramo
Corp. S.r.%%boratory for chefigal ana@sl to quaitify t @{ tive @diem. Numbers of dead bees
(from combined 30x of each treatmerf@ivere oél“\pared against cdirols using Fisher exact test. If non-
significant, 30 further bee@yere trialled and¥Chi-S test: formed on combined 60 bees. Only

&
‘I . -Q Atﬁ . 2010. R@e oral toxicity of neonicotinoids on different honey
Redia 55 99-102. S

bee strains.
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the counts after 1 h (for ingestion test only), 3 h, 6 h, 24 h, 48 h, and 72 h from beginning of the trials % . Q @§ %@
were statistically checked. &% %\ N @
Honeybees exposed orally to thiacloprid (through ingestion of contaminated su; olution) showe@ <G Q\ @ @
significant higher mortality than untreated controls, but only when preVlously starved for 2-hou @ @ éﬁ é
before treatment to encourage food uptake (up to 32 ppm). The indirect co@ test showed ng é\ﬂ Q Q N
mortality even 72 h from test initiation. Q @o & (@) @

Material and methods

A. Material
1. Test material
Test item:
Active substance(s):
Adjuvant / Surfactant:
Source of test item:
Lot/Batch number:
Purity:
Storage conditions:
2. Test solutions
Vehicle/solvent:
Source of vehicle/solvent:

Concentration of vehicle/solvent:

3. Test organism(s)
Species:

Cultivar:

Source of test species:

Age of test organisms at study initi
Crop growth stage at treatment:@

Holding conditions prior to testy

Acclimatisation: @

B. Study design and me@ @6
1. Test procedure @

Test system (study t%):
Duration of studyé\
Treatments:

Test concentr;%ls

Number of replicates:
Individuals per replicate:

Test units (type and 51ze

Application / device / nozzles
Water volume:

Calibration of s@ :
2. EnvironmentahConditions

Test medium: Q\
RS %o

Temperat% / relative humidity:

3. Observations and meas nts:
Analytical parameters m ﬁed
Biological parameteri@ured:\
Measurement frequedcy:
s &

S
S 2 &>
& 9

<

Statistical ana]yses&

@
&
%
S

&

@pismelé@%a L. §) @ @ @ %,
- S\ @ @ v O
e 080 S &

A
X
&Oral/yta§ Sta @for 2 hoﬁ aft@ure @
@ Oral/seqved: CSaL(11-13C) and0d< §9 & @

3 y
7

Calypso® CS. 40.4% W/w (480 @%
Thiacloprid

R

italy @
R«
& AN R

‘@"\@ &@Q@

N NS %,
&K@j@%\a©©§@

Sy}ﬂgesn(ﬁ@est (or +oral/sydy « ved) andfﬁrect @ntact teggq

@rld ntreated control @ A
4 ppm, Plus fo@% 0ral/st®ed stu(fyo\\?Z ppm, @ppm and

Q\) & 8 ppm % % &
% Alﬁées of&bees p @e plus Qltrols @mn 3x 10).

Oral/stved: Rlast contaivers; IndifQet contact: Plastic
estnu@aves (CBjunea sativa Mill.)

iners Wit Spani
@yverin ihe cage 0
ic?nec ntact l@h volur@meu and sprayer

@*‘&’

ral +o0 arved: w/¥) sutrose solution ; indirect contact:
W @W S
@ amshc stnut
Qy not Sie! ied
» @

rtality %y,
wice first day ), four-times per day thereafter

@ Fishegxact test. Trepeated, chi-squared.

Nl
BN



B ) Page 98 of 162 @ &
saver) Bayer CropScience g2014_10_10 N N

£ @

R & X

Document MCA: Section 8 Ecotoxicological studies @
Thiacloprid @,Q A Y . ©®
N
Results % § § %
% o\ Q, '24\9
Validity criteria: @, < % S
e T @ &S L0 @
No validity criteria were stated. Q @ @ %, &
9 USRS

Other measurements:

Dead honeybees were not analysed for residues of thiacloprid. >
Biological findings: N \
Direct observation of bee behaviour indicated transitory effects from Thiacloprid, wit@iou%\ @ 6 N v @
symptoms of poisoning such as shaking and tremors, uncoordina ove s etexat 144 ppro. é}f S

Ingestion (oral) tests with thiacloprid showed no mortality even 7 afte&r}ltlatlor@ndlre @htact @ (&
similarly also showed no mortality after 72 h. Oral/ingestion t&%s with itvatio @d to be@feed g @
eagerly on the sugar solution containing the active 1ngred1 or c%%l) 1ty Wi hlacl % Q

y@ﬁ
Ly
S
)

N >
was not total even after 72 h but resulted in statistically s@uﬁca feren(@ n mof%a,llty frof) e w\?\ @ éﬁ ®
control up to 36 ppm. ‘”\9 @
R x S8 \@ S & L&,
Results summary @ @b @@ @Q O\%

@9
Thiacloprid exposure of starved honeybees led@) &gnlﬁ%% highégimortalifgthan ugipeated gaptrols @@) &
only in oral toxicity tests when 2-days starV@@l was &qforce@ to 36 pptn). Th&yndirec tact & ®

test showed no mortality even 72 h from tev\t\\mltlaggm & Q N &)

g O @ @ @ @ N
Notifier’s comment N © § @K S Q
The paper reports basic toxicity fo¥thiaclo C 48 6t honey@es u @non I@ no@ deh @
conditions. Bees were either fe ar solutron ¢ ing th@pest ite @ exp to dry foliar
residues. Only concentration @s are esented that r%@ts cannot be r@io ar@ﬁwronmental @
exposure level or toxlco%@@’end 0 Exp ﬁre via sﬁ%ﬁr syrmcaused% her l1ty t

exposure to dry foliar re s. Ovgrall this paper do@x&not glv y infofknation of endpoi sultabYé@
for a regulatory risk as@sment @ese dat@re conéidered ﬁ%suppo and t in ce the@sk

assessment.
@ 2
> & & & @ 4

S \
A NS
Report: e EF  2013; M-4§8441-01-2
Title: Indoor to%@ deterfhjnation @ onicotineid insedticides tis mellifera

Report No.: M-46814001-2 ~ @ >
Document No.: M- 468@1 01-2, v R

Guidelines: no@)pllcab]@@t ap@ ble @@7 °©\ § «@j@
GLP/GEP: % N N S
S o8 Q 9 O
e language publication @@nm@ idgnti€al to @f@of - D.;
, % 7(201 1@" oxicity of neon{getinoi msectlcldes to honey bees:

laboratory tests. Bulletin of Inss&fo ogy,%y , p. 19113, Dfsument no?M-457217-01-1.

N
Conseque&&?ﬂo summarizatiSwis nec@a . Q @
v o Q

This paperisa C
M..

s

>

@
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Report: I I A N 0/ Mi45119-011 < § @§ 9
Title: Thiacloprid -Nosema ceranae interactions in honey bees: Host sur@rship but not Y BN KN &
parasite reproduction is dependent on pesticide dose @ R N @ @
Report No.: M-485119-01-1 X Q @@ L = &
Document No.: M-485119-01-1 @) @ @ Q)
Guidelines: not applicable; not applicable @ & 60\9 Q @ Q&
GLP/GEP: no % Q &’ & o @) &@
& R O

9 @ o @
Executive summary Q7 . § w;\ (o 6\ Y @
The authors claim to have demonstrated a synergistic effect on ﬁ&lity bygijic lowstgxic, cofimonly @% § A

& <

used neonicotinoid thiacloprid and the nearly ubiquitous gut parasite No¥eyia cer is d@dent @ S % &
the pesticide dose. Furthermore, thiacloprid had a negative infiégnce,on¥. cergnare reprodu ion%le @ @j @
authors conclude that this result highlight that interactions& ng h%ﬁf beeshgalth st;& s ca@e S)

dynamic and should be studied across a broader range of@mbinatigns. @ N X
3 ] ge of @ g@@ @\ %© @’\9 @ QS Q)
. o~ & .S S &
Material and methods & Qr N R N @ @ @ w\?@
A. Material Q @ O @ @@ (@) '~
o © S
1. Test material @ o (g S @ Q& @ @©> &
Test item: Thiackeprid o\ @ @ & @ @ @
Activq substance(s): o Thi%%k)pyi @ & @ & °N @
Chemical state‘ and description: %t speqf @ @ @ °\ @
Source of test item: o t specific & § & oY RS @ N
Batch number: ot sp%f:led @ § R NS
Purity: %, Not s@i ied @ Q) 6 o K 4 @
s}\t/oiage clorégiliﬁtio?s: N Eo;@ec?? @ § %\ @) & &\
2. Test organisr};gs) @ S po @© @@ & @
Species: @)@ \©Apis 'W%ﬁ]?fem car;%fz (fre&ﬁ%emerg%{kworker% @ @
Common name: O 6 Carniolan honéy bee @ & § Ry
Source of test species: @ Q 41yl coloni®) % %o\g @@ S @
o @ @ %y\g %@ % é\ @ @ @7%
IS s & & o S = \©\
> O OO Q
SEFF 5
@ Q @ o % @ @
o N .U O .0 @
OO S oD
S $ g 2 T
N RSP Q &
(AN Q
@" SN
& & ~ ©@Q
& & & &
S o ©
{N @@ @ N
@ e T
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B. Study design and methods

@% N o2
@

X
1. Contact test: y\g\ @
Test system: Laboratory test: Feeding test with freshly el?‘ged worker bees < Q\ @ @
Treatments: Six treatments (control, thiaclopridpign, thiaclopridiow, N. cerandey @ @ &

X
N. ceranae + thiaclopridnign, N. ceranae thiaclopridiow) @ > o Q @ K@
Thiaclopridiow: 30 ng/g thiacloprid (3 m or 35 mg/L) @ @ @

Thiachlopridnign: 60 pg/g thiaclopri ppm or 70 mg/L Q @ N & ©
@

Control(s): Control bees were treated with s e solutions onl \ @ @
Number of replicates: 4 cages per treatment containing 3¢ worker each ° ¢ §
Pre-treatment: N. ceranae groups (N. cerange, N. cer%é + thia@pridh@h@ %5@ 6 O\Y\a R
ceranae + thiaclopridiow ) fed w cereage spore§, @@ §
& <

sucrose solution.
Control and thiaclopiigdiow and<hiaclo %.gh gro§§ were Ee%
with control suspehsion (1 1 of S%ucros utloré N %, §
Q N N S
<

(100,000 spores/worker im 1.5 mikof 50%@@@1ght/\§@he]

without N. cera por
Test conditions: Cages with be, ere %amed@%ﬂarkn@t 30°caxd @ @
265% relatiye HumidigyJor 14-day % \ @@ 8 @ S
Application technique: Test subst@ was fed ad lzbztum @ RS
Measurements: Mortality a N

wer‘é@)zen atx20°C a used for eranagguantifi
= 28,16, % 18,8, 18 contr , thiaclo ldh|gh, thi

%cerana ceran thlac. idhigh a ceranae + N @
aclopridiow tre nts] fgftowing Eries et al, [?%013)7 Ko

Analyses: SThiacldgrid residués wer firm poo&§amples (n= ‘l”\j @
% 20 b@%ﬁeat@lt) at tiUSDA onal Scrence La‘ﬁgrator& @
Q> Gaégymia, USA Sollowing Mullin &al. (20 0ys. Q N
Statistics: Survival @ses were’cond usil& @ &
Qeier LogRank SS 19 and synexgijlic intg i ere @
sses %busmg X2- sts%l?gales—l%%nguez an

O .
food@nsum er orde ry Z"d @ ©)
and deggyworke¥s vere re @ days &s rv\g es @ ©©> &
T
oprl

:

@ @\ Food nsumgtion and Nsceranaddata were Square
@CQ @ formec@ imprgveit to n&gmality,@ com among
%)ups using ANOVA and the @ey Hs@est in R@
Results D N N
Average food&nsumptlon dldol‘loglffelb @g treatments t@?eceave@hlaclop d, re Qess of the
dose (all p-values > 0.13). Con{tpband M ceran thmck@idmgh trggl ent§showed significantly
lower and higher honey bee alityg respectig@gly, tha eﬁ? other é@tment apl eier Log-
Rank, all p-values < 0.001). %o sig@ant dd ence@ere obse ed al g thes€Jwiter-mentioned
treatments (all p-values @§.43). @alteng N. cer@ae +t \loprld@ inducé®a synergistic effect

compared to the sum Sffects @N c@ae 0 End th@@pndh \only t]@ments (?=6.71,
theoretical x> = 6.63§, df =1, p = 0.00 @

Quantification @ eranae spore Veale@gmﬁc@ y hi spoge%&ensny in surviving
workers from t ceranae o®eatment pgd to tho& N. @tae + thiaclopriduign and N.

@ N
. I - I
@ L G.R., 2013. Standard methods for Nosema

research J.Apic. Res. 52 1—

8 Mullin, C.A., Frazier, M. ier, J.Ls shcraft imon R van Engelsdorp, D., Pettis, J.S., 2010. High levels of
miticides and agrocheml Nonh\&merlcan 1es 11np11cat10ns f@oney bee health. PLoS ONE 5, €9754.

° Morales- Rodrlgucz ck, D. &;009 S 1stlc

ractlons een biological and neonicotinoid insecticides for the
curative control of th 1te gru phlm@n ma]al Popillia japonica. Biol. Control 51, 169-180.

% @ SIS
& @ Iy °
¢ g v
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ceranae + thiaclopridw treatments (both p-values < 0.05), indicating a negative effect on N. ceranae % . ©) €§ %@
reproduction in surviving workers regardless of pesticide dose. No differences w@ietected betwee&% %\ N @
the groups that were exposed to both N. ceranae and thiacloprid (p = 1.00). v Q@ <G Q\ @ %@
T & & 0o
Results summary @ &© é\ﬂ Q @Q N
& & © @

N. ceranae + thiaclopridnig: treatments showed significantly higher he mortality. Furtor@° Q

thiacloprid had a negative influence on N. ceranae reproduction. @\ .

> >

The paper claims to report dose-related synergism between thi %ioprld a conggy; @n bee@sne & Q @% @&
©

Q
Notifier’s comment % @

N. ceranae. Bees were fed with two concentrations of thiac and 60§§Qm sugar fecd n
solutions so that doses were tested. Cage size was not repeQed whlmcould @xe con ted r N X %,
the N. ceranae infection. The concentrations fed to bees Gk let %{)nce ns resulting i @ ‘i’\y @ @ Q
approximately 40% mortality for each concentration. 1@ ana&n ectlon@bne (n@stmd%so § @ @ ©
resulted in a similar but slightly higher level of mortality. Contfr mortal%y was 16w with Slmost allPess <
surviving the 14 day experimental period. Bees exposed to A ceran fectlo@nd the JQWer levdldf Q
thiacloprid (30 ppm) performed as well as those@posedt@gonly th@athog only@ig Pesti @e @
When exposed to the pathogen and the hlghe‘l\(@el of thiacloprigy(60 ppm) ahtﬁwas jusigss tha
80%. This can easily be accounted for by additive effects of tl@ 0 stregsors anq@ Te iS n@@wde E%’[2 @
synergism. The authors also report lowe@@vels of @jection @en be (\Q’ ere treated with both patﬁ@n @ y\’@
and pesticide, also suggesting that theféxs no s erglstlc e tpre Fun ore s@@?glsm @
demonstrated by a suitable statlstlc%method yner@t effect@ould b cater tHfad an additive . @
effect. As food consumption was @measu and 11ty s appro@slately 40% over @days &\
is no information or endpomts able for a regu§i essme Thes@ a are@nmdere S
supporting and do not influei® the {@ ssesi\@n Thewyork w&not con@ed to@ @é& @@J
@)

CA 83.1.1.2 Acute @@act t@clty @ & K@' v\ﬁ& @ § -

9 @ Q @

Shossed G
Report: N 199 @ 00856-01-1
Title: &@ 4 (tech. ) to the lﬁ@ bee@) mell@ L. in the
O iﬁdehne N@ 0
Report No.: 95087/01 @ %\ Cix %
Document No.: M-0008 o3 Q
Guidelines: EPPO@ldelln Ry @
GLP/GEP:

@ . Q
© @Q \

A new study on thexacute contact toxicity of a@clopn‘é\\-@
terrestris) is pr&@ed below. &)

N
S \@&OQ
)

%o v\g%@’ N
N & & &
e . @ & Q
@\%é@&@
O
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Report: I >0+ M-480628-01-1 &% @§ S
(N A

Title: Thiacloprid OD 240B G: Acute contact toxicity to the bumble bee,Bgmbus terrestris L.,

N
under laboratory conditions @ R
Report No.: S13-01745 v @Q
Document No.: M-480628-01-1

Guidelines: No specific guidelines are available. The test design is b@ on OEPP/EPPQ 170 (4) ?0\9 Q @ é&
a ék <

(2010) and OECD Guideline 214 (1998), and on the re% rticle of VAN
STEEN (2001); not applicable

: S
GLP/GEP: yes QO?Q} AN o @@ Q © 9

Objective: & @ %Q
The objectives of this study were to determine possible effectsqof Thia id O 0B G ® % &
i IS @

bumble bee, Bombus terrestris L., from contact exposure, a%t dete@me th&medlan@ha dos% ®

(LDso) after 48 hours, where possible. AN S 5 X §
@ (&\ %@ \K N

Material and methods: @Q ‘RS § @9 S §p @ %

Test material: Thiacloprid OD 240B G; Batch ID@EHOIZ@ TOX}umb : 09758-%\ @é

Specification number: 102000021774-01; Material umb@7967@@' Co@ B

23.0% w/w (analysed). @ & N @Q

The contact toxicity of Thiacloprid OD 248G toghe bumb % (Bo bus terrg trzs L.) %&as N 9 ©
determined in a dose-response test accogging to &/EP]@WO ( 010) th OECD Guldelﬁ@ N 9
No. 214 (1998) and the review articléaf Van dgr Steen (@ 1). Y %y @to\’
In the laboratory, the bumblebees were expo, 0 6.2%12,5, 2650 an ug} a,@bumm&bee by . @
topical application. Mortality an(@x -leth fecre assessed 24 8 houtsafter tl@tmente &\
control group was exposed fo@ same period o @S e uentlc@xposu@condl@ns to tap

water. °
S QO NN e N
Findings: ©©© @6\ ©& & @'\ &\ @ §@ r\”@
@
In the control group treated Wlt‘@é watdy no alit sobse d urin,
48 h test perloi g ’ ;;]% y% ]%& %ﬁ

In the test 1ter‘r@ﬂent group, an @erall @mum@ahty of 10.0‘@s obs@d at @hl ghest
dose level of ng thiacloprid a@bumble at the final a: ment after 48 hodrs. «

In the reference item group, m@hty w§§ 50"/@%&: end©f the t%\Thus She test wa\ Considered

to be valid. N) o3
5o & &
S NS
Table CA 8.3.1.1.2- 1: gg}value@@w conf@et tox1eQ§%st in b@b]ebges@th Thm@@\%prld OD 240B G
Thiacloprid OD 240B G ?\ Qﬁ\nact tox@y test Jﬁ@a S. /b;,u%ﬁebee]
LDso (24 iR
LDso (488} @ (\ £ @00 B

In the test ifém group, no rem@le S QEthal e@:ts w@bse@untﬂ the final assessment
48 hours alter start of the experlmentaf@ ase. \
The test item dose level 0@90 ug thlacloprl&a s. /b%@bee gg determined to be the NOED (No

Observed Effect Dose). & &
SE T,
& &S
N <
PSRN
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Conclusion: %% . Q § %@
The 48 hour contact LDs value for Thiacloprid OD 240B G was determined to é@ @& %\ \\ @@ @
> 100 pg thiacloprid a.s./bumblebee. Q @@ @ %, &
@ N y € &8
Report: I I, 009 Vi-360295-01 1 QR o & o © &
Title: Effects of the metabolite YRC 2894-amide (Acute C@Q and Oral) on h&ey bees (@15 Q @ @ @
mellifera L.) in the laboratory N @ 6\ Ry @
Report No.: 50901035 S @° @ Ry %, KN Ao
Document No.: M-360295-01-1 Q @ % N 3 @Q
Guidelines: OECD 213 and 214 (1998); none R @) @ @ & % & o
GLP/GEP: yes % . @' @ Q @ @ @j @
S N e S -
SN o L7 e

, © | S
Results of the contact toxicity test with thiacloprid- am@are su%gnarize@mder @% 8.3.154402 é\ﬁ @ & Q
S &
N3

%, N
Results of Literature review S \ @

@)

Two papers containing information on the acute contact t@cﬁy @aclop re pre@ted ﬁ @@) ©@

al (2004) found that the 24 hour acute conta so far foehnical t clop ener%&unde 1r non- @

guideline, non-GLP test conditions was sn&ja to the agreed e@pomt (see point K

second paper provides some very general 1nforma§g on thigeloprid %cﬁy tof@ingless bees. '@e ©

bees are not present in Europe and thg nf@hod uséto depinthe (dosg spacing gvgr 3 orders of R
N §°’ - éﬁ - @

magnitude) was not valid.

Report: i @03 ]\@
Qy-01-1 &
Title: Béﬁamsnﬁhe dlff@ntlal to;@ty of ﬁé@nlcotm@g 1nsect@s int ney b@
pis melli
Report No.: R %it. 1442 @ % & 6@7

Document No.: .~ M-387937-01-1 RS
Guidelines: &@ not applncabl@Q § @7 @% @Q § . ©\
S

GLP/GEP: no N
O & Q L0 x> & D
Executive summary @ @ %\ @ © @

Laboratory bioassay wa@sed to @Qmm@ scegtl@@y? thm@}l dlrec@gtact @?Clty for honey bee
Apis mellifera L. (Hyﬁ@loptera@pld sev ommeXsial an didafgninsecticides, including
nitro-substituted nequicotinoid compouds: inﬁ@%opri thiangdin, thia@@gthoxam, dinotefuran,
nitenpyram, an;@o-subsﬁtuted S: ace@prid tiaclopr etabdtites of acetamiprid IMI-2-1,
IMO, IC-O wer\dlso tests. Othefqossible sy ists (metal 11 inhibj )were also evaluated,
namely plpggynyl butoxide (PBOY, DEF dletk%naleat EMJp] lus DMI-fungicides:
trlﬂumzol‘eg%trladlmefon epoxy\énazo prﬁﬂconazo he a@s to understand relative
susceptibility and examines t@e role of Xenobibtk metabolism ig 1 ucing honey bee toxicity.
Synergism studies were investigat chant of insggticide metabolism and their relative
importance in pestic @ sce tl% 1al an&metho@as well as results are summarized for
thiacloprid only.



B . Page 104 of 162 @ o
A . <
BAEER Bayer CropScience 2014-10-10 N S

Document MCA: Section 8 Ecotoxicological studies @ @

Thiacloprid was obtained from Nippon Soda Co., LTD (Japan). Purity of > 99% determined through % . )

Thiacloprid @ A Y ©®
N
high performance liquid chromatography. Honey bees 4, mellifera were collecte m two seemin o A @

disease-free hives on campus at North Carolina State University (NCSU, ﬂ?NC, USA) durfdg @?}9 Q\ @

June-September 1999. No hive treatments to control diseases were used prior to study. Hives wer @ @ éﬁ ©

exposed twice to smoke for 30-60s prior to collection of bees from top-lay mes, then shaken into é\ﬂ Q Q N

a plastic container with solid lid, and transported for 10 min at approx. 2 o the laborator@ees o & & <© @

were anesthetized by exposure to carbon dioxide (< 3 min) and newly, ged workers (usually < @@ Q @) %) @

5%) and drones separated. Older workers were transferred to a 177ml pfastic cup (10-1 %es/cu’& Qy 6

covered with nylon mesh (0.4 cm holes) plus rubber band. A Kim@g’pe (Fish@@cient@ Ralefgk NC) 2, @ N X

was partially inserted through a small central base hole, and the c@ placec@ 20%@?¢rose ol) @ o3 %

soak in, providing feed ad libitum. Workers were given 15 mi%tces to r@%r fraggyCO2 a@any O Q @7 &

remaining inactive were replaced. Prior to treatment with insgcticide’bges werdagain athetized% § §@
1_ Q,

with CO; up to 30s maximum. There was no difference alityf% cont@»in be@ esth
s

3 times. Insecticide (etc.) or synergist treatments were g lve%\too%@sohggthanol% R @ & O
dilutions to the appropriate dose per bee in 1pl solve \<o vofexed boef@ use. rols réggived @ @ &
ethanol only. Topical application used a 50 ul @ syr@e with ¥yl re e;%ﬁg di ser m@ @Q S %
within 30 minutes from anesthetization. In all, 10 0g of th%ynergiﬁ@vas ap to ai etiz (@ees Q Q) N
1 h prior to insecticide application, allowing tré@sport ifttg, the ins&@y systeglywith uer limi @
determined by the mortality of the most toxfg\%EF, 29%% c%pted mortality). P%st-treat@n , th
cup was again covered with nylon mesh an%lncub%d at 25 €47°C/ 3% RH @ 14:10 ﬁight:def}tl@ N 9
photoperiod. Mortality was assessed aftéz24 h, afdconsi Qd dea nable to walk or fly. Ea @ y\’@
experiment was replicated 2—3 times E)%s insecticide dose%th a mu R30 ins@%per ref)oTT%ate 2, @
N

and 5-7 doses to determine LDso. All result@%e corépted for@ntrol ality with Abdi, R
correction'® applied to all data fr@dose-r@ons erime@s. LDso @ues W%e\obtaine@’rom & &\
plotting log dose versus probi s fiv mortalit@ns@pmed Stud@@ t—tes@” <0.05).
The LDso for worker honey @ to thigglopridaas14.6 fig/bee N N §j

& D AN
Material and method% @ © Q % %\9 @
A. Material o Y & % N g@,@

& @
&

@
©‘”\7

X % @ R N
N (g @\ @Q &©
@" N
S S8
10 Abbott, W. S. 1925.<<A§netho© comp the Q@ctivene@ an insecticide. J. Econ. Entomol. 18: 265-

267. N
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1. Test material %

Test item: Thiacloprid @ A N

Active substance(s): Thiacloprid @ v N
Adjuvant / Surfactant: v (@) @
Source of test item: Nlppon Soda Co., LTD (Japan), @Q @ @
Lot/Batch number: @ &
Purity: >99%, determined by HPLC % Q R <
Storage conditions: - Q @ Q & N
2. Test solutions Q'? N . @ © @
Vehicle/solvent: Ethanol R (3 AN Q@ 6\ . v @
Source of vehicle/solvent: - (i% <) @ Y > @ A RS
Concentration of vehicle/solvent: 99.9% @ @ o @@x @ @

3. Test organism(s) v @ @
Species:

Cultivar:

Source of test species:
Age of test organisms at study initiation /  Older workersQ K
Crop growth stage at treatment:

S R @
« O @ &
Holding conditions prior to test: Holding 10 min a@prox 288C, COz%%esthe@ § @ @ @
@)

Acclimatisation: - 6 © o v
“ @@? S
@ S @ Q
B. Study design and methods & o
1. Test procedure @ @ o\@ @
T . %ose res@se e ems ect coptact exposure) topiga\\]g @ Ko
est system (study type): S appll tion of toxirf on c ° @
@ Y
Duration of study: 5, 24 . %p feation o 6 t O%\mg (Th'& " Q\@
. e dire plication when anesthe i@cJopri
Treatments: @ ethanol ( ol)) @ § @ & BN
Test concentrations § In 1 pl v e w%iﬂ anol @ & @
Number of replicates: 2 3 tirftes N
Individuals per replicate: @ 6\ 10-15yper cw&mm 30 (%grephcaQ\ @ @ §

Test units (type and sizb
Application / device / noxZles 6@@ 5@11 Hamilton syrlr%’% with 1 @epeaﬂ spens@
Water volume: @ astlc with nylon mes%gp and

pe inserted d in
20% %rose (
Calibration of s&%r: @“;\9 S @D N @ A

2. Environme onditions @ @ S @ v o @

Test medium: b “Plastic hotding cup @e) N S
Temperature / relative humidi@ &25 +1 @O"/ R{ v & %
Photoperiod: @& @

Lighting @ @ﬁ dar@7 N @ &

S \
f\ Observations and meagg aggrements:Q) @ . S Q. S
nalytical parametersg@ggsured: @ @ AN x A @
TBer® 2 @

Biological parametersasured @,
Measurement freq 24 h
@ Ch@m‘e AKBpt corrgagon and ?&g dose versus probit plus five
°N mortdlity; Student’s t-tesf] con; ¢ intervals (CI)

Statistical analy,

K o
Results \y\’ v @@@ °\@ Q@ §
Validity criteria: N &Q @ N
No validity criteria wer&s@ated % § Q

@

Biological fmdmg% @ § @) @
(@)

&
&
&
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The control mortality averaged 3.7%. The LDso for worker honey bees to thiacloprid was 14.6 pg/bee%% . © S
N

(Table 1). @

Table CA 8.3.1.1.2- 3: Pre-treatment effect of thiacloprid on honey bee toxicity & %
LDso Chi- ¥ Q& @ Q @© é
n? contact 95% CI ¢ N Slop ?§§E @° S & &
(pg/bee)® square /0@7 N @ Q S) @ @
Alone 158 14.6 9.53-254 0.480 | 2.73%0.371 @' RS @ 6\ . v @
a Number of insects tested. (5% 9 @ Y R @ N S
b Corrected for control mortality, dose in micrograms of active ingredient. @ @ @4\9 @@x b@ @ &
% °
@ R

=P
Results summary %% o\@ N 6 % § © @j @
The LDso for worker honey bees to thiacloprid was 14.6 @%ee o\\ @\ & & N @\y\g R §
RS Sy &
© Q(EG% NN \@' @@ @Q @ %)
The paper reports a 24 h contact LDs for techniciacl@id for Hepey be hici@?s?nilaré@m Q < &
agreed endpoint point from a regulatory study &t deriv&dunder H&X-GLPsonditio et il@ @

doses and mortality at each dose are not reported so th&-LDs ot be in ependeﬁbly verifi@d. The@
data are considered as supporting and do notinfluéage the rigfassess ifent. o
o O N

Notifier’s comment

Y

Report:

§ o

§ ; M-455953;01-1
Title: } icit&of pestic to s mer@ Api@: Meliponini).
Report No.: 585011 ° Ro . @) N @
oin S O S N Y @ S

Document No.: 9355-01- N
Guidelines: pli %\ot applicable N 3 %& § RS
GLP/GEP: & O « & o S @
TS e s <
i 2 < o O o v
Executive sumnfagy R
NS O X L < N
The aim was t&btain basic infcorl@tion Oon% lethal toxicit@pes&ic@s to sti&iess bg@hat could
be used as reference to desig T sch@s for gesticide 4pp icati&l}and i@\future field Studies to

evaluate their direct and sub al effects on i iduals and color@& Matefl andsethods as well
as results are summarized f@thiae@ﬂ onl @,j\’ . R @

Colonies of N. perilampgydes werey tain om th@mgle@e yar@he Dépattment of
Apiculture, Universid&tom@a de Y@watan UMY) ilXmatkuilyMexicy, Combs were kept in an
incubator at 70% ofthumidity and 31°C@0rag es W btai om thgp population entering the
hives from the fi echnical grad@%ﬁaclopri@vas di in agetone towggch doses of 0.01, 0.1, 0.5
and 1 pgperb er the applica%) of 2 uNg the dorsal part@he @x of each individual. 10
individuals with two replicates ?@dose %e testedMA fter pplieation of the pesticide, each group
of 10 bee v\zv% confined to a ﬁﬁxiglas @ inex S5 by&» by 7@m). Additionally, there were two
control containers with 10 bees that w@é anes@tizd receiv@application of 2 ul of acetone per

individual. Each containef&were provided wih 2 mlgh§tgar s (1:1) and stored in large chamber at
70% of humidity and . Mort&ﬁy of 1 iduatg per treét)me t was evaluated in a period of 24 h.
A

&%©©§9©
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Test units (type and size):
Application / device / nozzles.’@

Thiacloprid @ .
Q N\
To estimate the values of LDso, Probit regression analysis was used (Finney 1971)''. Adjustments % . Q )
were made for control mortality by using Abbott's correction (Abbott 1925)'2. A @square test was &@\’ %\ N &
used to test the fit between the slope (b) in the calculated model and the data. v @ <G Q\ @ @
The LDs of thiacloprid to N. perilampoides (Forager) was 0.007 pg/bee. % ©Q ?”\9@ Q@ éﬁ é
Q X
Material and methods %@ Q& o §© & ©) @
. @ 2 Q 0o >

A. Material Q'? N . @ © @

1. Test material o @ A Q@ 6\ Y <

Test item: Thiacloprid ' <) N R R S A >

Active substance(s): Thiacloprid @ @ v @@x @ @ %
Adjuvant / Surfactant: - v @Q Q @ ©§ & °
Source of test item: - % N @ \ @ @j @
Lot/Batch number: - v \\ N 6 % @ Ao §
Purity: Technical grade @ N @ & & RS @ R

Storage conditions: - Q QE% Ry N %, éﬁ @ @ Q

2. Test solutions ® K @ @ @7 @ @ @
Vehicle/solvent: Acetone & N L) N @ @ @ %

Source of vehicle/solvent: - 6 @ Q < < &

Concentration of vehicle/solvent: - @ @ @ @ & § ® N

3. Test organism(s) @ N (g (] @ Q @ &

Species: N@lampoi@&x @ S @ @

cutivar < ingless@ yard QDC 2 &ent of Aulture U&nivers@ : A @ @

Source of test species: @u tonomx de ( ) in e @ R

. LN SR, Mixico S

Age of test organisms at study initiation / = Fora: @ o @

Crop growth stage at treatment: S @ 6 ° K % o

Holding conditions prior to test: @ 7@' of h@ity an(@wc an@deor e tions @ @ K\

Acclimatisation: - @ @ @ @

S . Y & @

B. Study design and metlogds  \ N N &\ N

1. Test procedure @ K @' 2 @ § S

Test system (study typeb @ C@tact toxieity K @ @ @ @

Duration of study: @ oy n I\ @ Ro

Treatments: . 9 % Thia@% id an rol (a@ne) @ Qr

Test concentrat@ < 0.0i@q ,0.5 I ngperbee & & N

Number of re S: @ 2 cates S @) R . @)

Individuals per replicate: ° “4Q bees treatme ° S

Q\) &E%xiglaé%ﬁntamer & by céi\i\by 7.50m) %

% Test @1% w&%pliedé@’e dorsalpart of the thorax

Water volume: @ o

Calibration of sprayer: Q O _@@ @@7 @\ § @§

?l"é]satnlrllggirilnrﬁmal o 1@ . @ @@irect &,\:&}ct to \horax O@\ @

Temperature / relatif¢ humidity: 0% umidiﬁ&nd 318 @

Photoperiod: - @ y Y

Lianins -+ &8 2 1R &@ &

pH: . @ % @ @ °\

Organic matter (Cor): R @ R @

CaCO;s - @\ ) Q

Cation exchange capacity: _ o - @ &

DL o R

! Finney, D. J. 1971. I@! analysis. Cam| c Univg%!ty Pre@London. United Kingdom.
12 Abbott, W. S. 1925. ethoﬂ;%comp the Q@Sctiveﬁi@ of an insecticide. J. Econ. Entomol. 18: 265-

267. @& IS

N &
{x’ O @ RS
S A
% 53

& &
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D
Soil textural fractions / extractable - % § § %
micronutrient concentrations [mg per kg R N o X
soil]: @ & v > @
i @ Ny @ @
Fertilization: - v Q @@ §
Analytical parameters measured: - SN &© 60\9 Q @ (i%
Biological parameters measured: Mortality @ Q . & (@) @
Measurement frequency: 24 h % @ Q & &
Statistical analyses: Probit analysis'!, Abbott form\@hi—square test N . @ \© @ @
RN T S %@
Results S 9 5§ S

Validity criteria: @Z}%ﬂ Q @% &
No validity criteria were stated. &% N N @ @
& NI Y

Biological findings: o S N %© ‘i”\?\
The LDso of thiacloprid to N. perilampoides (Forager 0.0ﬁ$g/bee@§ter 241 § § @ o
& NN
Table CA 8.3.1.1.2- 2: LDso values of thiacloprid topic@ly to forpger Nr.@ilamp@ ®® &© §> ©@ N
@

— Probit (LD contac) Vo Ch > © T S A
Insecticide (ug/bee) ﬂ%beef\ Slope{@)ﬁ 4 Chl-s@%e for@> @
Thiacloprid 0.007 IR O ST WS, . 9D %

\<J AN @ .

o 9 o & & N Ko
Results summary S % @ § Ro @
The authors calculated an LDsy fc 'aclo@o N.%%ampoig?s (F o@r) to Be0.007 @ee a%% N

24h, < N
& g S 2 O @
Notifier’ O (O NTN N - 9
otifier’s comment < N\ & N &\ NS @ ?§
The paper reports 24 h @o Val@ tech@al thiaé%xprid % e stir%ss bee@perila&d&
derived under non-GLP ConditiGis whic‘h@ugges%hem to be Highly sé#sitive @wevet,@lelip o
are not present in Eué@pe so are not relevant forgis¥ asse nt. T se spa@g is t@wide ayghEasts

doubts on the re@!ity of the calculgipd LD%@s 1t covge3 orders of magnitude; co%@quent%&he

confidence in eported value is@w. Tpe@ata are not co@ered{) to@ reliabfevand do 18t
influence the risk assessment,@s\) &\ Ko © %\ & Q\
©

&

. @Q ) @ (P &
CA 8.3.1.2 Chronic toxicity tQ SO @@’ S (@@ @§
Two new studies on th ronic@g tox@ of th‘iaglopri@@an ad@lonal tudy on thiacloprid-
amide are presented below. These are t@leet ata @reme @)ut ar@fon‘ned to non-
standard protocolsasystandardized and intern ally onized idelig@ re not yet available.
Nevertheless, t udies are wel] corductedadld indicate that er thitacloprid nor thiacloprid-amide
is more toxic when administere@onic%lz over N0 day cfg pareﬁ@n acute exposure. Indeed, the
total amo%\&olerated by beesig the ¢ tests ceed do@tministered in the acute oral

StS.

toxicity tests. Toxicity is therefore nof@imulagy.

@ S
2 Q
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Report: - 20 0: Mi-397536-01-1 < .9 o 9
Title: Thiacloprid technical - Assessment of chronic effects to the @ey bee, Apis &% %\ N &
mellifera L., in a 10 days laboratory feeding test V ) @) A @ @
Report No.: $10-02923 Q @ § % ©&
DocumentNo.:  M-397536-01-1 & O N Q ©© N
Guidelines: no specific guideline available; not applicable @ S Q) < @
GLP/GEP: yes Q @@ o @ & . @
0 N
Objective: % o é@f O %@J 6\ = §
Aim of this study was to evaluate the toxicity of thiacloprid to hofdy bees @ ten @bchro iceedi @@' ¢§

%, S S
NG NV
5 SOd O L9
SN N @ S
@ N o @) %, @
Test material: Thiacloprid technical; Batch no.: AE F1@44 %iQJ, An@mo.: 1778, Kystomeg’ @
order no.: TOX 08591-00; Purity: 98.3% w/w. ° %, \@7 § N @
The chronic effects of the test item thiacloprid tech‘@al on the honeyhee, Apz@glh erg W were © @
assessed in a 10 days continuous feeding test 1n@e labothg @ @ N
Honey bees were exposed to 50% (w/v) sucr@@solunén%contal ng nomln@gy 100,800, 10 Q)OO ?%1
10000 pg a.s./L of the test item thiacloprid %&contl%:us and § bztur&feedlng 11 test itém feedb
solutions contained additionally 1% acet The ol gr@ was e@psed for thie same period @@’H’l N
under identical exposure conditions to° aguntrejéed 50% (\@) sucr fe@soluno@ko containing $ @to\’

1% acetone. Mortality, sublethal effects and 10ur@bserva@ns wel essed@pery d% @
throughout the 10 days exposure d. A Q& ~

v D N
Samples and retain samples of edm solutionSnd the QT & solu@ wer@én fo naly51s Q &
. Q) & @ ]@
) A VN

Findings: @) ©\ N N
After 10 days of contm expagure, mor@Jity at a@est it e@eat levels @s not §ﬁcat@/
increased compared to the contf@F group™The h1 st test tem treaAQ lev 10000 as
determined to be oth@@ OEC (No Ob rved Eft ct onc tion, er s Exact Tes onfer@ql-

Holms conec@@e -sided, p < 0. 0@ Furt ore 1 test item treat@nt lev%@no re@kable
sublethal effe behavioural al@rmalm ere observe ug}go e entirtest period. At the
two highest test item treatme \Els t }ean 1 consu@tlon bee w@&shghtlyq& moderately

reduced over the entire test Tgs red$ n fo &onsum@)ﬂ was@the 3800 ugas./L

Material and methods:

Qs

treatment level not statistic: sig; nt, hgW@ver, aj IOQO&;&g a.s,fs treat evel statistically
significant, when comp to thedp tlon@ the ¢ 01 gro@ t-Test%@jth Bonferroni-

Holms correction, oné@ded p €. 05) "@s observation ik ates a@pellen@fect of the test item to

the honey bees at thg 10000 pg a.s./L t el. @
The accumulate inal intake of@e test 1 hiacl@pyid te 1cal Vlaiﬂg;aclopnd -treated sucrose
solution was 0.69y0.14, 0.48, 1. }Qnd 3.71 g a. s /bee after i ays @ntmuous exposure.

\% %@@\@QQ

N © &©
G &S 9
§Y§©%©@
N
EFHES
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Table CA 8.3.1.2- 1: Mean consumption of feeding solution, mean intake of test item accumulated over all % @ @
test days and cumulative mortality at the final assessment on day 1% » K N

Test Ite%

&,
@
Treatment Level ! Control 100 300 ‘ 1000 | 3000 | @dﬂ

R
[ng@s/L] N &© R ©© @é}

Mean consumption of feeding solution % 3 ,@ &
57.4 59.6 58.9 7.1 493 43.9
[mg/bee]? @@7 @ Q © ©

Mean intake accumulated over test °
days [ug a.s./bee] ] 0-05 O'ql»f 0é§° 52@ 391

Cumulative 18.0 21.0 @) .0 w\” 0 § 9'0*@@}

mortality [%]

Corrected cumulative mortality [%] - 3.7 § 0.0, 2 4 -13. 4 -14.0 @ @ @j @&
1 The control group was fed with untreated 50% (w/v) sucrose solution mixed v@% acel%\}}l test 1&}}atment @ps were &ﬁlth @ % §
S N %o

thiacloprid-treated 50% (w/v) sucrose solution mixed with 1% acetone

2 The mean values per cage over the test period were used as basis for the cal @UOH of,thexmiean cor ﬁlmn oﬁ fee g solutl@er % @ @
treatment over the test period Q EE% ‘?\9 @ @

* Determined to be the NOEC (not significantly different compared to th@n ol) (F%r s Exact (Bonfex%(}l-lolms @cted, 01@ @ @
sided, p <0.05)) @’ \ %”\9 \ @ @ @

** Significantly reduced compared to the control group (t-test with crroni-Holms correction, one-sided, p < 0.05) @ @

Conclusion: @ R &@ (g g§ @® &

A moderate, but statistically significant redﬁﬁn %)Ei c ptloghas obs &i at thg@ghest 9 ©
treatment level of 10000 pg a.s./L, whlc%ndlcat@ epell&effect@ e test ttem at this dos&@ [N ©
The NOEC (No Observed Effect Co tation) for mort&ty wa ermm@ to be @000 ng%s./L at @ @\y\’
the end of the test period. Consequently base a de%ty of 1 e SO‘V@JcrosKolunon % @
(Heidcamp 1995') the endpoint t on vime: asis is equlva to a NQEC of @) K N
8130 pg a.s./kg diet. Based on mount o foosurr@ls equalps to a@ED (@ortahty) @ &
0.37 ug a.s./bee/day. o

\ % @

\
”\g
Report: %}? 24753721 -
Title: ssessment@t chroniceffects gf YRC 2 94 tech t%he hon e, AplS elhfer% ina

days contmuoyiﬁlaboratog\zg edin »@
Report No.: SN E 318 4573-1 Q) K Q
Document No.:@ M-475374- 01@ @ @% @ % . @
S

Guidelines: No specifi¢ guidelin mﬂab]%
GLP/GEP: yes & N O

Objective: © @ @
The obieci @ . (OO Uy

e objective of this was @Qy etem@the chgnic ef% S of thxest itega thiacloprid on the adult
honey bee, Apis mellifera L., in a 10 dags cont; S fee]@ test ge %)
The NOEC value Observed Effect Conc tion) @ ell ag the LCs determined at the end
of the test periags o @ é K

N
Q N ST
Materlal\tﬁd Methods: %X @ o\@ Q@ @
Test material: Thlacloprl"ﬁlgchmcal)@OX &@1023@0, Orl@ atch no.: PFHCA-2013-07-01;
Analysed purity: 98.9% Q
=’ < @

13 Heidcamp, WH (19@ Cell biglogy la ory mgnual. Glm@us Adolphus College, St Peter, Minnesota.

> S
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The chronic effects of the test item thiacloprid (tech.) on the adult honey bee, Apis mellifera L., were %% . (&) S
N

assessed in a 10 days continuous feeding test in the laboratory. Over a period of ]@ys adult hone A ° &

bees were exposed to 50% (w/w) aqueous sugar solution, containing nominally §9517, 29, 49 and_ @ <G @ @ @
84 mg a.s. of the test item thiacloprid (tech.) per kg diet by continuous and ad lzbztum feeding. st @ @ éﬁ é
item fortified feeding solutions contained additionally 1% acetone. The co group was expese for é\ﬂ Q Q N

the same period of time under identical exposure conditions to an untrea 0% (w/w) aque@s sug & (@) @
solution, also containing 1% acetone. Mortality and sub—lethal/behav@ effects were &essed e % @) & @

day throughout the 10 days exposure period. QX 6\
Samples of all feeding solutions were taken daily for chemical andlysis. @Q N w\y S °
Q o @% S
- n, O &
Findings: % @ @ Q
The results of the chemical analysis of the feeding solutlolﬁ&r‘eveal%ﬁ?at th@&c al co@ntratl&% Q 2o §
N

were well in line with the nominal concentrations. @ ‘z’;9 @ ®
In the test item treatment levels 10, 17 and 29 mg a.s.@let ng(lzetxtahty @s not @stlcall@&j < @

significantly higher after 10 days of continuous expgs wh@mpa o thexegntrol growp. In @ @ 9
test item treatment levels 49 and 84 mg a.s./kg dieémortalities aft%IO day«cé%f continyyus ex| e < N

accounted to 51% and 93.0%, respectively. 9 > ©©>
During the 10 days of continuous exposure, ethal e%cts were not or&y rar l@bse@n the
control and in the test item treatment levelsy|0"and 17 mg a.s, diet, hereas sub— ethal cts yve@ &
observed repeatedly in the test item treatment leV 9, 49 84 ’s./kg d& Food cohsu n o ©
in the test item treatment levels 10 a 'mg a.s./Kg dlet@jys signi ntly wer th a the caggrol @ X
group, no significant difference to the control S obs edint st it eatm evel 9 mg v §
a.s./kg diet. Food consumption in treatr@ lev and 84 ga. diet “%s consi bly 'S N

higher than in the control, whicjpisrelated to the ei@ted m@ahty ub 1 effects at these@o oS

highest test concentrations. A§food co mptlo 4 mg a.s./kg digiyvas bi 1cally& @
influenced by lethal/sub-lefltaPeffe ere i % need fora statistical anédysis of t@ata @ &
The No Observed Effect centr (NOE bas&don mo%ﬁy was Hete ed to be RS

29 mg a.s./kg diet (Fiss EX@@OH&H@] corre@d ondsided T, p 5). T,

calculated to be 50. 9@mg a.s./kgdiet (Prg]?\)i’t anal@s usu%hnear 1mum ikelihood regressm)

Ry X
Table CA 8.3. 1gi§memew of re@? § @ @Q § ©\

o DD °
Treatment level ! < ontrel R @st item, @hlaclo&ld tech..\

[mg a.s./kg diet = ppm] 0 fj;s& K N 29 49 84
Mean consumption over @ i Ry Q%Q)u o
test days [mg dlet/bee/da;% @ A 9 @7 29.5¢ 3@ . 78.1

Mean dose per bee ove @21 test || O @ By 2 © N © K
days [ng a.s./bee ] <& - é@ 0.78, \%éhO) >1.16 _ 2.96 6.57
Cumulative mortality after ten O G x *
test days 0] 7 § %f\% . @ 1@ s 93
N 2 ) 29 g h.s./ksdiet
NOED? RN 18 ug a.s./Blegday
2 L,Cso* S) [ou _$@» mg g,0%g diet
LDDso* oS ° QO ug p%‘bee/day

- Significantly lower than control (U-Test (BonferrmSnJHolm co(ﬁﬁted twosided, p < 0
o No statistical evaluation (as food &mptlon was biologi sngm@ inﬂue@ y lethal/sub-lethal effects)

* Statistically significantly higheg compared tq cegtrol (Fjj s Exact Tegf; Bonferromigorrected, one-sided greater, (p < 0.05)
1 The control group was fed wg treated (w/v) solution%ed with 1% acetone; all test item treatment groups were fed with
thiacloprid-treated 50% (w/ ar solutidnymixed wik

2 The daily consumption ger ge thr%m the 1e@

solution per treatment | ver the f eriod

3 Fishers Exact TCS% noni@@tcd one-: Sl@ grcatc@ 0.05), based on mortality
% SN
& (O Q 7,

Yo acetone
iod wam\di as bast the calculation of the mean consumption of feeding
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4 Probit analysis, using linear maximum likelihood regression a.s. active substance

Conclusions

It can be concluded that the continuous, ad libitum feeding of adult honey bees in the laboratory,
period of 10 consecutive days with the test item thiacloprid (tech.) at tream@ levels of up toqn é\g Q
including 29 mg a.s./kg diet, does not cause adverse effects regarding m ity. At the end (@w te%o & & (@) Iy
period, the NOEC (No Observed Effect Concentration) for lethal effe@@a s determinedto be @ Q
29 mg a.s./kg. The LCso was calculated to be 50.9 mg a.s./kg diet. The OEC (Lowest @served\ QX 6\
Effect Concentration) for lethal effects was determined to be 49 a.s./kg, @ R R N

v @) @& @ % &

W\% T Q A & ¢
Report: I s I 2012; 438963011 o &6 S S
Title: Thiacloprid-amide - Assessment ronigettects texthe honéybee, A\p\ig R @
mellifera L., in a 10 days contin lab&%tory fee@g limityeSt @y O
N S

L) \@@@ @@@y %)

Report No.: S11-01961

Document No:  M-438963-01-1 Q o O O @Q O °\%
Guidelines: No specific guideline avail@e &@ Gog @ @@ S @ Q

GLP/GEP: yes @ N @ & @)Q @ é

®, AN .
Objective: N @QJ @ @ s @ X @ 9
o O S
Aim of this study was to evaluate the foxicity %thlacloprl aml etab@& of th@opmd) Nloneyo\j @
bees in a ten day chronic feeding tggtg. @ & o\ é % N

IS GRS @

Material and methods: @ Q@ > &9 ©
& @
<

§ .9 Q @
Test material: Thiaclopi@e( @olite &Nlacloprl Syndayms: XR 289@@;’%@ @
0304% q%

KKO 2254, Batch no 1-01; Customefqrder ngg POX 08%@5 Oz Purity: 9Z3% w/wy

The chronic effects of tl@fest i thaclggﬂ@i amide on the Ii(f\\ﬂey bee@pzs meffifera L. @re assefad
in a 10 days contlnu@ feeding test in the laborat@/ & y\f
Honey bees Wer@posed to 50% (v@ﬁsucr@luﬁ(@maining nom1@y 10 p m%‘ of the
test item thiacl@prid-amide by conlz@lous an@ libitunrteeding. All tes@am fee&gg soluti@
contained additionally 1% acet@?The cohtrol grogp was e ed forthe sai perlod o) ﬁifne under

identical exposure conditions untrea d 50"/®/V) stigrose fee solu‘r@l Is contalmng 1%
aﬁ%ots a%behav@

acetone. Mortality, subleth: al ob; atlonm\yyere as ssed eve y throughout
the 10 days exposure per] &)
Samples and retain sa@ of a@dm tlons"%d the s&@sohﬁgﬂ wergken for analysis.
Q 9
Findings: % § @%&: o % @

&, % o
After 10 days o tinuous expdsyre, morta@y in the test it@at@group was not significantly

different cog%)ared to the controhgroup. Ihe cum@ive cogypdl morgality accounted to 3.67%, as
determinediat the final assessm t%ﬁt (d ). In"tql@ test 1te@reatr§ group at 10000 pg p.m./L, the

cumulative mortality at the f“glal asses ent 10) ounte 00% (corrected 0.34%).
With the exception of 0 fected l&ee at and apath bee at day 9, neither sublethal
effects nor behav10ur nor serv&ghrou out the entire testing period in the test
item treatment grou e te m tr ent l&fl of 1 ug p-m./L was determined to be the
N
¢ o
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NOEC (No Observed Effect Concentration, Fisher’s Exact Test; Bonferroni-Holms corrected, one-

sided, p < 0.05). g\ﬁ ’ \@
&

> &
The overall mean daily consumption of the aqueous sucrose feeding solution (i. erage value oy @?}9 Q\ @ @
10 days) in the test item treatment group was almost identical to the untreated control group (49 @ @ éﬁ é
mg/bee in the test item treatment compared to 51.4 mg/bee in the control g ). é\ﬂ Q Q N
The mean daily consumption of the aqueous sucrose feeding solution washot significantly d@rent Q) @
between the control group and the test item treatment group througho@ entire testm%rlod (d@@ Q & N
by-day comparison).

The accumulated nominal intake of the test item thiacloprid-amidéxyia thiacléprid- am‘r@ tre{é&:
aqueous sucrose feeding solution was 4.20 pg p.m./bee after 10 L@s of coffhuou osurgas

@’
Table CA 8.3.1.2- 3: Mean consumption of feeding solution, mean%take of @1 item a@lmulat&ver % @ @ @j @&
@)

test days and cumulative mortality at the fin#las essmm,t on (&/
&

Treatment level ! <2@ %ﬂtrol Q@ @ Test L&ﬁm < @
&© é@% N %IOOngm% N §y 9

Overall mean daily consumption of aqueous sucri’}si}S @ @Q < "\%
feeding solution [mg/bee] 2 & 9 % (Q\ @@49'5 & ) Q
Mean intake accumulated over test days [u&@l{/beek & 4_;9“&% @ é
Cumulative mortality [%] . NEN W . 2| g
Corrected cumulative mortality %] @) @ - @ o 0.34 @ °\ @
! The control group was fed with untreated 50% (ws aqﬁcous sucrose feedin; @ution mifRd With 1%gcetone; thc@mem trca"?&gﬂt %
R Q

group was fed with 50% (w/v) aqueous sucrose feeding solutiopontaining thiacloprid-ai and 1% one @m
b N > . @
The mean values per cage over the test periodgvere used as@s or the @ulatlon 0@ overall dzuly co ptlon%&hc aqueous R

iulc)re(iseinfleizg;ni)fel?}i:r;\l[glrige(?::i?;sgz - >if£:errel$j c%ared @Eomml;@ler‘s Ex@t; Bon%gg\m-Holms (@ected, é K\
S & . \@ § ©© @@ & @

Conclusion: <) & \ O\ N @ N

It can be concluded tha@ conus fee@ing of h@ey be @he It atory @r a peﬁ§of 1

consecutive days with the test if@ thiackoprid- a de at the treatme vel 0@000 pgym./Lcaused

no adverse effect re@dlng mortality, subletha& ects ehav As the eral@ean daffyptood

uptake (i.e. the @ge value over ays) e tes treatment gro@was a‘l‘@st 1di§al to the

untreated comékgroup and becau@on eve ingle day dur the 10 contintous re period

the mean food consumptlon 0 signiiisantly l(@r in e%st 1tél&treatm@5§group

compared to the control grou@ can pe concl that fiose was ﬁ@repelle@effecg the test item at

the treatment level of 1000@g p-

The NOEC (No Observ@Effect @ ent @1) wa@terml to be @)O ug@@m /L at the end of

the test period. Conse@ntly baed on a@nsﬁy of'%.23 kgt of tlé@ﬁ suctase solution (Heidcamp

sided, p <0.05)

1995'%) the endpoing point on a grav1m c ba equ t to 30 ug p.m./kg diet.

CA 8.3.1.3 §ffects on ho e de % ent and oth% ney@lfe stages

A new studyn the acute oralifhxlclty acl @ to h@ beei@ae is presented below. The study
indicates that thiacloprid i 1s not more {@Xic to l@al bees when co@ared to the toxicity observed in

[ @
S &R
Ve RV
14 Heidcamp, WH (1&@ Cell Biglogy lal ory n@&nﬁual. Glm@us Adolphus College, St Peter, Minnesota.
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o o , . SEES, &
studies with adult bees. Thiacloprid-amide was shown to be virtually non-toxic to adult bees; % . © &) %
consequently a study with larvae is not necessary for the metabolite. @ &% N @@ @

%\
\g & Ry §
Report: I . S S N 072 38 S Q& «
Title: Thiacloprid tech.: Effects of a single exposure to sp diet on honey l@ arva & Q) @

(Apis mellifera carnica) in an in vitro laboratory te§tjng design Q & N
, - 9, N 9 Y
Report No.: E 317 4569-5 > o\ \ w, @
Document No.: M-472283-01-1 @ % %, @ 6 N 2,
Guidelines: Study design according to the OECD Draé%f est eline oneyBee @% @
(Apis mellifera) Larval Toxicity Test, Single E ure (V@lon 1) @ v & % g o
February 2013) and the current draftsayrsion -W Appr d @ Q @j @
Larval Honey Bee Test, dated Aprll%l l\f\&ppllc& 6 % © s §
GLP/GEP: yes @ & AN IS
Q@ N I S
The rearing of honey bee larvae in their respective be&lives % not pal%f G@e pre}@’atlo @ @ @ &
saturated solutions of K>SOy and the preparation lutions f9r the disthfection of gra cell < N Y
well as for the wetting of dental rolls were not part 0f GLEZThe prde@dure e dlsn@tlon & @@) @Q A
grafting cells and the preparation of the test X Wgrégimt part ofthe G Q @
S @

Objective: o § & & @ &
. . @
The purpose of the biological part of thi€gtudy whto ass @he effegts of thiacloprid tech. on ﬁ@wy @ %,
bee larvae, Apis mellifera carnica, aftéra singl%exposure%eedi vent,@ing spil@?iiet or%%y e, @
in an in vitro laboratory testing deg%n. @ & 6 o\@ é % N
TS e § s

N
N
Test material: thiaclopri@mca @X n %POZSS 00; Orl@ﬂtch niy, FHC@B O@l
%

Material and methods: @ @

Specification no.: 10200 lysed punty ¢38§9% W/W@;

This oral toxicity test w: perqu@ d as %iose response test%th a 515@6 ex%;@re in akn vztro @
laboratory testmg dé&jen. Synchronised first ingt arvae:%Apzs zfera cuehnica @m thre?
different honeyg(gbcolonies each 1, sentt& repliglte; were tested. Aday +k(day 0 was the
anticipated da& larval hatchmg rst ms@ee larva (Ap n&ellz]‘er@armcaﬁwere trafisherred
from their bee hive into an artifity l in vg?‘&»testm stem. larva&vere d with s@ardlsed
amounts of artificial diet on day 1 +3 +5 +6. %day + artlf diets were treated
according to the respective @@t gro In th ite tment&gyou S, hlaclopr ch. was

incorporated into the artjfjcial dle@ the n@nal tegt qfoses .07, 02050.59, and
5.34 pg a.s./larva, co onding 0 the nal tésgconceﬂ&a ion of %54 and

orated into the
¢ a.s./kg diet. In the

162 mg a.s./kg diet. In the reference iteghjtreat grou meth% was
artificial diet at a inal dose of 8.8 uga.s./ @%ﬁond 266&
control groups, gdter and acetong v@ mCOIQated into the a@lal dfet,
The actual concentration of thi rid inthe stocRsplution tkas de@l@led according to Analytical
Method 0] 755/M001 for the éég;rmm f residies of, clop d its metabolite KKO 2254 by
HPLC coupted with electrospray and @S/MS tectlon (BCS R&ort No.: MR-012/099).

During their developmen@l% honey begge wer bate about +35°C. The relative humidity

inside the incubator waggn average™5 + ay +1 to +
The assessment end| was %grtahty

e honey bee e and mortality was recorded on day +5,
day +6, day +7 (a ording tetie stu@lan) @addmo y on day +8. Dead test animals were

discarded for sa rea;
% @
&S

¢ & <

&
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Findings: @ & %\ \\ Q @

o @ S @
Validity criteria: V @ Q 21 S
The validity criteria of the study were met; larval mortality in the control gro&s from day +4 to@% % @ @ Q)
+7 was < 15% and the larval mortality in the reference group was > 50% fr@@ day +4 until d Q Q ®© é&

Q & &
Tabl ) . L QS@ @@ RO & @}
e CA 8.3.1.3- 1: Control performance and associated validity criteria<{) AN o \ @
ARSI I O TS N
Validity criteria Validity thres%{d &) Obtaindd resylts” é& @ A
Larval mortality in the control group from day o ) & N 9 @ .
+4 until day +7 S15% o (77“@ 42 %@j é} @% % &
Larval mortality in the solvent control group < ﬁ o\U AN o % @ @
from day +4 until day +7 A %{0 & O\© éﬁ §
Larval mortality in the reference item group @<, @ R Q) X
from day +4 until day +7 (Abbott) @50 LS f\\%“ P @7\9 @ & O
Oy & o &
Analytical results: v S v NS @ @Q N W\?®
The amount of thiacloprid in the test item stock SQIUOH @ps analyipally ine@ the e@item Q @) '~
groups. The actual concentration of thiaclo in_ the, stock SElution-Was 1029 of t ommalb @©> &
concentration. S @ A @ &) ©
- N © & @ S a L9 2
N S

Table CA 8.3.1.3- 2: Overview of the meas@ed thiac@rld c@entrat@m the gt Q}ck sohi&g Ro @

iacloprid, @iﬂacl @ "Thiagloprid,
Sample ID };‘:t T@&ment § No il% @ ° & N
y [mg@s/mL] 'mL] & % o nomm@ &

L@ [mg§ / L
Test Item Stock (§ %
Solution “ & Té o 4w, 3.32 @ 102& NY
LOQ (Limit of Quantitation) for thia@rid = mg/kg (= <&gg/kg =1 ppb); \
LOD (Limit of Detection) for thia@nd is esti d to bc@tlcast 30% 0Q (‘@; @ § r\g
Biological results: @ Y @ @
The statistical pro&%ng of the data%obtalnﬁq%m ours@' the study, reve@d that @y’rtahty

n;
of exposed ho@ee larvae until d +8 (e f the did not dlffer w& stic 1gn1ﬁ

between the control and any test 1t fh tre groups up to@@ 1nc1 1 78 thlae@rld
a.s./larva, corresponding to a \ntrati@n of 5 thlacl@ld a. st:@g dletsher S ct Binomial

Test with Bonferroni Corre%&, ongded gr@@r o —@gﬁ ). @
@ N
@ ©©Q @Q . © ©\ >

Q X NS
N ¥o 8 LS
& o & @ E
SN AR
S ¥ & Q
@° G Q&
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Table CA 8.3.1.3- 3: Control, test item and reference item performance and associated statistical evaluation % § § %@
N .
. Honey bee larvae N @
Test object (Apis mellifera carnica\y~ @ @%}9 Q\ @ &@
Control | Control 9 @ v
water | acetone Test Item Referenc@%ﬂ % QQ Q K@
(untreated diet) (thiacloprid tr Q{i)diet) mi“@”‘“e © @© @
P % treated diet) ¢ @ & &
Test concentration (nominal) - @ﬂ @
[mg a.s./kg diet] - = 2 ¢ @ il @}266.1 @ 6\ %@ @
Feeding dose (nominal) 0.071 0 59 t% 534 @ §§7 v @ N v
[ug a.s./larva) - - : % : Y| &\9 § Cg? > % %
Total larval mortality until day . O e
+7 [%) 42 2.1 0.0 000 | 0.0pp%46 | 18] <354 & Q @7 @&
Abbott-corrected total mortality N, ) Q §
until day +7 [%] 0.0 0.0 1&1 —2;1 2.1 12(;7&n 17.0 &6 84& ég ®,
* Statistical comparison to the @ . & . @ 2 %—\J Y @ @
control at day +7 - A gn. S 1 o < @
NOED at day +7 [ug a.s./larva] --- =g g 1938, R - XY @ @ @
LOED at day +7 [ng a.s./larva] - ) 5.34 @ - @) <) v
LDs at day +7 [ng a.s./larva] 9 P34 7 O = §> Q >
Total larval mortality until day 63 Q@Z 1 e \6 0 OU 00 @97 35 & @ @ K
+8 [%] 3002 (L0 | 00 187354 X ¥ o . ©
Abbott-corrected total mortality ( 5) K
il doe i3 1041 0.0 o%\ 221 @ 149 (@*0 74 |o y\’@
* Statistical comparison to the o > Ko
control at day +8 = - <?S NS @ S'@Q L P §
NOED at day +8 [ug as./larva] [ [N - _ 7 Y S A N
LOED at day +8 [ug a.s./larva] - ﬂ@J -@ @ 534 R &
LD50 at day +8 [ng a.s.larval] & o | A 8 SSAB4 @y
* Fisher’s Exact Binomial Test with B iC Ton, onexgided @reateryiy = 0.05 O %)
L e e 0 oY & o
s.: mean value is statistically signiy diffeéﬁompmed to'the com@&l @,\ & @ § V\g
a.s.: active substance
o ©O N
@ 6@@ . & o\@ ¢§ Q %@
Conclusion:
. 2 2o S O @ W
Overall, it ca@ncluded that thgQyo Ob d Ef@ose (NOED) @trmln@@h this @wﬁm
honey bee larvasstudy was 1.78 ;@hiado a.s./larva an(@z@Logve bservew Effect Dose
(LOED) was 5.34 pg thiaclop@s/lar@\’rhe I&a was d@rmin@%% be >44.34 g thiacloprid
a.s./larva. A Q@ @) @
ey v . & O
Results of Literature l@iew Q N (@) N Q &
Two publications areﬁ@sented Gaich 1@@1%6 additional ififgrmatioffen the gects of thiacloprid to
bumblebees and bl%blebee colony de\%bpmet@ ’%V"Q @ @
o & @ n .
N S SLIPRCARYS QRS
¥ Q
@° S @ S
& %% @ Q
RS
é § ® ©@
& X
< Q@Q %Q @
B
& (O Q)N
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Report: I I I 02 vi-466061-01-2 () & v\g\ A Q
Title: 5 New plant protection chemicals: tests of toxicity to bumble beé%ﬁ the greenhouse, @ < Q\ @ @
Nuovi fitofarmaci, prove di tossicita sui bombi in serra. Q @ @ X é
Report No.: M-466061-01-2 & S) Y Q § N
Document No.: M-466061-01-2 @ S Q) & @
Guidelines: not applicable; not applicable Q @° @ &
GLP/GEP: no Qe @ Q ¢

Executive summary @CS% @@Q % & @@;&

The aim of this study was to assess the secondary effects of a number o ecticiges and @ides é @% & °
Material and methods as well as results are summarized forg\gla loprid treatmésg only. &assess% § @
toxicity of thiacloprid (Calypso 480 SC, test dose: 0.025%3three d'ﬁi&rent t@s of tegtSWere N éﬁ %, §
performed: Contact activity carried out on 5 workers i % @ Q)

% hm@mte 1 20mg ldua% en %

from 4 different hives, feeding ad libitum of larvae with p llemeated W@‘i thlac®1d in tK@y 1eld O @ @ &
dose, feeding ad libitum of workers with sugary liggid mixed“@ith confmercial %duct 3{1‘16 ﬁel@ @ @

dose. & 2 @

Both feeding tests were carried out on 10 workggs per hiyg, for a 63l of %@dlvid ,%cho! Tom
5 different hives. The tests followed the meﬁ‘@s alreaﬂy develeped in the past by‘% et (1995 15
and by Merckx (2002)'°. In the individual Eontact test, usin $ icro {Qette 5 of the @Qmmem@ &)
product solution (at the recommended désg) was Bced 0 h in ual worker to carry out @ %,
operation the individual bumblebees Were put %ﬁhe freez for 1 mm, ) as@?ender?ﬁém %, @

immobile at the time of administration of th mer@@l formu@tion.

For the direct toxicity tests, morte{ity was @res§ a pergentage o@mble&e}worke@vho & §\

survived compared with a con reated with w In b ral tox@y test@ae mortality was
calculated according to the rgdhrction i@yhe broed; for thiggrial b%)ds of oﬁ@worke@@wnhou&he @
queen were used (to facilit@g theirfandling);dp this @Qy the eg%g aid w&%not feﬁ@’sed apdigave @&S@
only to adult individuaks &the ex. o

The commercial produ were sifieskaccording to the ci%gorles E@posed@/ the sp@lal Wo@ng

group of the IOBC (@ternational Organisation f@%u@l Con@) Clas@ h@ss (<2

Class 2, slightly fawmful (25-50%), £1¥ss 3, erate rmful (51- 75"/@@nd C , harmfu!
%G Q)

G75%). A @ & N .
According to the results of tl@gﬁ co%?t test, gellen fe@g test With lar%i and s@feeding test

with adults, thiacloprid was less (< 25% ity),"h@rmless@ sligh®y) am‘% (25-50%
mortality), respectively. & @ @;\9 Ro @ @
Ny .LU O .o @

(Paecylomices fumosoros@ 1ZE) Brown
Facility of Agricultural S¢jences. %‘bersit

16 Merckx N. (2002) — effects.of

Bombus terrestris/N

aardhommel Bo:

ical C@) Protectlon Products on the Bumblebee
chemls@ gewasbescherrmingsmiddelen op de
-Centre for Adult Education.
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Material and methods

2

A. Material @ @ ‘2”\9\ N
1. Test material v (@) @
Test item: Calypso 480 SC @Q @ @
Active substance(s): Thiacloprid @

Adjuvant / Surfactant: -

Source of test item: -

Lot/Batch number: -
Purity: - R
Storage conditions: - ' ©
2. Test solutions @ @
Vehicle/solvent: Direct contact, pollen qr sugar so)%ﬂn
Source of vehicle/solvent: - % .
Concentration of vehicle/solvent: - R S \\ 6 %
3. Test organism(s) @ ° N @ & S
Species: Bombus terres@ Ro N

Cultivar: - @
Source of test species: - &

Age of test organisms at study initiation / Worker b@ and/or larvae 6

Crop growth stage at treatment: @ @ &
Holding conditions prior to test: @ R R @ @ &@ @Q

Acclimatisation: : @ A @

R o
QAN D)
B. Study design and methods & & @ @ v @ N y\’@
1. Test procedure N 2) &S @“ Y $ Q
. (a) act acqiyity test, eedi @ libitur@ larvag and (c) @

Test system (study type): %, feeding ad gg; b of wotkers % BN é N N
Duration of study: @ - @ § R Q &
Treatments: @ Thiaclo@nd c&@ol @ @
Test concentrations @ @ .025°\ R R @ @ & @
Number of replicates: A N @ N

: o A
ipefte (50 400 (b): polteti; (c):sugar
B PO s

Test units (type and siz

) N
Individuals per replicat:§© @& (a): 2&0, (b+§0 @r\ AN @
@ %): dire%contact ia micr

Application / device@ozzles:

%, solutign @
Water volume: "\, - @
Calibration of@er: @© - § o @Q § ©\
2. EnvironmentaPconditions ° 2 @ ° KN
Test medium: @\) %}: dire@ntac@t v@nicroépéxg«}e (5; (b): p(ﬂ&n; (c): sugar
soluti A
Temperature / relative humi(@@: % - @;\9 @
Photoperiod: Q - @ @) N @ @§
Lighting Q@ ©© < N @ o @

N
3. Observati - @© S Q\ o O
. Observations andqneasurements: @ é\\? & @
Analytical param measured: - @ @ o R
Biological para rs measured: @ Mé@lity, reduction in@d <
Measurement frequency: @ N N
Statistical em%l?yses: %y @ @ @ o
Results [

e o N
Validity criteria: S& % § %

No validity criteria

Lf
7
@/) X
% 0
©é/ ”
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According to the results of the direct contact test, pollen feeding test with larvae and sugar feeding test . Q ) %)
with adults, thiacloprid was harmless (< 25% mortality), harmless and slightly ha@ul (25-50% > N &
mortality), respectively. V @ @

AN >

< & 9 o

> o SR
> - < @
According to the results of the direct contact test, pollen feeding test wi %;vae and sugar fing t@° @ &

with adults, thiacloprid was harmless (< 25% mortality), harmless an htly harmful %550%0 @

N
\ @
mortality), respectively. S Q@ 6 Y <
S
(g

Results summary

S NN N

- Q @ N v
Notifier’s comment Ko @Q @ @ é & °
These data are intended to provide post registration grower %ﬁe on%he@'comﬁgible u&pf thiacldprid § @j @
when using bumble bees used for pollination within glasskquse cylﬁ%@tion.‘@f study, indicates$hat'no N éﬁ %, §
special precautions are necessary and that thiacloprid i Q(:?’ patihlSwith GQIT erciai?ﬁ\imblg\ﬁk@ R @ Q
pollination. However there are no endpoints suitable @ re gul&er purp@s inclﬁ@l in th@nicle.§ @ @ &
These data are considered as supporting and do not&gﬂuence@é risk a¥sessment: ®\ @ @Q @ %

2) S} O S} (OIEERAN

IS <

9
@ N v @ @© &
Report: - éMﬁ’@j—, ;\t@ ! % @)

Title: Risk assessment for gide-effectdQf neoni@wids thst bumblebees with and wﬁ’@u N ©
&) R KL X

impairing foragingehavior, >
Report No.: Lit. 2230 By % @ @ § §
Document No.: M-387052-012K @ 9 6 N & & S
Guidelines: not applica @7 @ @ § R @ &
GLP/GEP: no « S )

@
R QO o & 2@
Executive summar (9@ \ A \\ > @ @
BORS; SN Y
This publication reports\thie de@men&oﬂ@a new b@assay@f&assess@ imp subl¢thal @
concentration on foggging behaviour of the bumfgbee Bofbus te@s’ris (Liffraeus) ymena:

Apidae) through dral exposure unde ora onditi&gg. This study tested effe subQ
concentration@e model insectgpide imid@gloprid, plus differing co@ratio&of two &her

neonicotinoids: thiamethoxam é«s%thiacl‘érpgi for@mparis@/latem and chods pgﬁwesults are
summarized for thiacloprid o AN Q> N v Q

Four artificial nests with 5 per tmeﬁnaﬁe evaltated fog@t@ival, nest deve@ment and
reproduction in queen-ls MICro- @mes oug@ becdme domirast, dev@%ed her ovaries

and laid eggs within g ® 2k, th ayin @role%a queen fertiQ brood always resulted in
haploid male progeny).

N 11 experiment re performed newl@nerge(@orker bumblebees
obtained from a co&%puous mass rearing pro@&o v, Westerlg @gium) and were
conducted unde@ndardized lakgo@@ry co@hlons 0 —30"@0—65‘3{ and continuous
darkness. For chronic tests wit oraging be awiQJr, one dili 1ciaOl ﬁ@tic nest box (15 cm x 15 cm x
10 cm) was®prpvided (box A) €gr Work cocns@éted . WorRer bumblebees were exposed to
thiacloprim 120, 60, 12, 1.2, 0.12 pgpand l@pb via thedrinkig@y of treated sugar water. In control
nests, workers were expo@%o plain sugar-water. For@ronic <§§S with foraging behaviour,
experimental setup useditwo artifigial pla est boxes (both 1 cm x 15 cm x 10 cm), with a next
box (as above) conn to asgeond b, 0X B)%/ a tub@pf about 20 cm. Box B was placed under
light to attract bee od wasprovide@n t@nd bo&@ommercial sugar-water, and pollen from

Soc. Coop. Apihd@és, Pi anquea@%—Cér J Spain). Workers were allowed 2-days training to

§§9 @§@®§
@ & <

&
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forage for untreated food before exposure to thiacloprid at 12 ppm (1/10" MFRC =maximum field rate . § @§ S
concentration) again via the drinking of treated sugar water. In control nests, wor were exposed t{q\’ %\ N &
plain sugar-water. Each experiment was repeated twice. Worker survival and drifge production @ <G Q\ @ @
(reproduction) were observed daily for first 3 days post treatment, then weekly over 11 weeks. @ @ @ éﬁ é

st

Simultaneously, the overall behaviour of the worker bumblebees was follo@ during the enti
period. Behaviour of the worker bumblebees was followed during the entifg test period. Dat N
analysed by one-way analysis of variance (ANOVA). Means + SEM separated using a post—h@@ Q @) &
Tukey—Kramer test (p = 0.05) in SPSS. Results are presented on both effects of on mo(%y andy Qy 6\
reproductive capacity from thiacloprid, while these and other behdxjoural re@ts are p@entei&f Q °

other insecticides. o3 %

The LCso value for thiacloprid was 18 ppm (95% CI: 3.8-85 ppm). For@lethal ects oest Q @7 S
reproduction, ECso was 12 ppm (95% CI: 2.0-67 ppm). In thgg agifig study, Just 15% worke&% s § @
was observed with thiacloprid at 12 ppm, but there weng sg%\ﬁcant s@%&thal ts (P £9.05 ) ° @‘?\9 §

as the drone production was very low, with 5% of the , atitbers Q&

ones i { e cortrol nest Si
FEETFS F e
Material and methods (@) N
. & @ N H & ¥
N

A. Material & Q@
1. Test material

Test item: C:}’ypso% sc O N Q AN N <) 2

Active substance(s): @hlaclop@ 120 %& @ @

Adjuvant / Surfactant: MO § &S @“ Ko

Source of test item: @rop&: nce @ *o

Lot/Batch number: % @6 N @ qx o
o «

S

Purity: -

Storage conditions: @ In accor@? wm@anufactuﬁ guidg es @

2. Test solutions @ N . \Q &) N @
Vehicle/solvent: < \ & N A N @ <
Source of vehicle/solvent: Q @ G’% @r & § B
Concentration of vehicl vent: 6@@ @ %’ @b @ @

3. Test organism(s) v\a

Species: @ . Boml&(@rrevtr % ) (Hy@optera 1dae)@ @
Cultivar:

Source of test 0@5 © M%earmg @am ( elglu@\

Age of test organisms at study img%n / °&: er@.iﬁged wor N o

Crop growth stage at treatment@
Holding conditions prior to tes@

Q\
CELTF s
Acclimatisation: @ @ -
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B. Study design and methods % . @ @ @
1. Test procedure &@\9 A N &
Test system (study type): g)r:;l{;:gosure through food in artificial na@oragmg and non@ @3\9 Q\ Y\a@ &@
Duration of study: Over 11 weeks % @Q ?”\9@ N Q> Q
Treatments: fg;:lggrlnng 120, 60, 12, 1.2,0.12 ppr‘r‘@ 12 ppb; Non-forging: &© Q @@ é&
Test concentrations 120 ppm (0.025 Max. field reco; ded concentration) @ Q S @
Number of replicates: Non-Foraging: 2 x 4 (and con b Foraging: 2x 4 {agd con,tro@ \ @ @
Individuals per replicate: 5 o @ %\ @ 6 o A Y %,

Test units (type and size): Nest box(es) 15 x 15 x 15 @ & v @ A
Application / device / nozzles: - Q @ @4\9 @ 6@ @ & %
Water volume: - (EE)& @ Q Q & °
Calibration of sprayer: - %% \ % @ @
2. Environmental conditions 6 & . S) RN §
Test medium: Non-foraging: N §box (P \5 X 15@) Ford&ing: Tw WEest S @ o ®

boxes (15 x liécm &%@nected@g@ tubt@m length 2 cm 69 @ @

diameter @ N @ &
Temperature / relative humidity: All: 28~ 30@/ 60-65%RH " \ @ @Q @ %,
Photoperiod: @ @) Q < N
Lighting Non -foraging: % uousﬁness 0X A; @ 8 @ @

@g CQntl ous darkness for A w{@%x ]?@@hr @ K
hsg S Lo o O
I N 9 S @ N ©

Fertilization: Q @ @ @ N
3. Observations and measurements: KN R @
Analytical parameters measured: RS

Biological parameters measured: ﬁ y and@)roductl@ (dron@oductq%g@ @ % Q\Q

Measurement frequency: pos atme n weekly
@ One-wa; lysm&nance OVij@neans EM sepal@:d S
Statistical analyses: @ &usmgc ~hocyL uRey—Kramer test%@ 0. 05)% SS, & @

Con& d mortahty (Sc ne er-Orgh%s form@

N
Results ©© 6@@6 ©) ©) K@' %\’ @

\ ©) @
Validity criteria: €& %@ D § @ >
No validity crit@ere stated. g}ﬁ K @7 @ 'S N
AN @ O o L9 O
Biological findings: °\ A Ro © AN & N\
Exposure to 60, 12, 1.2 and @ppm ar%“lZ p @iaclo‘b@d resul@ﬁn a wi@Ker martality of 78, 41,
39, 17 and 0%, respectivelyZghe L

alue iacl was% ppm (95% CI: 85 ppm; R2 =
0.89); and 100% toxicit; nly se nests @)osed © 0 p hiacl for ecks. For

sublethal effects on negty eprodughion, or posupgto 12 60 p};\gl thiacloprid resulted in a total
loss of nest reprodugtion because of th 1 effe abo 1th 2 ppm, nest
reproduction was £fit) significantly (P < 0. 05) ced %6% par& 0 the control nests (27.5

+2.0) (Fig. 1). lower concentrations 0@2 0.12 ppm an ppb there was no negative

(P < 0.05) effect on reproductiofECso was 12 ppii95% CI2.0- 67 Pom: R2 = 0.97). In the foraging
study, jus\f‘%% of worker loss‘wsas ob w;th@iaclo ') Pat 1@1, but there were strong

significant sublethal effects (P < 0.05@ the @e production w@zery low, with 5% of the numbers
of drones in the control n@%(29.8 + 9.0 drafies). [ ssays@ily consumption of sugar water per

bumblebee worker v@gtemin%?s 27 6 ulw\g

%@©§9©
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Results summary Q @ %)
% o\ Q, @ '24\9

The LCs value for thiacloprid was 18 ppm (95% CI: 3.8-85 ppm). For subletha%@cts on nest 1, \\ @@ @
reproduction, ECso was 12 ppm (95% CI: 2.0-67 ppm). In the foraging study, jus§ 15% of workerdg @Q @ %, &
was observed with thiacloprid at 12 ppm, but there were strong significant sublethal effects (P <® %o @ @ @)
as the drone production was very low, with 5% of the numbers of drones igi#he control nests &8 + Q) Q ®© é%
9.0 drones). % ©° @ & &

o) \ N @ \ © @@
Notifier’s comment “ 6 b\% N
In this paper the authors describe a novel queen-less micro- colon@nethod@h‘ b es oug% ¢§ %
the title of the paper uses the term “risk assessment” the paperqs in fac port peri @% @7 & °
procedures and results. Bees were fed on a range of conceng&g ges mate!& pre te ad @
libitum in food and as such the dose per bee is unknown alﬁ cannoﬁx calm@d usi 1s meﬁwd N éﬁ %, §
Although effects are related to “maximum field concen on I %(MF is ca&lot be y @ Q

‘”\9

related to a relevant environmental exposure level an de exp@re leveQ%s ppm@dlet) W not § @ ©
confirmed analytically. Consequently the authors @rt som@xmty ata and Sj%‘Smb cham@ < @

effects on drone production. However none of thesffects Jevels ca relate@o toxi ical d&se Q <

and no endpoints suitable for risk assessment a@presem@ Over@’these@@ are a@ystdere @

supporting and do not influence the risk ass@lent '~ AN @
® & Kz

& AN 9
0o &5 E T LT
CA83.1.4  Sub-lethal effects > S\ o ©§ @ {L° Ro \§

There is no particular study desig@fest gu@%ne torassess “sub- let al@ffects” 1N10ney 1@5 S °
However, in each laboratory s@ as well as in a@ighe stud sSib-let! &ffect@f occum@ AN

; & .
are described and reported. @ Q N %, \\ 0\ &

S N

Results of Literature xe§ipw 6 G& §
SIS C ) K@j @

Two publications ar%ummarlzed The first test @strat he wel&ow 1mf@l’ and short tem}%\y

repellence (foragfﬂg reduction) obs aft licat f thiacloprid gontainigg ey odu e

second paper } igates short texmy ffect homln ehaviour of m@ ated&ges In b@ cases

these short term effects (when occur?@re notgiologic signiffegnt in terms of paffination or

for the colony as demonstrat§1 er GI§P and 1de’LQe seml@m and@etd conditions (see
/ 1. 66/% thlac@nd 0D 24 KC@.}LS/OL KCP

thiacloprid FS 400 KCP 10, 01 KCPAY @
10.3.1.5/02, KCP 10.3.1, 6/02 and @ 10. /03
Q% & G o @

o

%

=8

N N
N f @@ @\@ @Q &QD@
G @ © 9
& O § S @
%o Q
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> Q.9 2
Report: I N B ; : 2006; & O D QO
M-457185-01-3 @ O Q\ @ 9
Title: Evaluation of the repellency and acute toxicity of Neonicotinoids insecticides on @ @ @ X é
mellifera ligustica S Q ©© (i%
Report No.: M-457185-01-3 @ $ Q & @
Document No.: M-457185-01-3 <\ R o & A
Guidelines: not applicable; not applicable Q'S@' @ Q @ @

GLP/GEP: no

Q) @

Semi-field trials (in tunnels) were performed with neonicoti 1nse(§@%es g@agau st aphids % @
ol i ety and 0O

apple orchards, specifically Actara [thiamethoxam], Calypgo hlangrld] % acet%i id N X
Confidor [imidacloprid] to evaluate any side effects on f#igin b%izsawou\{r&T Aptw&e ifera Q T N éﬂ Q
linguistica L. (Hymenoptera: Apidae), Material and ds a& 1l as @u ts are@nm r@ for O @

thiacloprid only. N L) NS § @@ §y %@
X AN
S

AN
@SN D .

2R A
& F &

Executive summary

Repellence to foraglng bee populations was studeor e %produ%ested agunnel o x3 Q) &
meters (19.8 m? area), covered with an anti-aplgd net fo&g h test’f@amde andsown ©©>

with cruciferous Phacelia tanacetifolia Ben&ragfn@ceae) nd cultiv @ Smg@ spray g men%s@ é
applied until dripping point with thiacloprith¢Calypso, mixtu@ olumg 12 + 05 h ha [=2§ml/h ]a& @)

40.4% active ingredient) occurred whe acella&re in l@om (flo@ering), spe mﬁcally on @ N 9

20/07/2005. The tunnel was divided ifngix plotg of 3.3 myith ¢ parce

K reated prod%%e& and @ @

three as untreated controls, according to a ra 1sed%0ck de@n On »t.g" (frm@ 1 @
apiary) of about 7000 + 500 beesg&framesjpyvas plaged inside at the ewgnmee tg "Sach tum@ some% N
days before the spray. Bees weg@not allowed to l@ the \(? durmg@)phca r two ho S
after. Bee foraging behaviourdedin 1v1ty) a eativ% lity) were\\@orde Or to tgeatment @

(from T -3 days) and after gupto T, 4) plus @Qecks made on nubers &:mg and@vmg @hive
and brood level and hivg@pight th of hrood). 'l&genera@fetho ogy refaes to the @ v
EPPO/OEPP guideliness>Gui e on ethods for eva%tmg thépide-c s of Pi@y)t Prote@on
Products on Honey@s A further expenmentaf@)ntrol&gnel Qused wifk)3 plot(@sprayed ith
similar amounts §fater as in test t en @ ted plots: N
investigation mlacloprld sho it 1nt@red rapidly with foragin, 1v1ty%honeyb@s with
substantial decline in activity fit days I to +4 é{ﬁal end@ onlyafter fgurs (T J@ There

were no significant dlfference\%ﬁ numb&of be smn%reated @&ls uni ed pgs
o > D & O

Vo S o @

Q@ ©© ©@ \"\ \© o\ @
N S AN
& S 9% s
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Material and methods

< SH
A. Material & NN
1. Test material v @ @)

& &

Test item: Calypso

Active substance(s): Thiacloprid SN v
Adjuvant / Surfactant: - @ Q& R &© Q @© é%
Source of test item: - % @ & N
o R O
Lot/Batch number: - Q'? \ . @ @ @
Purity: 40.4% active ingredient R @’ AN @ 6\ . v @
Storage conditions: - (i% © @ B Ry @ N v
2. Test solutions Q @ ) S @ @
Vehicle/solvent: Water v @) @& 6 ©§ % & °
Source of vehicle/solvent: - % . @ @ Q @ @j @
Concentration of vehicle/solvent: - R S \\ 6 % Q %" §
3. Test organism(s) S @ & & N Q> 2y
Species: Apis mellifera [ lSllC@%\ 2 N %, R @ @
Cultivar: - Q& @ @ @7 § @
Source of test species: ﬂ N v N @ @ @ @
Age of test organisms at study initiation /  Foragers wering stage of%ﬂtlvate acelia ) cet{fo@ @Q Q) o\%
Crop growth stage at treatment: Benth (Boraginact4®) & @ Q
Holding conditions prior to test: Beggﬁ alloyve%%tzo leave g@ary du@§ treat&@ and f@ p to +2 @ é
hou
Acclimatisation: Several d%(< T 3)§ & Qy AN 0\@ &)
@ @ @ § N W92

B. Study design and methods § &S Q% $

1. Test procedure
Test system (study type): & F n, gb a our etc. ;)n seml croﬁi&covere@%nels 6’4& N
ts (19.8n” area)s Lo Q &
Duration of study: @ &8 days ( tmen&@e -3to TH4) @ @
Treatments: N) Q “Singlixgprdy untikdripping point N Q N @
Application rate: < \ Mlxﬁge 12 + 05 hl/ha I/h @ @
Number of replicates: Q @ f@i 3 m? p @3 trea@vplus &Erea tedy. Another §f 6 x for
: @ @ er contl (3 tre d with T plus treats
Individuals per replicate: @ %&pprox 000 + 5Q0 bees ( al es)
Test conditions: Protegtedtunne der aj proof co @
Plot size: \ Ea m? p@% 6x 3 x 2.2 metgrs (19.8 Tea)
Application / g& ¢ / nozzles: @ - § N @ *i@ ©\
Water volume: o °

S NS
Verification of dispersion: @ &-\ v Q %\ K %
Sampling technique: @ Visu %ﬁs > @ @ @
Sampling frequency: @ % DailgCand 6 h@(h) aftg&reatme& @
Transport/storage of sam@s: @Q - ®© < @ Q @@ﬁ

2. Observations and nf@urement: ©© S N N

Conditional (e.g. weather) parameters: Q @ @
to m lgon@oees x{aht health condition of
@ g & s

Biological param measured: @ ¢
Measurement fréguency: N nd 6 hours (h T tre
Statistical agil?yses: @ d@\ @K N

h Q

2 .. <& Q
) %
&3 o
X Q
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Results

=
Validity criteria: @ &%
No validity criteria were stated. v Q@
Biological findings: @ & é\g Q ®© é&
In the control (figure 1, Table 1) there was no statistical difference betw; he foraging of b 8 in ° S &
water treated and untreated areas, either pre- (p = 0.06) or post-treat p =0.36). Lackof morta@éy Q ) &) @
and repellency associated with control water treatment also did not affect the foraging @’dlst b%tuon @ 6\ N @
which was characterized by homogenous distribution over crop, @b befo d aft& atm 6§ S

@7@ X

Table CA 8.3.1.4- 1: Foraging activity on treated areas (TA) an@reate ({@eas (ki@{m ch test @ @ @j

Pre-treatment foraging S Post- trp%ﬁnent fg\gjing S "\@ éﬁ B, §
Test Foraging Foraging ;‘Qﬁ@ %lng &}%ragm& P o @ @
UTA TA (Bt TA &N TAQS sty (O @
Control 19.00 23.76 <0688 |7y 24.08 23%9 0.3683 N > N @ 9
Thiacloprid 15.09 18.33 55.3936@ 2.3/7) N }T) 9074@ ©© @Q o\‘”\g
The test tunnel with thiacloprid showed d liadWas observed i @ S S w
prid showed a s ecling Was observed in @agm S, alt@h not
immediately following treatment, instead begmm the follo day (T +1 day) heck 6 bo & O
showed foraging activity was still maintgined at sifar levelsto day ior to t{d treatment. Them ° ©
homogeneity of foraging between trea& TA) an untre lots a&T +6 hours,alreadsy, @ X
indicated a lack of repellency of the product, whjch w. mamta @tment h nog- RS §
significant differences in foragm@ treat ersusun eated arcas (p 74), bgth are ith Cix N
similarly radically lower foragi@ ost-treatment. @ &

S ?
In measurements of bees e ng%@the m&%ﬁers decslol\\n”ed a@&hlacl&pg trea@t and@ntlnu@
ex

to decline until the end o ent (T+4). q&
) K % @

S @

p
AN © @
& >
Investigations her&used one spray 1acl on tl@ the six plots a rand@uzed design
during crop b%}@) assess repell@ce of f@mg hongybeeg; the mort@ty and*health gor@tlon of
broods. The investigation with f clopr@owed&gmterf rapllelth f%gmg a %?ty in
honeybees, with substantial ne in ac days™] to +4 1 endiPput only after 6 hours (T
+ 6h). There were no signifieant di@nces 1@ mbe@bees wisiting tr@ted ver@ntreated plots.

Notifier’s comment Q@ @© @Q \\@ \© °\© @@

This is a non-GLP study where fresh a@caﬁ f the@taﬂcf?conce@were shown to reduce
foraging rates i@ d tunnels. Al@jugh E§ 1992@pnidancityas meritioned by the authors there
were several d€wgdtions such as tfr&tunnel siz&wag too small §rl 2) being at least half of the
minimum si ize recommended ve aff%’ng for@gjhg ratba%and applications were made to
the point ngrlpplng and not 5()&5 recognized aﬂdgecorde@)phc@ volume rate which may have
caused a significant overd Qg of the test sy&t@ﬁl. Howgver, thg dy does support the finding from
studies performed to th . prop tg guide andQ@ for r@ atory purposes in that exposure to
thiacloprid may temp ly r % fora rates Trvhoney hees compared to untreated controls. These
data are considered &p& and ot i§eﬂce tl&k assessment.

<

Results summary
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Report: ';-;_;-;_%-Q@
; 2014; M-485110-01-1

Title: Neonicotinoids Interfere with Specific Components of Nav@on in Honeybees&© 60\9 Q @ Q&
Report No.: M-485110-01-1 % Q o & (@) @
Document No.: M-485110-01-1 Qy 9 Q & AN
Guidelines: not applicable; not applicable QQ? \ R @ \ @ @
GLP/GEP: no PRI R R @
A
& @ A& S
¥y U & :

Executive summary R (@)

v S @% >
Results are presented for the substance of concern only. Th%%)rid;’(ggonists%{ the n%c % § @
acetylcholine receptor in the central brain of insects), wasgpplied aba non-lgfhal dosg i §

. X
order foest o
QQ{ erin%ﬁl design was %ied in @@E v § & Q

its effects on honeybee navigation. A catch-and-releasg
and réfgased 1@ S

feeder trained bees were caught when arriving at the fgder, tréaged witl@aclo ¥
hours later at a remote site. The flight paths of indjxidual bee@ere tracked with Harmorys radar, @e Q)
initial flight phase controlled by the recently acquired nav@tion mégory (v@or me ) wa@s Q Q) °
compromised than the second phase that leads €8¢ anim#iback to @ hive@ming f@glit). Tl rate of @
successful return was significantly lower in Heated beqe%} the I@ability of'4 correSsturn at@s ient@
landscape structure was reduced, and less g%éctedﬁ&ghts dusfpg homifig ﬂightg@éere perﬁmned."S@ce N 9
the homing phase in catch-and-release e@erimen@iocu @s the -S% ty of a foraging honeybe @ %,
activate a remote memory acquired dif¥ing its %glorator;%ient flig he autl@?conclu ed %

that the tests non-lethal doses of th:iggloprid & eitl@blocks@e retri@ of @xp@ratoviga&iin R @
memory or alters this form of na¥§gation n@lory@ @ § §9\ O o &\

@

Material and methods é °\® ‘Z§ N o Q 9 @é& S

. (CREENNEAN
A. Material @ @ Qﬁx @r
1. Tegt material @ g@@ «;@ @ K R %ﬁ
Test item: @ Not specified (f@ @\

X
Active substance(s): Thiagloprid ¥, % @ @
Chemical state escription: N speci @7 N & ©\

Source of test: : yer Cri ience @% @ o N
Batch number: "o Not spédified R, S

Purity: @Not s%%ciﬁed @ o\© v & %
Storage conditions: @ @

Ndspecifie

Water solubility: 9 @pecif @;\9 o % @ @©
2. Test organism(s) @ Q < N &
Species: @ @ Apis Hera carmica N N
Common name: Ca honegee ,%V—,Q @@ @

Source of test speciedy Not réported

Location:

3. Test area: @ @ o
@7 o O@ en ﬁel Wiglberge, {ﬁnb@emarw ]
o

Field historike @ N
Pesticide&ed on fields: Ncﬁ@aemﬁe@ Q §
@ S
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B. Study design and methods

9 o X
Test system: Field test: Catch-and-release experimental design. @lmg of test item &% %\ N @
(dissolved in acetone: 0.005% - 0.001%). < @ @ @
Treatments: Test item was diluted 1 to 9 with 2 M sugar water: thiacloprid (0.1 @ @ @ éﬁ é
This leads to a dose of 1.25ng/bee (equivale 12.5 ppm) of X Q @ K
thiacloprid. % & S < @
Control(s): Control bees were treated with sucrose "8' jon, containing 0. 0 %o @° Q & &
acetone. Q'? © &) @
Number of test organism: The total number of bees tested was 98 2011 and 110 1@ 12, °ny 6\ Lo @
Pre-test: Training procedure: 15- 20 co]ouﬂﬁgarked rom a colon % @ N v
30000 bees) were trained on a fe@lg site t@ was lgged 25 rom @ @
the hive. @ S °

Application technique: Application by feeding. % @' @ @ @j @&

Method of tracking: A system with a sending uffi¢consi tu@of 9. z rada@nscelve% @ %
(Raytheon Marine Gmb iel, NSCR525/72N) comhi

ned wit] ©
parabolic antenna proyidifig ap %44 dB@\g Vlded&%g,nal he ‘f\?\ @ N
transponder on the b@ oraque @e transﬁ@er con%d ofa @ @
dipole antenna wi&r oW B(@l T Sclf%ky Diod&HISCH f @ @ @
centred inductivTQt he second harmonic component of gnal @ @
GHz) was the targdt for t@radar T@@receiv nit co@ted of,
iSe pre-amfifier d1r@

18.8 GHz pa@ohc antégna, with*©fow-n

coupled t&@uxer( 8.8 GHz ggcillator), afid a dowhgtream aggphier
with a 90MHz Zgiﬂﬂter @Hz -Signal was used foQ1gna] o @ @
N

recog ition. Thy nd y- 1s sca]@ meters@nd the 0/0 coordy o @
marks#He radar@smon% @
Measurements: RelSase timeQstart time offlying, S¥ival ti %t the‘@nd the ﬂlght R

race reco. ith t@harmon@adar these sures’ R @
@lowm rametis were derived for bee; d%;bartmg/ epart \

ee (if a bee dldﬁ@dep%@s obs Slttl@the grass for lon
than% mmute@ was newer seen on the r: en it i
partm@%1mmedf§e/delay%%depart j

@ %ﬂanure byup to minutes was tl een on {] i
@@ ssifi @s a del, dep arrl\&@ non- a@mg be bee

was ed by radar but ppeare@om th@ ar and@ps not sé@
@ arrlvmg, on the e day then it w 1a551ﬁe@? non- amvmg,) R
trace Solisisted in flight tif@, flight @gth

° Tlge\\geadmgs@om the
Q\ flight spe %@lrecte of the initial ve@7 flight pone d of
& @e homl mponent. The gransition f@l the védter flight
homl@lght wa@haract@ by aMgulaEﬁt%:m >60° ing to

definéthe end @the Vee& %%dhe be@

@
@ fl
rdmg each lif@%gwereoacvq\mred sqparately, 1sting of x/y
rdin or dist{@gt time Shits of ﬂ@ dar si S to reconstruct the
ht of the Bgrrespof%ng bee.cAll ighgnsisted of more than
oints bee. T me of @arture arrival (if the bee

ing of the ioming

rded@
Statistics: % w1th Mgﬁab v.R2011b (The
nc., USA) Bam robability Test for
@compa on of ing rrivigg bees was used. Data for flight
R Ry time, ength Weére tes%%r n dlstribution with the Lilliefors
N tesi each yayxable gron tlea e treatment group with non-

The pre, a s al Wallis multi comparison between
ith a fe cor@lon to find differences in the groups
ing group to group Comparison by a Wilcoxon Ranksum

S nd a
@ \ test used.
éﬁ Th@rcular Statistics f&@)mparison of the angles for the different

¥ done with Oriana v4 (Kovach Computing Services,

@ N parametriced:
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Wales, U.K.). Angular deviation was calculated with the Watson - % @ @
Williams F-test, distribution for angular data betwegn,groups was tested "\ N

with the Mardia-Watson-Wheeler test. @ N R \\
Regression line slopes, LCsy values, x* values, and95% fiducial lim@@ <& @
were calculated using the probit procedure in SAS 9.1'7. Hazard @ @
quotients were calculated by dividing the méacturer recomm d@

application rate by its LCso (quotient of < gests the compo: is .
non-hazardous). All tests were performeg g significance level O @ Q
=0.05. e @,\ .

o N
Results % @ @ N
&7 s 8

Global analysis % @Z}%ﬂ \@ Q % S Q @ @&
R S Q
Table CA 8.3.1.4- 2: Overview of the total number of bees @ed thg\mber @ee tha&%me(@%ﬂ,e "\ @W\g §

v
hive, the “non-starting bees” and bees th, laye&%h r sta% «(\\ % % @ @y@ O

Treatment Total number of bees NIt star@ A((r\red at Qﬁlive Nt arn\y@} @
Control 57 I 1 30 < N L
Thiacloprid (0.1 tM) 27 & 2 (VIR ﬁly Q (@) N
O

@ .~ P S @ S

Vector Flight < S AN @ @)
The thiacloprid treatment led to mgmﬁcant%longé&/ector $ ts cored todges from the confral © 2
group (p<0.05, Rank-sum test).
The direction of the learned route fromthe feeder to the h@e is and @dlrec e from?%fe Re
release site to the hive would be 343°. The a@v ¢ difegtions o@le vec ghts the &ml b% o
is 319° and for bees treated with @clopm@fu 1 7"@ thlac@md tr grou&g 1d not d K\
significantly from all other gr p<0.95, Wats illiags F-test).
The thiacloprid treated groug3Howed @proad istributiothindicating freque directi 1 chapges. S
These findings indicate t e be ther neo{ﬁwotm%l tream}%‘ contr(&e their v&ctor A 7,
performance less well elied@e on @ sun cofipass rgg d dlrgawn of t@r fora ﬂigl@

v e SN
Homing flight
The homing ph; arted at the end@he V%@ar ﬂlg@charactenzed turn@60° &;ng the
vector flight a&@nded when the l@ elth,er%ved at the hlv@ﬁwas n@ecordgﬁtﬂwnh adar
anymore. @\; & éﬁ . @) % Cix

N ~ @ Q

Table CA 8.3.1.4- 3: Flight dicdetion @the e§ f the @m mg& @ S

2
Y

Y N>
Treatment @ no@ @S(t% Qearch East o Nt Perceﬁfage of L-type flights

circle &) f north flying bees
Control (n=48 31 Y4 P 3 @@;"’ @ 74%
Thiacloprid (0.1 H@HLM) 5 @ S N @ B3 Ko 60%
AN

The sharp t]éi?s (60°) were cate%@ized adin; norﬂ@l (cob ﬁsouth) direction, or any other
direction é&g returning to the téease ﬁor co%numg t ector“@hts with only a minor
correction). Three thlacloprld bees (colimn ot@ dlre(@yon) ten&@ted their flight at the end of the

vector. @ \% § Q

17 SAS Institute. 200 ROC use@lanual @smn 9. 1@!1 ed. SAS Institute, Cary.
g;l SNy
S &V
€ o

&
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The median homing duration of the bees treated with 0.1 mM thiacloprid was significantly longer than % . § ) %

the control group (p < 0.05, Rank-sum test). The flight speed of thiacloprid bees l@wer than in the & %\ N @

control (p < 0.05, Rank-sum test). @ < Q\ @

Significant differences were found between the control group and thiacloprid 0.1 mM treated gr@ @ @ éﬁ é

(p < 0.05, Mardia-Watson-Wheeler test). The thiacloprid treated group sho@ a broader spre@ f é\ﬂ Q Q N

directions than the control. Q @o & & (@) @
& N L9 R 9 o

Results summary 3 ©

N

@
D @ 6\ RN
A > X S
pplication of the thiacloprid at a single tested sublethal dose mt@hed w@awga& of h%eybees@ @
although it did not affect flight performance per se or the bees' motivation jo retun@ the hi{® The @ @
active and recently acquired navigation memory which Would&gve bro@t the o als back to t @j
hive (vector memory) is less compromised and appears evgnynore @otyp han inGpntro .
because control bees tend to correct the displacement alr during the ved®r ﬂlg,htﬁ h1aclo& w\?\
treatment slowed the flight speed of bees. The second &se ( o%ﬁmg) is alre@kreatz%@es < @
reducing the probability of arriving at the hive, perﬁ% n%rrecb& at a sgljent le& ape @ @ @ 9
structure, and following a straight flight towards ive. Since the homing phase in ca@-and—@ @) N
experiments documents the ability of the animal to activat@ remg@wmo o cqu1nng¢@ @@) ©@
exploratory orientation flights of a young b po Eﬁ during oraginlghts re trg to @ K
the feeder, it was concluded that at the sublgthal dose%thiac id tested either block th&r rleVOaI %) )
a remote memory or alter this form of n%igation ory. @ @ @ @ ° ©

N
N &@“%%@@y\’

o,

Notifier’s comment @
5 STCI O &
The paper reports on a mechamsu@e fect ¢ beltayiour ogéorager @s whl@vere mt@lcate%& &\

with a single sublethal dose of clopr d(1.25 @ v\-q\\ sa ne@toxm@palmﬂ@ of some
C al) w@ld

behaviour in insects by thla id is nex andygcovery (as the, d&is su
occur during the normal defgxific proces&wn the 1nsec\%e ap I% dose
on the level which coutd &2 toler; by a pee rathe n o Gistic e:%lronm <==s e
Although homing behaviour w. paired the duratlon of im 1rmen as no@vestlga@l and tH&
effects on 1nd1v1dua@ees cannot be translated j co@vel e@s The@tifier has presq@d
semi-field and fi @smdles with thigelgprid @%ogn guidelines andge,GLP a@ is noted that
thiacloprid ma& porarily redu oragln@tlvny thiaglogrid is ¢@short e‘ﬁy;ironrpet@l
persistence when sprayed o ts th ‘nay reddgg the e ure |éVel for @g}s unde@ld
conditions as no adverse effe@I colony survizal or he‘a&l are opprved affdy exp%re under
guideline experimental con@lons

Overall this paper dodisé@t give a@fom@n or @@)mt itable § regu, risk assessment.

These data are consi as supprting @do ndt\glﬂuen& rlsk%ssess%t. he work was not
conduced to GLP.

=

g
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l;ﬁ:;cl;:)el)l;tié\{CA: Section 8 Ecotoxicological studies Q&@ & o @@
N
CA 8.3.2 Effects on non-target arthropods other than bees % . § § %)
A number of studies on non-target arthropods were evaluated in the monograph 1@ of these studi ‘2”\9\ ~ @
used the previous representativeg formulatli)on, for summaries of the Studiesgplfl:)as efe}rl to the éﬁb @@ Q\ y\g@ &
monograph. @ &© é\g QQ ©© K®
I . o Mi-001034-01-1 R & @ @& © &@
N @ © @
@ = é@f D & 6\ = @
M-001034-01-1 é @ % N @% @Q
R O @ @ S % &
&%\@\@bQ%@@@@j@
S e ST & s S
B e s o0 S & & O
Sy § & o
s T > & &SN
M-001036-01-1 Q @ @ 6 @ @ @ & >
et @i TS D & T
v & 0 &
N O N @ S 2
o O %Q 3 & § &
I  1998; M-60161081 {° S R
%q@ Q o (1 Qs g S
P g 8 % e <
M-00161G0I-1 <& & ©© @ @
N Q S v N N 9 @é& Q
F B s o8
wj«m%&mbgmn@\ v @ é,(;\f
N NS
IS g \§ & 4G \§ <~ O
M-0016130)> NEES Q
5@1 S @i > & 3
S §9 v S & O
@ QO ¢ \@ \@ \@ @@’
%Mg;%‘%s@ 2258 %@
M-002258 381 AN N @} .
‘”\’ e Ve 2240 QY
AN (0 @\ ) Q
@° SIS
A &SR
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ocumen : Section cotoxicological studies @
1'l?hiacloprtitli\/[CA Section 8 Eeot togtealstud g§ & . ©®
Q N
© <
Kca 8.3.2/12 N ; 2002; M-052972-01-1 < g\% ~ \@ é\ﬂ
@ N @ @
M-052972-01-1 < ) o S
K o S
M-052972-01-1 & Q % Q> O
%@ @ &© A & @
Q} . @@ R \& 2 @@}
kca 83213 | . 195 %004035@ a1 %Q &&\ %@’ @6 \% 2y
CEE Y Y s A -
3 @ @ K s 9O & ¢
M-004035-01-1 o S N % Q
@§ O &6 & S é\g ¥, §
Q A O N & @ & O
& LA > & S
CA 8.3.2.1 Effects on Aphidius rhopalosi @1 9 @@ ©© @@ §© ©©> @@)gﬂ K\
— S AT N A O
- ; 109 ,M-o%mo—m-)@g SN &
g ST @ oS & \5@
S IESs & v 5
M-001040-01k_ @ e O ) .9 & )
S TS e §8 .0 ¢
RN & G TRN S @ X
. B 1995@001@@1-1 > § 2y
R e T Sl s L
S R >
@M-OOlO%-Ol-l% @f @ IS Q@ \@7
A i ) € o & w7 O
@ NS \© @J& S
eport: ﬂ @77
szitllE):: ' To@ty to th arasﬁo@waslsg\l\;gﬁlus 1rﬁ(?@l\lomphl @?ﬂenop@ Braconidae) using

@mator}@é)st thiacf@prid O& gL N\, N @
Report No.: CW13/005 S Q 9 @
Document No.: -451718-01-1 @

Guidelines: MEAD-BRIGGEPT AL. %) CAQOLFI L. (2 ?%3

Mﬁ@mﬁ_f\@®é
B v N

ObjectiveX, Q @

The objective of this labof@soty study was t vest he t ty of Thiacloprid OD 240 g/L on the
parasitoid wasp Aphidj, hopal{%v‘f?hz w expog&g na treat glass surface.

Material and met@ CH @
& ¢ @©
{“’ O @ N

@ @
& N

&

Q@
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Document MCA: Section 8 Ecotoxicological studies @b &@Q @
Thiacloprid @ o\@
Test item: Thiacloprid OD 240B G; Batch ID: ECE7100937; Material no.: 79674910; Specification % . § ) %
no.: 102000021774-01; Sample description: TOX09597-00; Density: 1.044 g/mL@mlysed content'&% A N Q
2422 g as/L (23.29 D

2 gas./L (23.2% wiw). v @ @) © @ o
The test item was applied on glass plates at rates of 0.4, 0.8, 1.8, 3.8 and 8.0 g a.s./ha and the ef@% y\g@ @ éﬁ @)
on the parasitoid wasp Aphidius rhopalosiphi were compared to those of a @jonised water tﬁ&d Q) Q @© é
control. A toxic reference (active substance: Dimethoate) applied at 0.0: .s./ha was included to ° S & &
indicate the relative susceptibility of the test organisms and the test s - Mortality of%Q adult @ Q ) © @

wasps, not older than 48 h at study start (4 replicates with 15 wasps per test group), w sess%}, 24 @y 6\ Y @
and 48 h after exposure. The climatic test conditions during the s were&S -20.57C ter@erature@% ¢§ S

and 68 - 80% relative humidity. The light / dark cycle was 16:8 h With asight int%é@}y rang@f 530 é % g S
849 Lux. S, W N Q> @7 @
o N SN o
Findings: @ K\ ‘i”\g@ o\& Q % N IS Q
Validity criteria: ((§Q N & @j}?’ O @ @ &
Validity criteria &__Reconfifyended v Obfained 7 @ @ %,
Mortality in water control S) <13% , P Do Q) @@ Q) N
Corrected mortality reference substance 2 50%@%? @\“JJ 7% & > Q
7 &)
In the control group the mortality was 0% a toxig réference r%)sulted@ﬂz 50“@ Brrect @ é
mortality. Therefore the results of this studggan be considere Vali& @ 'S . < &
D
@ N LD
Biological findings: o © @Q S Q& D
Mortality in each of the treatments S1,§§.ummal<‘§@ %belo‘@ Q) 6@ © &S “ ™ @
N . LN Q AN
Table CA 8.3.2.1- 1: Effects of Thi d 0@40]3 Aph h h
able ects 0 ¢ ri pni@vr opai iR, @ &
Test item: & & (®) Thiacloprid OD 2 9 . @
Test organism: @ QO N l\Aphidﬁngrhopa:]&sn i D o
Exposure on: (©) %@ss plates 4
@ ©§ & M r@%y afte&% h [¥ %
Treatment @.s./h%\, Qcorr. Corr.@g) & P-Que*) @

Control P 0.0 & N o

Testitem o 2 04 80%y Q) 808 001 sigh”

Test item SO 0.8 © ) Q 900 K \<0.00®n.

Test item 1.8 D, 1eDo &00.9 v <0.601 Sign.

Test item 38 A o Y00.0 X Q) 1009 <0807 sign.

Test item 8.0 100.05% ° 106:07 q <0.001 sign.

Reference item 0. 9 Ko y&lﬁ? <&
8 o W g D F S

LR50: <0.4 g a.s./ha .
* Fisher's Exact test (one-sided),alues a@@%ed ac@g to on@oni»Hol@n. si nii@lt @
Q Q NN
Conclusion: % ©\ é\\?Q @@ @é
The LRso was e@ted to be < 0.4@.5./h@ ﬁgur@obtah@ fulﬁl@%ﬁvalidity criteria of the

laboratory meth:

for exposure piglass plates, Y
N ~ S R S
CA83.2.2  Effects 0@"§7phlotgomus i Q@j Q&
@ O ~ @
Yy O & 9
¢ & ¢
AN % S
S &Y
€& &
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I;hiacloprtitliw (A Section § ot togtealstud @Q & o\©®

I (005 M001041-01-1 &% . § § %@@

A N
& & &S & @
M-001041-01-1 g @Q y\g@ O é\” @)
%@ @ &© A & @
@ & <« S % @
99) N . \
23 Q@' %\ AR, °\% 2’\,@

Report: [ F  PUER M—45164Sé§ 1 @R S @%’ @Q
Title: Toxicity to the predatory mite Typhlodromuspyri (Aca@Ehytos iaee) usig @ @% % & °

laboratory test thiacloprid OD 240 g/L o @ @j @
Report No.: CW13/004 O \\ 5 O O « §
Document No.: M-451645-01-1 @ o @ & & N @ %,
Guidelines: BLUMEL ET AL. (2000), CANDOET Agg%zom)w\g ° N C} @ Q> Q
GLP/GEP: yes o %% Q\@ § \@v @@ S @ ©
Objective: Q @ N @) @@ @Q °\%
The objective of this laborat tud t i %h@ i '&fﬂ@c@ '&@%40 "7 th @ @©> &

e objective of this laboratory study was tq j¥estigate the toxicity o opri ¢ to the
@~ ¢ O

predatory mite Typhlodromus pyri when eXRO ed to a treated@s surface.

@ @ S D o@ &

Material and methods: . © S @© o § @ %o

S N R
Test item: Thiacloprid OD 240B G; Batch I E7190937; M@rial n 6749@, Specification @
no.: 102000021774-01; Sample @ripﬁo X09897-00; Density: @ g/@Analys@ conteits, N
2422 g as./L (23.2% wiw). Q@ R @ S

§ O
The test item was applied or®glass ;@es at rétes of 0.339.4, 0.%5.9, 4.0@3.&3@@ the @ets 01@@

the predatory mite Typhl mus B3y were C(%lpare@\to those Ofa deiorfiged water catedCoi trol. A,
toxic reference (active tance(Dimethd@ly) appli€d at 5.%@.&'&%@5 inclu@i toi .%

relative susceptibility of the tes@fganis&& and the test system. N @ O %,
Mortality of 100 preddtory mites, prq%)?nymph&agt study, 6 re@kates of% indigjuals pefest

group), was as sad 1,4and 7 da ter e ure b nting the num#¢r of livihg'and mites.
o

The number caped mites was €dlculate the differencfdm the tetal number expQsed.

The climatic test conditions d B the %}r wer@§3.0 - 2 C teg@%taturé@ld 60 - 3&% relative
humidity. The light / dark cyely was &8 h w@ ight&%nsity rége of 892 135g-Lux.

v L L
Findings: @ ©©Q @Q o\@ © o Q) K
o9 O O S o O
Validity criteria: @ B Q o)
%@ity criteria 3 /(lﬁ\?ommpnd{{d Obtained
MortEsc.-r. the control grpuﬁ@n day @ < ° 9.0%
Average corromortality in the gefdrence item >50% O 94.5%

In the contrélgroup the mortality was ) a?d@ toxerer@esulted in > 50% corrected
mortality. Therefore the results of thisafidy c@se considsed as@ytid.

s @ N
S NSRS
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Biological findings: % . Q ) %
The mortality/escaping rate in the control groups up to day 7 after treatment was 0. The mean &% %\ S &
corrected mortality of the mites exposed to the test item and the toxic reference <@’wen below: @ <G Q\ @ %@
Table CA 8.3.2.2- 1: Effects of Thiacloprid OD 240B G on Typhlodromus pyri & @Q Y\g@ QQ éﬁ Q
&
Test item: Thiacloprid OD 240 $ a O @© @Q}
Test organism: Typhlodromus pysi_ @ ° S & &
Exposure on: Glass plat%ﬁ @ Q @ @ @
Mortality after 7 days [%] (% ° Gog 6\ Ry @
Treatment g a.s./ha Uncorr. Corr. & & P-Valer) o %, @ S v
Control 0 9.0 v 2 B @ ©§ % &’
Test item 0.2 26.0 185 .9 0%01 sign. N @j @
Test item 0.4 73.0 o3 S00igy. ) . O« §
Test item 0.9 86.0 o346 o @) <0.00&sign. A ~ Q> %,
Test item 1.9 100.0 Q\ﬁoo 0% % <%%g sign. @‘3\9 @ N S)
Test item 4.0 99.0 98 8 @ <001 signdQy @ @ &
Reference item 5.0 95.0 (Y oR N @ @ )
LR50: 0.331 g a.s./ha; 95% Confidence Interval: (0. 2@ 0.426); calculaéed with Pabit anal@ Q) @Q < N
* Fisher's Exact test, one-sided, p-values are adjusted according to Bonferroni-f@in sign. icant @" O & @ @@)
N
Conclusion: @ S @ AN @)Q % Q)
The LRso was calculated to be 0.331 g ha Th&ures @alned f@ the V&lty crlterla of@ N Z)
laboratory method for exposure on gl’&@ plates § & @ $ @’
S o ¥ .9 x &
S ‘ N

) .
CA 8.4 Effects on non—targe@g@ieso afld’ ma@auna @ § %\ Q) & &
CA 8.4.1 Earthworm -letléwffecgs ©) @Q

For information on studle@rea g&aluatedﬁmm%&: first E@rewev@*thlaclo@d ple \%

corresponding section i Bas, Dos@r provideg by Bay! Cro ence e@ in thnog@h
Additional studies on earthworf@¥ were Pasformed with thy repres e fo&§latlons Qd 501&

metabolites of thlac@rld and are su%ltted Wﬂi\\ﬁ this lem D0551e @
N Q
Table CA 8.4. 1& Endpoints usec@sk assess eng&:‘ earthw@m fop%aclopnd fﬁfd its @abohtes
Test substance Test spedies gv\d/pomt/\ A " Reference
Thiacloprid- @enda @, @Q- (2010)
amide repréductio 60 m&p .m. / M-362816-01-1
@6 d, mix&) @ KCA 8.4.1/01

salt 56 d, mixed KCA 8.4.1/02

Thiacloprid Qisenia fetiia > \ | D)

sulfonic acid Na % reproduction 6 N@ I%EQ@ m@%./kg M-369557-01-1
NN

Thiaclopri L& Eisenia feagdb@ R N | PUB)

reprod NOECY 3.8mg p.gn?@dws M-446955-01-1
descyagp 56 d, mixed :% l73 @@ N KCA 8.4.1/03
Thiaclopsid Eisenia fetida (p N X O 2009
FS 400 re quctlon i@C @ z 684 g as/ha M-357709-01-1
D-009005-02 56 ddeated seeds | & KCP 10.4.1.1/01
Thiacloprid seniq @%@ % R g prod./kg dws -(2012)
OD 240 TeprqQ fdetion NOEC @18 5 mg a.s./kg dws) M-426431-01-1
D-9006-02 56 g¥ixed X - gas/kg KCP 10.4.1.1/01

a.s. = active substan% —pure@\}‘bohte pr&d—y prodl@%s dry weight soil,
& & °
N

S
&
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Report: I I >0 10; 1-362816-01-1 ' {*ﬁ y;\ N é\”
Title: Metabolite YRC 2894-amide tech.: Effects on survival, growth production on tl@ < N @ @
earthworm Eisenia fetida tested in artificial soil Q @ @ % &
Report No.: LRT-RG-R-75/09 < o ' Vv & O
Document No.: M-362816-01-1 @ & ® R o &
Guidelines: ISO 11268-2: 1998 (E) and OECD 222: April 13, 2004; hone Q ° & @ @
GLP/GEP: yes Q;@ N @@) Q & o @}
9 o
Material and methods: 2) § %@ @6\ °\% Y’\g@
Test item: Metabolite YRC 2894-amide tech.; TOX-No.: 08605-@ Ba%ﬁ@: AE 3043@01; @@ o3 & R

Origin Batch No.: SES 10249-2-1; LIMS No.: 0916025; Certificate No@MZ 002@3; Cont@ of test @ Q @ @&
item (analysed): 97.3% w/w. Ro N % Q

N o v §
Principles of the testing procedure: Adult Eisenia fetida @§pmx Ml\onths & at the fist run @1 %\ @ & ®)
study and approximately 4 months old at the second r@f the,{i%zd )@7 m@for thg&?ﬁ&:ntrol < @ @
9

group and 4 x 10 animals per test concentration of t&e catmepp roupywere expesed i ifi N
soil. The first run of the study was conducted to tl@ommal test co centrationg of co t @Q @Q o\%
@ study @

125 - 250 — 500 — 1000 mg test item/kg dry ht arti c@ 5011 e se Q
earthworms were exposed to the nominal tea@cenﬁ tions of control — 60 — 10 @ K
60.0 mg test item/kg dry weight artificial s&il, The test item ixed into the 5011 Afte 3 day§ e 2 S
number of surviving animals and their weight alt; tenmé They @re then removedy ‘N ©
from the artificial soil. After further \%s the number @offsp§was d&ermm @% Ko $ X
Observations and conclusions: y\a § %@ © 6 é ' "\®

First run of the study: @ & Q@ @ &9 @ © >

Mortality °\ Ro N . @) N @@

No mortality was observe@fter 2 N@.ys of eiz{(}wsure@&tthe conﬁ@l grou&%d at anyest tratig\{lﬂ

of the test item at the ﬁ n of study@ K R @

Effects on growth 9 ©

No statistically mgn@am dlfferent values for gg@rowt lanve @he con@f wer bserved%the

test concentran@sf 62.5,125, 25 @ item/kg dry \@:ght am@lal soﬂ@\

Therefore, ba n biological an@atls‘uc@gmﬁcan e:

NOEC related to growth: Q\) iQPOOO st ite %dry{?pght aqgmal so&

LOEC related to growth: @ >"1000, test 1felg1/kg dry@/elght 1c1al§11

Effects on reproduction &

Statistically significant different s for ﬁ% numbgiyof JUV@ES per, Vess@@ative to the
control were observe e tes@ncen ns of& 5,1 SO&and 1% mg test item/kg dry
weight artificial soil, @

Therefore, based atistical significance: @ %\: @ R
NOEC related production: s 65 mg t@ 1tem/kg@ry welight arti ﬁal soil
LOEC related to reproduction: “§2.5 mg tgst item/Rg dry wejsht art;ﬁ soil
S S s R S

Second ru\f the study: @
Mortality @° N @
No mortality was obse after: ﬁaﬁpos@ the @c}onl group and at any test concentration

of the test item at th ond r%m th1© - @
Effects on growth &
L &S
SANCNER S
S LT s
€ o

&
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Thiacloprid @ B
SIS

No statistically significant different values for the growth relative to the control were observed at the % . @) ) %

test concentrations of 6.0, 10.6, 18.9, 33.7 and 60.0 mg test item/kg dry weight ar@ial soil. &@\’ %\ N &

Therefore, based on biological and statistical significance: @ <G Q\ @ @

NOEC related to growth: > 60.0 mg test item/kg dry weight artificial soil ©Q @ @ éﬁ é

LOEC related to growth: > 60.0 mg test item/kg dry weight @ﬁcial soil & é\ﬂ Q Q N

Effects on reproduction % @o & & (@) &@

No statistically significant different values for the number of juveniles @s vessel relatiye to the @ Q @) & @

control were observed at the test concentrations of 6.0, 10.6, 18.9, 33.7 awd 60.0 Tg test it?%/kg df& @ 6\ R, @

weight artificial soil. & &) N R % S N X

Therefore, based on statistical significance: Q @ &9 @@x @@ o3 & .

NOEC related to reproduction: > 60.0 mg test item/kg dry we%t artiﬁ@oil @ Q IS Q @% @&
LOEC related to reproduction: > 60.0 mg test item/kg dry weighit artifigial soil, ©
y D O, £

i : @ N . Q

Overall conclusions of the study: ng 2 N %, é\a @

NOEC related to growth: >1000 mg te@%m/k%n/ Wq}ig@rtiﬁci?@)il 3 @ &

LOEC related to growth: > 1000 m@t item/K&dry we@ht artifici soil®\ <

9 9 O & o O -

NOEC related to reproduction:  60.0 mg test it€/kg <gir§§yeight af@ificial @ Q& @

LOEC related to reproduction:  62.5 mg tes@m/kg diy wei@rtiﬁcial soil S @
" O D -

Overall, based on the biological and stati€gral sigr@cance@ne effgets’observed on growth and@ @ y\’@

reproduction, it is concluded, that the NOEC fonthe first and’seco n of study @60 mgtest %y

item/kg dry weight artificial soil. T@gs, the 0\@% LOEg)of the fiddt and nd m{@detenéﬁged to(i&e

62.5 mg test item/kg dry weight afificial sof® @ @ § §9 o &\

GRS S P @
> R . SN
NNV
Report: : 2010&3695&7@-1 2, @
Title: Thraclopri Ifonig acid Na-salt (WAK6999): }gff@ on su@val, gro@@h and @
production’on the earthworn@hisenia fitida test@n artifiof@soil with 10 % pedty
N mit test R R @ ‘o
ReportNo.:  sQV LRT-RG-R-82/(® N @7 SERN ©\
Document No.: M-369557—91 ONQ Q% . @ o o\
Guidelines: I1SO 11268-2:1998 nd OEED 222: il 13, 2904; no
GLP/GEP: yes { @ o\@ é\a é %
Material and method @ N & < ©©
aterial and methods:
o O o O @

Test Item: Thiaclopriulfon@cid N@Q%t ( AK6999 rigin%ch Nox SES 10664-1-2; Batch
Code.: BCS-AB54351-01-02; Custom@rder@. TOXA\\?&&O eontentpfa.s. (analysed):
94.9% wiw. % O @ R
Principles of thﬁggng proced reNAdult is%a @%a (appr%. moﬁf@\old, 8 x 10 animals for the
control grouggnd 8 x 10 anim@r tre; nt groy) wer @pose jfhan artificial soil (with 10% peat
content) tothe nominal test concentratipps of 1 o?n,g test ité@/kg eight artificial soil. The test item
was mixed into the soil. r28 days the numbet of suf¥jving asfimals and their weight alteration was
determined. They were t&en rem&d from artiﬁc?@oil. A@ further 28 days, the number of
offspring was deter‘m@. N @

& N Q S Q
Findings: @ Q) @
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Biological findings: % . § @§ %)
Effects on growth: &@\9 %\ KN &
No statistically significant different value for the growth relative to the control \?&Observed at the @ < Q\ @ @
tested concentrations 10 mg test item/kg dry weight artificial soil. Q @ @ X é
Therefore: SN &© é\a Q @Q '
NOEC related to growth: >10 mg test item/kg dry weight artificial %@ Q o & & (@) @
LOEC related to growth: >10 mg test item/kg dry weight aniﬁ@o 1 N @@9 Q Q 2 @
e o L @S D LS S

Jffects on reproduction: % & @ Lo %, @ N R
No statistically significant different values for the number of juveé@jles per st vess lativeto the  QF ] %
control was observed at the tested concentrations 10 mg test itgm/kg drx@eight ﬁi&al i) @ é & °
Therefore, based on statistical significance: % N % § @j @
NOEC related to reproduction: >10 mg test item/kg dry v&@iﬁ?ﬂt agﬁf}gial soi &6 N N éﬁ ®, §
LOEC related to reproduction: >10 mg test item/kg dr@@ightg&ﬁﬁﬁcial sl N %© Ro @ @ Q
Conclusion: N @’ A LY NN @ @

@) .
Overall, it is concluded, that the NOEC for this st is gfegter th@r equ @ mg T(@c?lopr§© @@) ©
Sulfonic acid Na-salt’kg dry weight artiﬁcia@ The overall LOE is d@nine @be gre@r than
10 mg Thiacloprid — Sulfonic acid Na-salt/@g\gﬁ ry weig} artifi€tal soil.&

5 O & @ ¥ S
Report: _§§q0; 2013; %—446&1-1 @ @Q ™ R @
-cyano (A@ @

Title: Thiacloprid-ds 304%ffects @surviv@grow%@reprtion o

the earthworrf Fisenia &bda te@im artifigial soil Q> %o QO %& K\
Report No.: kra-Rg-R- 1412 N @ @
Document No.: o @ &) N @
Guidelines: QR OECIY)§222: iﬁsﬂ 13, 2004; nox®; @ &
GLP/GEP: @ AN § B

© © & & @

Objective: @

. 9D . . @ @
The purpose of thisstudy was to as the of tl@bprld-descyan E 13 !{&:‘ 9) owwwal,
growth and re@ ction of the eagihworm nia fetitha during.an exp@8yire in &Qprtiﬁcia@oil with

one test concentration in the 1*’twn and 3 Wifferentggst con ation$g.e. 3.%&5.6, 10.@\7.7 and 31.6
mg test item/kg dry weight a@ﬁll soil)n the n. @ Q @

v
S s & o
Test item: Thiaclopriﬂ@seyan&@%E %@9);@%h co&AE 1303949-01%Q] ; Origin batch no.:
BCOO 6422-1-11; Material: AE 130304Y; Cu§t@ler ord . 15@ : Tox&%—oo, 2" run:
Tox 09454—01;$ 0. 120868—6@9; Purigs98.1% @pw. ¢ R

Material and methods: ©Q

N
Adult Eisenia fetida were exposgdin an agtificial s%l (with 5& peat c@em) to the nominal test
concentratichs of 100 mg teststel /k%ﬁveigh@i] in gﬁw te and 3.1, 5.6, 10.0, 17.7 and

31.6 mg t%bitem/kg dry weight artifiéig! soil jn the 2™ testsun. Iiggfte 1* test run 8 x 10 animals,
approximately 5 months ¢ig,sfor the control as well as@r the &tmem group were used. In the 2™ test

run 8 x 10 animals for the contro up a x 10 als pertest concentration of the treatment
groups, approximate@monﬂs&o , Wi sed. @
X © %, Q
N
V-
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In both tests the test item was mixed into the soil. After 28 days the number of surviving animals and % . Q (&) S
their weight alteration was determined. They were then removed from the artiﬁci@)il. After furthe& %\ N @
28 days, the number of offspring was determined. v Q@ <G Q\ @ &
2 & & o
Findings: N © 4 Q @Q N
Validity criteria: % Q &° @ @& &
N &Y Obtained @ © @
Validity criteria Recommended e A @ 6\ . %, @
Mortality of the adults in the control <10% €2 0% 9 0% LN @% @ > v
Rate of reproduction of juveniles Q @
(earthworms per control vessel) 230 ﬁ 282‘2}9 @Q 26[5\@1 § Q@ ©§ @% & °
Coefficient of variance of @
reproduction in the control <30 o Ko &8 @12'0 N % Q

The validity criteria of the test according to the guidelinggyere futéillcd. Fur@rmoore,&ghe resu@)f thg,;g\

reference test item indicated that the test system was stive %i%he refe@ee te@m. R < @
O . P S € o

Biological findings: N) S) N L
Mortality Q Z) 9 6 @ &© § @Q S
No mortality was observed at any test item ¢g g' trationand at th contre‘f§oups o@oth te@uns. @ &
Effects on growth < N Q S e \@ %

@ St
Statistically significant different values & the gr@th rel& to tl ey ontrol were observed at{?nst @ %
8

run (100 mg test item/kg dry weight sogﬂ) and %the highes concation @bﬁ m?tem/kg
weight soil) of the 2™ run. An ECssgould I%v@e calcufged. Q) 6 N Q
v

S AN
Effects on reproducti > Ny @ § S © & S
production @ I @ Q& N) @
1% run: N) Q ° NNy . Q &) N @@
Statistically significant dif@pent valygs for th&gumbgy of Jjuveriigs per tgﬁ/essel @tive e
control were observed test entra@n of 1(&{; te,gt%@jm/kgﬂgy wt. a@cial S
2M run: e %) N © @

No statistically sign@pant different values for{%@umbs%f juve® per te@(/eisiglative @ﬂe

control were obsgfved at the test co@btram@@ 3.1 @est item/kg ight icial sdil.

Statistically siég cant different vidnes for @number f juvenides per €3t vesséhselatiye ©the

control were observed at 5.6, 108, 17.7 &;ﬂ'd 31.6 jfig test it&g d o%ight&rﬁﬁcial s%%The results

of the probit analysis for rep: ction data sho at théECso is 6 mg @t’item¢kg dry weight

artificial soil with 95%-confglence "s fro:@lo t@ﬁlﬁm&est ite@/ kg drywelght artificial
O

soil. @ Q ®© . < ©\ Q

S YN
N fﬁ @@ é}@ @Q &@Q\
G @ © 9
& O § S @
%o Q
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Table CA 8.4.1- 1: Summary of the effects of thiacloprid-descyano on Eisenia fetida (1 run) %% Q (&) %@
Test object Eisenia fetida @ %\ \O\ @
Test item Control Thiacloprid-descyand TAE 1303049) 0 < Q @ @
mg test item/kg dry weight artificial @ @
soil - 400 < © é\a Q @Q &
Mortality of adult earthworms [%] 0 %\J 0 Q R < (@) @
after 28 days O G Q é % @&
Mean change of body weight of the 9, N R %]
adults from day 0 to day 28 [%] 7359 @J 161+ (3 N Q@ 6\ Y Y§
Standard Deviation 13.69 N I > N S
Mean number of offspring per test © g 9 Q(\)’ o
vessel after 56 days ** 282.9 @% 1'4**@7,)@ ©@ E> @% % &
Standard Deviation 532 w ) ° IR § @
Coefficient of variance (%) 18.8 & 99,5 NN o ) §
% of control - @ °\ Y5 o @ G @ & @
* statistical significance compared to the control (Welch’s t-test for inhom ous varinses, two@, o= 0% @ @
** statistical significance compared to the control (Welch’s t-test for inh eneous%&gances onesgided sm% 0. 05)@7 @ @ @ @
Q © @b O NN
Table CA 8.4.1- 2: Summary of the effects of thla(}l;)prl desc@no on nia fe@?d ru@ & ©©> @Q S
Test object N ° Eisenia fet@’ & @ é
Test item Contxol Thl%(l@prld -descyano (AE 13030§\9 9 @
mg test item/kg dry weight artificial N @

o & | O r@ 56 @ 100 17.7 3P Q @y\’

Mortality of adult earthworms [%] § o
after 28 days 0 @Q% O@)} @ ﬁ@ § 0 o @

Mean change of body weight of tH@s 81.@7 @6 @23 @0'91 7630 d 6220 &\

adults from day 0 to day 28 [%%)
Standard Deviation Q> 944 [ Dus4 13.37 1Sy 399 | 4558 | @

Mean number of offsprin, test | > X Ny J** @ e @
26568 243 | 2108 | 1389 o5+ | Gks

vessel after 56 d A
Standard Devigh INEE©) 2 | «3%3 |[\239 © 13.9 5.1
Coefficient of variance (%)0Qy 1,0 19.1 6.8, [Z2 17358 1399 109
% of cofggol — J50.8 <\ 793 5200 35 8%

* statis.tic.al signiﬁcance Sampared to the control ¢ ams ﬁvl'le Seq@ t-test, two-snd.ed, a 7Q.05) %@ \
** statistical signifi %@ompared to the contllham§ tiple Sex tial t-test, one-&ded@er, o :& @
N R S N
Conclusion: @\) &\ éﬁ . @) \ Q\ Q
Based on biological and st '%cal si 'ﬁcanc both ﬁg} the %@vmg en pomt@sed on the
findings for growth derlved st ite@ dry Swgight ai 1al S C(;§OEC. 31.6 mg
test item/kg dry we1gﬁc1a@ I:@n reproduc @ follow endpo derived: NOEC:
3.1 mg test item/kg dry eight artifici 1, LOEC: 5.6 st 1te ght artificial soil.
Overall, based on thd biological and statistical 1ﬁca f the @ﬁects ob@ved on growth and
reproduction, it @ncluded that tl@\IOE T this s - dy is 3 g tes| i%in/kg dry weight artificial
soil. Thus, the overall LOEC i 1s rmin Sng testhm/kg &@welght artificial soil.
%, @

< &I E
Results of Literature R @
In addition to the BCS msu maries Vestiﬁgons un@’taken and published in the public
literature are also prﬁ@ed Tclkse are esult osf:%'syste@tlc review where the publication has been
assessed as being r&l le a@prowd@@ uppg@g mfo%@tlon for the substance of concern.

& S &
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The published literature review provides supplementary data and information which will not influence

. N . .9
the risk assessment. @ & N

B —_¢* > R
Report: ;| N N N @ @ K
’ a ; 2008; M-369142-01-1 @° S & © @

Title: Measuring and modelling mixture toxicity of imidac@and thiaclopri% @ Q @ @

9
Caenorhabditis elegans and Eisenia fetida \ @
Report No.: Lit. 9598 8 ) N \:g,\ %@J 6 «\% 2o
Document No.: M-369142-01-1 Q @ R S 43 §
Guidelines: Not specified 5&9 @@ Q@ @ & o

=)
GLP/GEP: no Q @’ SN
& S
Executive summary @) A

A

o
This study was conducted to test if statistically mgmf@Qﬂ SySf%él%th de@tlons ﬁ@l cono@tratl r§ @ @ &
addition (i.e. synergism/antagonism, dose ratio- o@se levelf@jepende%y) occ&vhen earth\@m @Q
Eisenia fetida (Savigny) (Haplotaxida: Lumbricida¢fand t@neman@ Caen@abdm egans, @) Q Q)
(Maupas) (Rhabditida; Rhabditidae) were expd@d to a Fagge of ures %i@e neofifgotinoi $ @
pesticides imidacloprid and thiacloprid. Theﬁ@ults foNhlacl%gd active Stbstan&ois prov@ed her,
Stock for thiacloprid (Bayer, 98% purity) an PB&@lgma (Ggmicalskwas pra@;ed in ethanol. N 9
Earthworm E. fetida stock were obtalne@"om Blédes Bi @cal ‘AQ’ , UK) and placed in e@ @ %,
culture medium of 33% manure (from%rse omuncontamifiated p ».\\ re), comp@dted bark {LBS Ry @
Horticultural, Colne, UK) and 33“/ eat (L rtlcmﬁyral) F @1 sourgyliorse, m re wistopped

up weekly. The soil medium use(ﬁbr the e@rl § trlals as a migtyre Of m swve@lay 1@ &\
1

(“Kettering Loam” Broughto UK P and@% organ con@mth 3@composte
bark (dry weight). 1400 g d elght ed inteplastic Baxes (1 X 170@,X @oprelimiha
guide exposure of 14 days &as rumpxor to thése sele@&ons (0. Mg kg! )& eNSUrCEoVergegacrossy
\ .

the full expected respo nge once@atlons @re prepa d w1tl‘¥$a9max1 concelfation of
20 mg kg, at 0, 0114 1, 0.48¢, 0.745, 1.19, 1.91,73.05, 4@ 781@25%(@).0
The controls and co@ntratlons of 0291, 0. 7 1 a 88 w epllcat@yﬁve es, whifpAll
other treatment had single repfigates. atur hworms wer nsferﬁ@o caclitest boxes
for the single e%gl ound range- ﬁn@)r exge@nt The total t of v@ms added was reedrded. Six

grams dry weight of appropri ose nure rewet@l'and Mled nto the @urface The
boxes were covered to prevenwater ss and tainedat 20 = und@i lﬁégm :dark

regime.. Manure was remo and yeel ghed ly to, 1de a?fngeasur f feedi te and fresh
manure was replaced. T@numb ¥ weighdof wo@s ahv as al@arecorded to
determine survival raﬁ@nd wefght cha elatlv&go meeﬂ%nmal vﬁlgght Agthe end of tests, soils
were wet sieved and cocoons counted @alcu rodu rate @001}/ week).

Single compoun -response curyes were @ed to %Stlco odel E@@was calculated by using
the nonlinear fit@sg procedure inGefistat R@se ver 7. NOE d L C values for the range-finder
experiment were calculated in &@W:ﬁy a%mlyms o%arlanc low ukey s multiple comparison
tests. v R

The number of cocoons from the eart@’orm E@tl ¢ll w1®ncreasmg treatment dosage
(thiacloprid alone). For tH@parthworm E. fe @ OEC for cocoon function, weight

change and manure eaétvwere @Q%med abl 4 1- 3
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Material and methods %% . § @§ %@
A. Material @, @& 5> O @Q @

1. Test material v Q @© NS R S

Test item: Thiacloprid; & @) 2y @ @ Q)

Active substance(s): Thiacloprid; @ & @ Q @ K

Adjuvant / Surfactant: % Q ° & & <© @

Source of test item: Thiacloprid: Bayer CropScien@ heim am Rhein, German@@ Q @ @

Lot/Batch number: - AN o \ @ @

Purity: 98% purity o Q@' %\ @ 6 IS % 2,

Storage conditions: - % @@ %, & Y @ S

2. Test solutions S) %, ©) Qy 6@ R & % o

Vehicle/solvent: Ethanol % @ @ Q Q @7 SN

Source of vehicle/solvent: - ) N AN % ©© @

Concentration of vehicle/solvent: 0.086 mmol ml’! & N N 6 & o RS §

3. Test organism(s) @ N @ . N Q %\ @ v o

Nematodes: C<elpgans, (%wupas) Vg@aBrist @) @ @
Species: (Rhabditida; ®a ditig}%; Eargorms: Ej S @ ©

(Haplotaxjdh; Lumbricidac) S
Cultivar: - Q c
Nemaggdes: Cagy %abdit

Source of test species:
P Ea orms: N % é
Age of test organisms at study initiation / : efo ure, nematodes wert t@sferbre@ @
Crop growth stage at treatment: into fres culatedaga d incu@éd at 18 °C to a@ o &
produc and growth to rity; Earthworms: Matur: N 2y

Holding conditions prior to test: °N Nematodes: dark aP18 °C, terile atod§§/th medi $ @
(N gar fggd on 25 bactéugP50; thwor@@ Culture @
N
33% co

X m of 339 manure (from on unégntamin pastu 4
AN é\éd bark@h.BS H 1tur¢g§@1ne, UKa)@ld 33‘%% AN
@ &peat (L@;nicﬁi@al) @
Acclimatisation: N Q BN o AN o Q ©@ @é& @@

“ @
° %G %o @
'S \@Q \§ %&@ o \@Q N \©\
Q Q
§ RN > & >
% @ & > . s &
o N .U O .0 @
ARG I <
O 9 K8 @@@ @
<) N @% y %o
& SN &@ o)
O S
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B. Study design and methods

@% N o2
@

1. Test procedure A &
Test system (study type): Nematodes: Agar-medium contact; Earth»@%; Soil contact @3\9 N @ @
Duration of study: Nematodes: 48 h; Earthworms: 21 days Q @ @ % &
Treatments: Thiacloprid and control @) %y @ @ Q)
T . Nematodes: 7.5 ml of each control /s %d -agar; Earthwosqs: O Q Q Q&

est concentrations 16.6 ml of treatment/ethanol per 1.4kg Q (@) @

. S
Number of replicates: Nematodes: 1; Earthworms: 1 tment Q @ @
Nematodes: > 4 per pre- expos 4 per second e: lt@ \ @ @

Individuals per replicate: well); Earthworms 10 each test boxes &he sin, om o\iﬁ\? %,

range-finder experiment, a for e tes % @
Nematodes: Agar-based n\ atod th m (NGHAY @@ o3 &
Test units (type and size): Earthworms: plastic b%?s (170 X 80 ) wit] kg drie Q

clay loam soil, plus re o
Nematodes: Pre-e {)%ﬁreb oritrol /sp%ed aéar®60m

diameter petri- p]@, and s e&nd expofdye by 2.5%l of ea ‘Z’;ﬁ\ éﬁ o §
control/splked%r on ti-well S Ea@rm? s ic

boxes with d@ ved loam soi mixe tr tt@’nr/etha&
Water volume:
Calibration of sprayer: - Q

2 Eommnl o e s E@f @Hl 5
. T §p1 agar, Thwor clay lpam so1 @Q

Temperature / relative humidity: des: 18\C Em@warms 20 £ 1.5°C
Photoperiod: hworfas: 16:8h & @@g S i

Lighting @%emato €y dark @

pH: § arthworms.: 7.14 &,
Organic matter (Corg): Eartb%rms: (5%); @ 6@
CaCOs X -

Cation exchange capacity: @ @7 o @ @ R

Soil textural fractions / extractal Earthwo§ 2 med cla?%am (“@tering @am”)
micronutrient concentrations [Kg per kg&Broug@ U @ @
soil]: ‘N @
Fertilization: @ 6\ - & C‘,& @,\ & @ § R

3. Observations and meg adyrementse @ Q qu 2 @

Analytical parameters measured: @ @ @ © @

Application / device / nozzles:

mato@ epr ction r@\)f surv16@’g A (count 3
Biological o i X co dtota lald count hatghed JUV@ eacl\
tologica para@s measure € E orms: Qtal we1ght of wo welg@\? worm coons
& @ o0 (cocoon/wor %k) o
Measurement frequency: rthwo Coco@ week %ther Vé&es at end@mt
Statistical analyses: @ % Ao é@ odel ;\;ﬁ@ noném%’ﬁttmg@cedu%One way
QRS LS
@ O © o O @

Results @ @) @) N

Validity criteria: ©© ©\ § @@\ @
@

No validity criterg re stated @

Biological findings: & @
For exposa&es;’wnh the earthw%\tms E. , St @:om nd tm&@les range-finder experiments are

summarised for thiacloprid with ECso, ue! @ere was no significant effect

(p > 0.05) of thiacloprid Srearthworm E. f ;; da SuryEg even.%sgt’ne highest tested concentration (20
mg kg'!), but thiacloprihhad a sp%l?’lca é\i onqg’ercenta e weight change (p < 0.001), where ECso
values for weight ¢ e We; mg k& ‘C)@ i
caused signiﬁcan Q becreaseivthe a 'C)' t of re (p <0.001), with the effect being at relatively
high concentra ey Jof t@oprld (4.88 m@@ ,p <0.001). Thiacloprid also had a highly significant

&%@QN

@ & <

&
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effect on cocoon production (p < 0.001) causing a significant decrease in cocoon production at 0.291 % . ©) &) 9
mg kg (p <0.05). The logistic equation was well suited for describing the dose@onse relatlonshg% %\ N @
in all data sets. v Q@ <G Q\ @ &
T S &
Q O
Table CA 8.4.1- 3: ECso (with 95% confidence intervals where calculable), NO@nd LOEC valuesifor the 60\9 Q @Q Q&
effects of thiacloprid on the earthworm Eisenia fetida in a K%ring loam soil fm@ree @Q & & (@) &@
different endpoints: cocoon production, weight change az).@a ure eaten @ Q @ @ @
Thiacloprid ECsy Thiacloprid LOEC Thiaclo OE& @ 6\ R L
Q o,
(mg kg!) (mg kg') ¢ G (mgkg) N | v IS N B
Cocoon function 0.968 (0.625-1.50) 0291 © @ R$0.291 Qo >
Weight change 19.0 (13.8-26.3) 1.91 N 07459 O3 ©§ % &’
Manure eaten 1.64 (1.08-2.50) 488\ |, © 91 N @j @
NIRRT RN $
Results summary @ QE&\ @ & @ %\ N & o
The number of cocoons from the earthworm E. fetzdaﬁwnlﬁgcrease @tmenﬁ@sage (t’@cl pr§>>© @ @ &

alone). For the earthworm E. fetida ECso, LOEC a&OEC cocoon\funcg%velglghang @
manure eaten were obtained (see Table CA 8.4.1 © <) Q ©) °
@ S S

& > @ S
Notifier’s comment K% AN @)Q © @ é
This article contains supportive informatjon abou xﬁf Th prid (@flnical s%stan@n o %) &

earthworms. As the study duration Withl his stu y 21 d and r&reph cations wereidone @ R

for higher doses, the GLP-studies can be congt red as more rel t@nsk agsessment. They §

assess the effects on reproductlor@@r a lo@ tlm&@od (56 rov1d§more r@anom& N
&

CA 84.2 Effects on n arge@ll me&@d mwofaux(other f@) eart@orms N

For information on studi <?an?ready@wluated %rmg the first E view &ﬁ%ﬂacloprl pleagdrefer t&g
corresponding section @ Bas@ae Dos&@r prov1@1 by er Cr ience in th§é;ogr h.
Additional studies on sprmgtal@%lso%u can ) and 011 mlt oas culeifery wer
performed with the %resentaﬂve foxsggulatlons%nd sc@aboh f thlaclo rid al@are sul@’tted
within this Sup ental Dossier:

@

N RN ©v
N
S\ & ©\ %?Q @@ @é
@7 9 QQ @ @ "\%
S 7 Q
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Table CA 8.4.2- 8: Endpoints used in risk assessment for Collembola and soil mites and additional studies @ @ @
9
for thiacloprid and its metabolites N o X
C & %, > S
Test substance \ Test species | Endpoint @F/ Reference @) < Q\ @ @
Collembola, reproduction @ S S
N
Y
Q
W D) LS
@ oX 04391-1 O @6 S
Q ‘\9@ N T @ 'S < .
. . Folsomia candida G% &
Tglaclopnd— reproduction NOEC %ng/k&g@’ \<j -432336-0X1 @ © @
escyano 28 d, mixed O 1%« saziy | QO s« §
Thiacloprid Folsomia candida @ N @, ﬁm N & Q
FS 400 reproduction NOEC Q > gg& g a.s.@v @\M—% -01-1 @ @
D-009005-01 28 d, mixed @ 5 KCP 1974.2. @ @ @
Thiacloprid Folsomia candida Q 4 n:g rod./ke dw. ) | & @ . v
OD 240 reproduction NOEC ( s /kg 4 ,@ 216014-04-1 QO @) N
D.9006-01 28 d, mixed @ ‘ TS | aker 14101 D @© N
Soil mites, reproduction @ A A. O & @
Hypoaspis aculeifer Q& @ & @ o o @ @
reproduction & NOE® =105 mg padke dws 0013 : | s Q\ y - - —
Thiacloprid— 34 d, mixed o\ @ & 6&9/' & [@zﬂlentlﬂ‘t [UZ1]: Check, add missing summary
A Y @) CA 8.4.2.1/02 S
Hypoaspis aciffeifer Q © £ @ ° E(ZOIO N
reproduc @"OE(Q% > I@;ng p.n:zﬁdws 2o M-364270-0, &
14d, d A & N A8.4.2.1
Thiacloprid Hypoas@culeif@ 3 D 7, . @ 1) %)
sulfonic acid Na T ctig NQ}C >100 %%.m./k dws @MAZ -01-1 @
salt T, mixe N @ KCARA.2.1/0
. . Hy@duspis @ya O NN & (201
Tgéascclozf;;d- reproducdion o NOF@ =100 m. %g dwy§ 21983011
Y D 14d, mixed Q @KCA 8.43:1/06
. . Hypoaspis aculegler &)ﬁ 2010)
Thl;zci%%rld @ reproducti@@ @EC 2@@ 2ga @13 b M-362189-01-1
14 d, nrfngg;i ° A K&R10.4.2.1/02
Thiacloprid Hy}ﬁfp %ﬁw N R mg P@/ kg dWe) -4179(221(?(1)21
0D 240 15 @mixe <) @%ﬁ OSKCP 10.4.2.1/02
a.s. = active substance, p.m. = pu@mtabolit % = pr@wdws i { @
© C 9

CA 84.2.1 @s level testin%
N

v
N

oy
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SIS
&% IS
I I 00 M-070983-01-1 € & > O @@ @
M-070983-01-1 & Q % Q> O
N 3 o V& e
S) R o & A &
o @ R © & @
@ & . ) <
@e @ %\ %@ 6 o\% %
Report: B < S N MBI, & N
Title: YRC 2894-Amide: Effects on survival and re roduct10 Dfthe pr@ous 1@ @ ©§ % & °
Hypoaspis aculeifer Canestrini (Acari: Lael ae) i 1p S| dard& UFA 2 @ @j @
Report No.: P7HR % Q % §
Document No.: M-001363-01-1 @ L7 e IS
Guidelines: SECOFASE, Final Report, improvg

assessing sub-lethal effects of che
Gestel 1996); Guidance docum&t

5”“@2‘2%%‘;‘:?&1‘;8 b & &S
N

(Barrett 1994); none @ R S
GLP/GEP: yes Q © Z) @6 @ &© ©©> ©@ AN
Q@ o v @ & Q S A
Objective: ~ S &@ o @)
The purpose of this study was to demonsirate tha % teste ncent@%n of th@gest item did n@@ °N &
affect the gamasid mite species Hypouggzv aculeifer (Isotémidae) erma and aln@ﬁm‘y uptake @ @to\ﬂ
using a standard soil (LUFA 2.1) & ©) 6 & %o @
& & o & S SEEN
Material and methods: @ Q@ N) w\g O &

Test item Thiacloprid-amid etabok@§0f thiagloprid (¥BC 28%) TOX@ 06§@00 lésh Nog
KTS9380-4-1; Developmg &No 30\ 028790&Pur1t§(§)7% N &

The test item was mixe@vith d i@lsed whedr into L@FA 2%soil; Z@pws culeifeR4-6 d@
old) were exposed tg.1.25 mg t@jltem/k oil d@@welgh%iw) (4deplicates ic reference 1%@ at
5 mg dlmethoate/cl% il (dw) (3 replikates) ater 1 (5 replicates) at 24 d
permanent dar)@ Soil pH valu@ﬁs S. 5§?011 ture was betw§6 0% 57 8@ f the
WHChax. Mortality/escape rateo\% deteﬂ& afg&ﬁ 14 da@ expo&re re roductlon ‘%@)S

determined after 34 days.
s & & & 5

Findings: Q S S N @§

Eight percent of adul@g%s dle@ the cé?ol Afthe cone&@ltlon"%@%@@&fﬁkg soil (dw) 15.0%

mortality was obseryed (correspondm@a co d mopdality ac%@mg t ott (1925) of 7.6%).
At the tested con ation of the test item, m ity r@ as Z"; gher ¢hat at the control but

remained belo maximum reco ende@ontrol mortalit 25.0%which is set as validity
criterion. Statistical analysis (M@u & W %ﬁy Pairgvise U fest; 1- slﬁ@ p < 0.05) showed no
significa diference concernthg the ¢ tive nf ber f%\ vent er female after 7 days between
the contr&nd the concentratlon of tﬂ@fest 1te@ ested. @
& S
&
Table CA 8.4.2.1- 2: Eff@ on Mfﬁ%lity a eprodiiction of <g;vpoaspis aculeifer
Concentration \\Averagortalit@ @@rected@ Mean cumulative Reduction of
(mg test item/kg)>, 1 m@tallty [%] number of Juveniles [%]

@ ‘0
§§9 @§@®§
@ & <

&
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juveniles/female % § § @
after 7 days b to N N &
Control 3.0 0.0 23.1£5.2 0.0 o é}’ N @ @
1.25 15.0 7.6 23.6+74 19 @ NS 5 <
reference 91.7 90.9 - CQ - @ %, @ @ Q
- could not be determined. @ Q @@ é&
S
After 14 days of exposure, 90.9% corrected mortality according to A@ 925) of the adult mlte@@ Q & & @
was observed with the reference item group which was within the recomimended range % 6\ R @
K 2 Y N IS
Conclusion: S) % é\’ Q b@ @ & % o
The gamasid mite species Hypoaspis aculeifer was not affecteé%)y the {&¥ itery ahe contrati of @ ) @j @&
1.25 mg test item/kg soil (dw). \\ N &% . Q 2o §
@ ~ @ o S © t’\?\ N Y

QKN A NS & O
@Q\\@@\@@@@@y@@

Report: I Q M-364270-01-1 N @) N
Title: Thiacloprid-amide: Influence on ortall@md re] ctior@he soi]e spe 'e@ @@) ©@ N
Hypoaspis aculeifer tested n@tlﬁmal‘%@l with peat @j @ Q @ (5&
Report No.: KRA-HR-23/10 L N S @ Q
Document No.: M-364270-01-1 N ° @
Guidelines: OECD 226 from October 03@8: OE! uidel@ or the @gting of Chemi - °N @
Predatory mite (Hypoaspis ( laelags) aculei reprogduction test in soil;snone @ R
GLP/GEP: ves A KN ) §> & & s %G §
% S 6 \ 9 SN
Objective: @ % 34\9 &
Th @ “% @
e purpose of the study wa sses efcht aclqpr —amlde on moﬁ@ ndAEpr odu ion on @
the soil mite species Hypo r test rmg an eXpOosurt neof 14 days in a; c1a soflw 1th
5% peat at 6 different a atlon s inc dmg col
ag@ &> SRR & @ o
Material and meth%s & N 73 Lo

est item: Thla@ld-amlde Batc de ARY 030@ -01: Origin b@h no.: SES1024%2-1;
TOX no.: 08 Certlﬁcate n@MZ 00@ Analysed p s 97. 3‘@ w\a @
Ten adult, fertilised, female @ Spis a&ulezfer repl;ca@(S coﬁt\rh rep&es and‘?%reatment
replicates) were exposed to rol (water trea and \1@9 gp @etaboh g dJ@/elght artificial
soil. The test item was applied by itg a tedbitem-qfdrtz sa;Q 1xtur@t0 the @iﬁcml soil. The
Hypoaspis aculeifer wef@pf a u @n agagot dlffer moré@han thre@ays (2@’ays after start of

egg laying). During tt@est the 1th ee e mi redo ewer gyeast. During the study

a temperature of 2 2°C and light re - 80 , 16 @ght 8 @dark was applied. The
artificial soil wa ared accordlr@§0 the eline vth the E%mtltuents (percentage
distribution on dwy weight basis)’34.8% fine and 5°/ hag m@ eat, air dried and finely

ground, 20%%(a011n clay and oxim 0. 20/ lc1um@rbon CaCO0s3).

After a petigd of 14 days, the survivi ults dnd the IIVQ juvepiles were extracted by applying a
temperature gradient using a.MacFadyen-ap aqga’)rus Eggracted n&tes were collected in a fixing solution
(20% ethylene glycol, 8& dem%?gl wate@7'g detefent/L f@lg solution were added). All

Hypoaspis aculeifer u& nde inocul¥fry @
K@ N Q S Q
N
& Q
{x’ O @ N
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Findings: %% . © @§ %@
L D
Validity criteria: @ AN g}g \\ @Q @
‘e - Recommended by the \6btained in this N\
Validity criteria guideline study [(@ @ § é”\g é
Mean adult female mortality <20% Al 1.3% 60\9 Q Q K
mean number of juveniles per replicate (with 10 adult > 50 % 3775 Q S & < @
females introduced) ~ R 2 Q & N
coefficient of variation calculated for the number of o @J 4 @ @
L varigtion, . <30% g% © N S
juvenile mites per replicate S @ 6 o %,
All validity criteria were met. Therefore this study is valid. & @@ %\y & @}7 N S
v O W @ @’ S & -
Reference test: (g @ Q @) @j @
The most recent non-GLP-test (M.-A. -, February 03, 26%0) w. ith'the re re\ce 1tel®1met% %, §
was performed at test concentrations 1.0, 1.8, 3.2, 5.6 an, m&h etho g dWelght 101al @ & )

soil. @

Dimethoate showed a LCso of 4.2 mg a.s./kg (95% @dencg%mts ﬁr&% 6 tag,U mg @g dr@ @ @ &
weight artificial soil) for mortality of the adult ml@%ccordmg Probit analys&lsmg m um @ N

likelihood regression.

The NOECreproduction Was calculated to be 3. 2 ds. &' welghf@;tlﬁ01@501l aj gecord the
LOEC:eproduction is 5.6 mg a.s./kg dry welgh‘e@t ﬁc1a1 sol acco?@g Williams’-Test u]tl% test &

procedure, o= 0.05, one-sided. Dimethoate show ECso g kg dI@zelght a ﬁm@l
artifi ordi

(95% confidence limits from 5.7 to 5.8 mg a.s./kgdry weg soil) {)r reprodugtion a ng@ v
Probit analysis using maximum likelihood re smn Y §
This is in the recommended range@@tbe gui me -7.0 @ a.s. @ry weight artn"@l soil (i% S
Biological findings: @ @

A LCso cannot be calculatedand is @dere be > 10Y§ﬁg pur%letabd&g dr@%ﬁﬁcm@ &
Concerning the number emlgamncal nalys‘i&(Stude@t test, Sne- m%smaller 0.05%
revealed no significant erenc@betwee@le con and ﬁ&treatm rou

Therefore the No-Observed- Ef@’t Concetitratio OEC) for repeduction jsx» 10 mg pure

metabolite/ kg dry weight artificial sed], The Léwest- (@ ed-Effedt-Concentratiof@.OEC) for

reproduction 1@ mg pure meta .C lite/ k. weig ificial soil. 50 c@ not bgsgalculated
and is considered to be > 10 mg KO e/k&iry artlﬁ@l soﬂo

Table CA 8.4.2.1- 3: Summary@e effecé‘sgof thla@rld-m& ¢ on Hj spts ifer

%\

Test item © % @ aclopﬁ@-amld T
Test object Q @ lypoa: aculeu@ @§
Exposure @ @ < ° Artificial Soil
mg pure metabolite/ky? % &ean nu@ber of j mles @ Reproduction
dry weight artiﬁch%soil mortality @est vesseDt sta dev|@yn @ (% of control)
oS (Adults),
Controf> 13 7] W15 t L3933
10 28D 366 5\ +N 54.9 97.1
v v N Reproduction
NOEC (mg pure metabohte/k@i“y wel@ rtlﬁmal}ﬁl) @ >10
LOEC (mg puregetabolite/kg dry weight artlﬁ@ soﬂ) > 10
* statistical significance (Studcn&fcs{ one-sided,gmaller, .05)
Conclusions: % &

@
NOEC: > 10 mg pue re e/kg d@welﬁﬁﬁcia@l.

LOEC: > 10 m@e metgpplite/kg @%/ wei rtificial soil.

< S @Qo%
@ & <

&
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Report: I B oo: 1 M-420081-01-1 Y @§ @\2}” NS @ @
Title: Thiacloprid-sulfonic acid Na-salt (BCS AB54351): Influence on nfortality and Q @ § v é

reproduction on the soil mite species Hypoaspis aculeifer testéd in artificial soil @ R Q @ K
Report No.: KRA-HR-66/11 @ & Q @) @
Document No.: M-420081-01-1 S & © &
Guidelines: OECD 226 from October 03, 2008: OECD gu1deln@ the Testing &§?em1cal Q Q © @

Predatory mite (Hypoaspis (Geolaelaps) aculeifer) roductlon test

GLP/GEP: yes 1 oy % @6\ °

Objective: v %
S & Q s 9 & @
The purpose of the study was to assess the effects of Thiaclsgprid-sulfegic acjd Na-salt 6 % ® §

(BCS AB54351) on mortality and reproduction on the soiSmite spectes Hypggspis ac&lezfer te@d N éﬁ B,
during an exposure of 14 days in artificial soil comparl@ ontr(‘ﬂ\and treaé@ent Q\ % é\ﬁ @ @ Q)
Material and methods: % N %o \@7 § N) §y ©

Test material: Thiacloprid-sulfonic acid Na-salt (l% AB@SS]) Baéteh cod@cs @351-0@)2; ©©§9 @@

Origin batch no.: SES 10664-1-2; Certificate n@ MZ 08401; AndffSed pysity* 95.8 Q&

n rate@

Ten adult, fertilised, female Hypoaspis acubeifér per r%lcate“@ephcates for each appl1(<

were exposed to control and one treatment. The ¢ ntrati f 10 test 1t@’/kg dry weig o \@ &
artificial soil was tested. In each test vesseél 20 g Welg@@amﬁm oil wge weigheddn. The @ R
Hypoaspis aculeifer were of a uniform dge n fferln more t ree (@s (28 after start of §
egg laying). During the test, they wege fed ites bred on b yeagt. Durl@ he st&% S

a temperature of 20 £ 2 °C and Jight regime 0f 40&00 Lu&16 hlj was applied. TR &

artificial soil was prepared acéQrding to%the guid withthe followmg c ents centage

distribution on dry weight ): 7 8@ fine %{tz san(i&i% S| I%gnum peat, air and f
ground, 20% Kaolin clay appri ately 0.2% Cﬁ%glum ca%‘nate 03).
After a period of 14 da@the sur@lmg adtlls and t 1V1n§§gvenile re e edb lym@

temperature gradient,using a adyen- parags Extragted mi s\were c ted in a fixing glution
(20% ethylene gly{) 80% delomsed”ggater 2 eter@ fixin, lutlon were %@l) Al @

Hypoaspis acuy, were counted er a ular

Findings: §> & éﬁ o\ €S§9\ & @%

Validity criteria: (2 R
L. o Q @ commended by tained in this
Valldl@rlterla@ @) . @@’ gideline study
Mean adult¥emale m%#)[ality O /f§\£ 20%¢, c 1.4%
mean number of juvniles per replicate (With 10 a ~ 7 @
ﬁ%es introduced) @ @% z 52@ 321.0
coefficient of dtion _calculatedo ofﬂe num@of S%% N 3.6%
juvenile mites per r
All Vahdlt{éﬂterla were met. ?Qgerefo @3}; st dﬁﬁ% Vali@g@ @
©
Reference test: S @ S
The most recent non-GER-test (| a/HR-OQO/ 11, March 21, 2011) with the

reference item dimet e wasperform test concentra@ns 0.990, 1.780, 3.156, 5.517 and 9.853
mg dimethoate/kg dr weig@ﬁiﬁcia@ﬂl.
@ @ ©

N
@{& @§@@§
@ & <

&
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N
Dimethoate showed a LCso of 4.051 mg a.s./kg (95% confidence limits from 3.222 to 5.313 mg a.s./k%%% . § @§ %@
dry weight artificial soil) for mortality of the adult mites according Probit analysi@ing maximum & %\ N @
likelihood regression. ? @ <G Q\ @ @
The NOECreproduction Was calculated to be 3.156 mg a.s./kg dry weight artificial soil and accordin@e @ @ éﬁ é
LOECreproduction 18 5.517 mg a.s./kg dry weight artificial soil according Williggs’-Test multipl% st é\ﬂ Q Q N
procedure, o= 0.05, one-sided. Dimethoate showed a ECso of 6.445 mg g dry weight arfificial @Q & 'S Q) @
soil (95% confidence limits from 6.022 to 8.022 mg a.s./kg dry weig| icial soil) for, reproduct@ Q @) & @
according Probit analysis using maximum likelihood regression. . @3 N Qy 6\ R, @
This is in the recommended range of the guideline of 3.0 — 7.0 mgas./kg eight @ﬁcial $oil. %G @ N X
This shows that the test organisms are sufficiently sensitive. Q % éﬁ @@x @@ o3 & % .
N

Biological findings: %% °\@ \@ éQ % § © @j @
Mortality: AN RS AN S §

N Al
In the treatment group 2.5% of the adult Hypoaspis acr diq&.xfhe L&@@could"ng%be ca&@ued. é\a

Reproduction: N R @ < © @ § @ 9
Concerning the number of juveniles statistical ana@s (Stude@g s t-tes&one-sid?c%’smal o= 0.@ N 2,
AN

@) .
revealed no significant difference between control aad the@j)ncentr@m of l®mg te@yem/ki‘@/ § Q)

weight artificial soil. Therefore the No—Observ@Effgcﬁ@oncentl@’on ( ) for@produ% is § K
> 100 mg test item/kg dry weight artificial s "The Lowest- rved-Effctt-ConSentratiofgl) EC@ @)
for reproduction is > 100 mg test item/kg weig}&amﬁci@oil. E%Values @uld not Be calculated. N 9 o
Table CA 8.4.2.1- 4: Summary of the effec@)f thiaclrid-s %c ac@:a-salt @Hypoaz&is%aculei rQ @ R
Test item Th@yrid-%{}mic acihNa-sa S AB@%I) &, §
Test object v w, Hypoaspi aculej S Q) 'S N
Exposure @ v Agfificial S @) &
mg test item/kg dry weight @mort ity %n nul%@ of juvenifes per, RéByoduction
artificial soil N (Adu®2§ est védsel + standard dey.e@ @ of contfa)) @
Control &) N 3210  + 11.6¢ NEERY
100 S AIEENE OENCET R
NOEC\\Gﬁ’fg testg@em/kg (h%ﬂweight artificial soi)® . 9 100 @
LOEC (mg test item/kg dry weightGgtificial §gil) N D >100 Xy
No statistical signiﬁcans&(sﬁ/dem-t»test‘ one-sidet&tgnaller, o §3@95) was fgpnd) N\ @ O
S Rl S § <&
Conclusions:& L@ N Q° o N
NOEC: > 100 mg test 1tem/k$ weighteartificigd 3oil. N > Q
LOEC: > 100 mg test item/@§ ry weight arti soil?@g 7, @@
S
o N .U O .0 @
Q ©) S S D
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Report. I N 1 1 1419536011 . R

& %, N
Title: Thiacloprid-descyano (AE 1303049): Influence on mortality and?producnon on the §g < N @ @

mite species Hypoaspis aculeifer tested in artificial soil Q @ § R S
Report No.: KRA-HR-65/11 & %, Q> Q
Document No.: M-419836-01-1 @ & Q QR © @Q}
Guidelines: OECD 226 from October 03, 2008: OECD guideline fexXthe Testing of Ch@cals @ S & < &
Predatory mite (Hypoaspis (Geolaelaps) aculeifer), ‘oduction test l&oll non@ Q Q & @
GLP/GEP: yes N @ 6\ w, S
Q % o %
Objective: & @@ %Q 6@& @}’ ¢§ A %
The purpose of the study was to assess the effects of thiaclopri descya@%(AE 183049, n%abolite @ ©§ @j 'S o
thiacloprid) on mortality and reproduction on the soil mite spgcies Hyggaspis M/ezfer@te dus § @
an exposure of 14 days in artificial soil comparing contro@ﬁnd tre{%@ @ & & N éﬁ %G ©>§
o
Material and methods: @Q KK @ @ @9 § @ §
. @ @
N
Test item: Thiacloprid-descyano (AE 1303049); &h code AE 303049- 01&} Ori @ tch ]®@ (@) @@ g R
BCOO 6422-1-11; Material: AE 1303049; Cer@ N& Z0 Pur@ 8. 1"@, @@) @@) AN
LN
@)

Ten adult, fertilised, female Hypoaspis acul@@' per reﬁlcate%ephcates@%r eacl&pphcaate

were exposed to control and one treatment. Fhe co&emratlo@ 100 rg test 1t%ja/kg dry%gelght N &)
artificial soil was tested. In each test veﬁ@l 20g c@welgh@tlﬁm @il were weighed in. The@ @ %
Hypoaspis aculeifer were of a uniforiirgge notiffering r@re tharghree dags, (28 da@a“fter stare of

egg laying). During the test, they were fed @hees@yites bréd)on br: s yea@Durm}&the study .

a temperature of 20 + 2 °C and li@t regimé®t 400 2800 Lux, 16 h‘li&§ q%ﬁ%was a;@ied T &\
artificial soil was prepared accgréding to the guid it follow cons@lents (percentage

distribution on dry weight bas®y): 74. 8&y fine quar sanctg% Sphagnum p@alr dr@ and fidely @
ground, 20% Kaolin clay ag appreXimately @Q% cium carbqnate ( é@s) @ ?§
After a period of 14 day Ghe sur g ad@s and tévm l@mlesm@re ext@ed by ymg a
temperature gradient usifg a adyemggpparatus. Extracted®mitgs Kare col}@ted in a@(lng so

(20% ethylene glyc@@SO% deionised water; 2 @tergen&&5 ﬁxm@lutlon e ad@) All @

Hypoaspis aculeifds were counted L@%r a bl@s lar. @7 @

N @ o @ @% o @ %”\9 @
Findings: NN A Ro © AS N Q\
Validity criteria: § © § S @ S) 2
S
Validity criteria (control v%ﬁies) Xﬁkomg@ed by fhe guideline A&Obtaingdhin this study
Mean adult female mestality <20% o) Q) Qy1.4%
Mean number of juxgjfes per | & N o
replicate (with 10 adult females ©© 50 Q\ @@p @@ 321.0
introd: )
Coefficient of \@ n calculated @ N @ s
for the numbe uvenile mites ¢ Q < 30% ©\ 3.6%
per replicate &

N
All validity OXiteria were met. %ﬁherefo his st yq vali
8¢ “{ Q

Reference test: QO
The most recent non- —test a/HR O-T0/11, March 21, 2011) with the
reference item dime te w S rform t test concen 1 s 0.990, 1.780, 3.156, 5.517 and 9.853

mg dlmethoate/k@‘&gy welg@rtlﬁc §9
IS
<&
BN

N
S

A\
&
@@
Q&

&
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Dimethoate showed a LCso of 4.051 mg a.s./kg (95% confidence limits from 3.222 to 5.313 mg a.s. /k%%% . § § %@
dry weight artificial soil) for mortality of the adult mites according Probit analym@mg maximum %\ N @
likelihood regression. ? @ < Q\ @ @
The NOECreproduction Was calculated to be 3.156 mg a.s./kg dry weight artificial soil and accordin@e @ @ éﬁ é
LOECreproduction 18 5.517 mg a.s./kg dry weight artificial soil according Williggs’-Test multlpl% st é\ﬂ Q Q N
procedure, o= 0.05, one-sided. Dimethoate showed a ECso of 6.445 mg g dry weight al@mal & (@) @

soil (95% confidence limits from 6.022 to 8.022 mg a.s./kg dry weig|
according Probit analysis using maximum likelihood regression.

icial soil) for{product@@ ’ Q \é @ @
1 §§vl\ v @6 °\% >
(o

T};s 11 in thehrecommended range of the gl;}fflelmel of 3.0-7.0 mg&s /kg elght @ﬁma& é}?
This shows that the test organisms were sufficiently sensitive

g y s & ETTTs @y
Biological findings: @ KN N % § @
Mortality SN o A & $ ~ @ v
Mortality of the treatment group was 5%. The LCso cm@ot bq&%kulatqd\\.ﬂ N © @’\9 @ Q

X
NI R S
Reproduction &© & N o \@7 § @Q ©
Concerning the number of juveniles statistical ana@ls (W%ch t-tesgfor inho geneo B! arlan Q O o
one-sided smaller, o = 0.05) revealed no signiffggnt differefice betiggen condl and s b5 SDon @

of 100 mg test item/kg dry weight artificial s&ff Theréfqre th%) -Observi’ Effee&Conce

(NOEC) for reproduction is > 100 mg test fem/kgdry weig 1ﬁc1a§011 Thowest Qaserv @ @
Effect-Concentration (LOEC) for repro%tlon is éoo m@st item@®g dry weight artificial so -

values could not be calculated. N % @& @“ R $
S i ey i & O
Table CA 8.4.2.1- 5: Summary o%l@ffects lacl@d-descy@o on H@va a% ifer @ &

Test item @ & T@cloprﬁ@escyano (AE 1@59) @ @
Test object @ @ ﬁ}q)oasp&&culetfw'
Exposure <O & 2 Artificial Soil @ [(@
mg test item/kg dry 9 @Jﬂalit@ (@iuvem@ per Repr@ctlon
weight artificial soil@ dults), tes vessel%standal@jjev (% @bhcontrolf?y
Control 2 Y 14 810 % M6 - N
100 o~ Shy  Awors ) 80 | 9 928'C
@EC (mg test ite@%ﬁ dry @ht artifiéel soil) ® %, > @
OEC (mg testdtenykg dry werght artificial soil&@% 5 ° 0

No statistical significance (Welch t-test @mogen%&arian@e-sided @ller, o ?{&9\3’) was fﬁ%:l.
o
A @)

Conclusion: @ % @ @’ . %@ IS

N
NOEC: > 100 mg test 1t@/kg ght c1a1 s§ip ©\ . @) @
LOEC: > 100 mg test

@tlﬁc Wil N N3 @
'& S
@ @ @% @
Report: *
Titll::: t \W\? Thiacloprid=tescy:

the collembolan sp

12 @536 01-1
CS- 8007, 1303 * Influence on the reproduction of
1e8 Fol@ma cay 1da test artlﬁmal soil

Report No.: FRMEGOLL-136/12
Document No.: M-e@2536 0%
Guidelines: pte ptembe%!ﬂ 20 OECD Guidelines for Testing Chemicals -
llem an Rep ction,Test in S@not applicable
GLP/GEP: Kyes bo\\’ &
S
B
& (O Q)N
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Objective: @\9% o © § ‘y\a@

The purpose of this study was to assess the effect of thiacloprid-descyano (BCS-/@SOW R @& %\ \\ @@ @

AE 1303049) on survival and reproduction of the collembolan species F olsomiandida during @Q @ %, &

exposure of 28 days in an artificial soil comparing control and treatment. & @) %, QQ @ @)
@ > © $ @

Material and methods: % Q

Test item: Thiacloprid-descyano (BCS-AA48007, AE 1303049); Batck€ode: AE 138@01.04%@
Origin Batch No.: BCOO 6422-1-11; Material: AE 1303049; Cust;%ler ordq@ﬁ.: T 9454200 %G
(1% run), TOX 09454-01 (2™ run); Purity: 98.1% w/w. Q @ é\a @@x 6@ (]
Since the first test run on the test item did not provide a final £8sult, a s@%nd test@in was <rngormed

studying lower test concentrations. In the 1% test run 10 co]fémbol g%&l 0—12&% old)@: repli %(8 %
replicates for the control group and for the treatment gro ere-exp sed t@gontrol @yater tr ) ‘z’;ﬁ\ @

X
and 100 mg test item/kg artificial soil dry weight. In th@“d testcﬁgl 10¢ boli§(9—12 days old) @ @ @ O
: & o

per replicate (8 replicates for the control group and 4 teplicat r eas&t atmeg{ group, Were

SN
exposed to control (water treated) and 5.6, 10, 18,§§%and 56 mg test item/kg artificial sgidry w@t‘ @@ N> L
Both runs at 20 + 2°C, 400 — 800 lux, 16h light : 8h'dark. @lring &@tudy@ wer wit] S
@ % A R

granulated dry yeast. o @y Q
Mortality and reproduction were deteminq@er 28 d}rs. § < S &@
5 S
s © S @ © Q& 92

Findings: o @ N
o SN o & o ST W S
Validity criteria: N & Q Q &, @
Z \) . . N 9,
Validity criteria @@Q Re@ﬁme@by th@uidelin%@ %’it:::ed 11@125“?:%)\\ K\

Mean adult mortality &N & O 20% Wa215% D 10%

Mean number of juveniles@ (@) AN N ° 9D Q %
replicate (with 10 collem¥Jans AN Q%IOO N & 1223 Q-‘ 1 1.5%
introduced) 0 A &) @ P
Coefficient of variationellculat % R . & Q @

for the number of %}D\/eniles per

< 30% N 0.3% 69%
replical @ ,@&\;% @ Q@ Q@ @

All validity crigg@were met. Theréfdre thisstidy is vahd.

y 4, § y is @t & .9

N
Reference test: @ &\ ¥ N § > N Q

The most recent non-GLP-t @FRM oll-Re 12, ﬁ May@, 201%With the
reference item boric acid w%perf(@ at teSt:Concerfipptions- 44 67 —&00 - 1563nd 225 mg boric
acid/kg artificial soil dry@yeight, Bdric aci %16 mg@st item@ artificial soil dry

owed §9ECs €D

weight (95% confidencglimits 98y to 1 %g boridacid/kg ¢ 'ﬁcial@il dry weight) for

reproduction accom%g Probit analysis wging mum 'hom@ ressid@y

The result is in @ ommended ragge of t idelin@gabout 400 mg,b8ric acid/kg artificial soil dry

weight). The NOECireproduction Was’salculated tosbe §7 mg borig avid/k icial soil dry weight and

accordinglytghae LOECreproduc[io@ 00 é?ﬁric a%g arti@jal S%@ weight according Williams’
suf

test multiplg t-test procedure, o= 0.0 e—sid%d%smallerQ

This shows that the test O@Qisms we f{gﬁtly S@itive. &

Biological findings: g o N Q

Mortality % v

Mortality for the dif@nt tr@ent I@ﬁismd in th@e below. The LCo, LC20 and LCs values
and itetn/!

O

determined by Pr%gg analy@are 1 1© @hg test kg artificial soil dry weight, respectively.
@

<< O

% SN
$F S
¢ &

&

o

&
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Reproduction %% R © S
N N

Concerning the number of juveniles statistical analysis (Welch’s t-test for inhom eous variances A

one-sided smaller, a = 0.05 for the 1% run) revealed a significant difference bet&omrol and th&2y g}’

treatment group with 100 mg test item/kg artificial soil dry weight. In the 2™ test tun Williams’ —t, @ éﬁ O

one-sided smaller, a = 0.05 revealed no significant difference between contgdhand the treatme&t é\a Q Q '

groups with 5.6 and 10 mg test item/kg artificial soil dry weight. % o & & @

Therefore the No-Observed-Effect-Concentration (NOEC) for reprod%n is 10 mg test item/kg @9 Q Q

artificial soil dry weight. The Lowest-Observed-Effect-Concentration EC) for repr tion é&l @ 6

mg test item/kg artificial soil dry weight. The EC,o, ECy and ECs&Qlues de@%ined @ robity, %, @

analysis are 26.4, 39.7 and 86.8 mg test item/kg artificial soil dight% ectiv@w > b@ @
v @ K

Table CA 8.4.2.1- 6: Summary of the effects of thiacloprid-descfano on Fotsomia.caondida S &% §

Test item Thiaclopri@gescyaite (BCS-AX48007, AE 1303049)

Test object Folsomia @zdtda Q\ R @
Exposure @Q KArtiﬁcn soil @7 @ @
mg test item/kg soil dry weight Adult mortati *CMean number of produ@n
y b
nominal concentration (%) ju@#ilesisﬁ A of chuiro) < X
1% run i > N

R 1o N @2 A © @©> é

@
Control @30 ° 12238 +%0f25.8 %

100 ) _48.8 28 L+ 274 6t D

(o3 AT &
S

S
2™ run 9 A o O
Control 18,0 10 + 5900 [ -

|l X
56 Ry & @5 2183 O %J0.8™ @
32 Q QA15 ", 416.0 & 710 ©41.1™ S

= & 50 D00 SE ey 694
10 NEENES) 8938 = @3 | .U %4 @

5.6 N VY 7> ™8+ 412 7

©

N & Adult mdgality ductich,,
Lcm/Ecm(mgtestitem/x@}?{ﬂdry Jeh) © Q o %9 S 64D

LCa0/ECy (mg test item/kg7s0il dr@veight)v\g H S 39.7@
8

LCso/ECso (mg test itegike soil dry weight) 2 N5 Qy
NOECreproducion (mgatest item/kg soil dryeight) @ﬂ 7 Y \%
LOE Creproduction (i ¥est item/kg soil d@eight);\g @ AaV18

Probit analysis

N R, N
statistically significant (Student \one-sf&d-smalle@ 0.05), w\, q&
-0 S @ ©
aller,
o

The calculations wérperformed with un-rgun&@value§ D @“ Y ~ 5

statistically significant (Williamg)t-test ong-sided-smal 0.0:
l@% & o =0

statisticall ignific: ihiams’ t- -sid
statistically not significant (‘@mms t- ne-side ) Q\% @ @
R o @

&3

Q O N &

NOECreproduction: 10 mg test item/kg arti@ial sdi@\y we%@ @)@ @é

LOECraproducion @ test item/kg gficial dry Wiy
S

Conclusion: Q@ <

Q N
\y\’ v @@\@j Q@ §
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CA 8.5 Effects on soil nitrogen transformation %% . Q § %@
For information on studies already evaluated during the first EU review of thlac, please refer %, \\ @@ @
corresponding section in the Baseline Dossier provided by Bayer CropScience ain the Monograpit. @Q @ %, &
Additional N-transformation studies were performed with the representative@rmulations and sé@) %, QQ @ @)
metabolites of thiacloprid and are submitted within this Supplemental Dosgi&: Q Q) ®© é%
2 & QS @
Table CA 8.5.1- 9: Studies on nitrogen transformation for thiacloprid an metabolites % o @ \ %@ @
Test substance Test design Endpoint &z @6 °\ R
Q ]
%, ('S <\ %
A ©
. . ©© @
. . no N ﬁ( 08y R §
Thl:rcnli(iji rid- Study duration 28 d | unacceptable @2 16 fn&}g dws @ . %—3013'&1—1 N v o
effects D N v N KC&RS.5/5 ¢, @ S
Thiacloprid no (@) s (20 8@ @
sulfonic acid Na | Study duration 28 d | unacceptab S @mg/kg%%s Ms381383-0 @Q @ %®
salt effects Ca S CA 8.50 Q) < N
o ng TN 12) @ O
Thiacloprid- Study duration 28 d unable o> > 5 mg/kg dwll? &@\4—42 01-1 @ N
descyano 5 S @)
gffects K} 0.5/7 @
Thiacloprid no Y (&5 (@ o
FS 400 Study duration 28 d_ g&ﬂbccepta@ (f@?ﬁ“g p @:); ig dV;’;S) M-A69324-01-1 Q\ 9
D-009005-01 effedts =2 s/ ke dy LIKCP 10,5701 §
Thiacloprid ) G O L %(201 ) .
0D 240 Study duration@ un@%table% (AZ 2.93 21 prod ddws M- 791_0(© N
D-009006-01 effects Lz@omzaspkedw@| ¢ op 0.5 S
a.s. = active substance, p.m. = pure meta@e, prod. %&roduct,odw(é\jgry weightsoil &
FTITRT V ©o o &
< SN
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N
I S, 95 01655401 A R
© (N DR S
T Q@ @@“}ﬂ S @ @
M-016554-01-1 O NSRS

R A
— o oD D o o S o
S s 9 & g
i o 2o SO Yy S
M-016581-01-1 @} N @} a & o éﬁ w
N N
Qlighini@eonghingon g & & ©
SR R S & & o
S > O OO s
Ve o & 9 .0 O ~
@ & & & @S O
Report: --§}§®8, M—§m§378— & @ @
Title: Metabolite YRC 2894-anide: Dg/t\rmlnatl effect%)n mtrog&transfo[@ganon HQ% @
Report No.: LRT-N-94/08 - @ ‘\ 9
Document No.: M-301378-01-1 o %>
Guidelines: OECD 216; adopte Jan 21, 2000 OEC uid or the@mg of @
Chemicals, S%MICI‘OO sms rogen nsfor ion Tes none G @
GLP/GEP: yes (@) é& S

@ @ @ Ko &
o & 9 <& @ @
Objective: N) Q ° Ro N N &) N

The purpose of this stud)éﬁs to d%mme the&effecf@f thlac&@Hd ami“él@ (metabolite of &iacloprid),

on the activity of soil n@oﬂora@i{h regafdto nltr@n tral‘isiormatl t%l a labgeatory he t

was performed in ac%rdance v@ OEC u1de]% 216 (2000) basurl e nitrogen turm:@r.

. @

S &Y @ N\
Materials and@hods: @ @ . @Q § @
Test material: Metabolite YR m%ie (KK 54; MQ of th&})prldi@atch ce&
AE 1303043 00 1B98 0001; @gm b%tch no.: M57S; %alysed fotity: 95D w/

A loamy sand soil was ex osed for 2Qd’to 8 test ite) @ ght soil. Lucerne-
grass-green meal was@d tot (5 -f p dry weig ts 11) stlmul nltroge transformation.

Immediately after treatinent and after “ and days s@dract@ld the acts analysed for their

content of ammonﬁ%x—N nitrite-N and n1trate us n1 = on%ran + bbe Autoanalyzer 3.
@ \

Findings: & Y

Validi %%‘ia % @ @ @

In this study, the highest coefﬁc1ent o@arlatl@c tween itrdte-N concentration in replicate
control samples was 6%&(@1@5 after treal t) ang \- did @xceed the recommended limit
< 15%.
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Reference test: % R § § <
Sodium chloride was used as a reference standard in the tests. In tests (non-GLP)#&4gh the same soil &@\’ %\ N &

16 g NaCl/kg dry weight soil had a distinct and long-term (> 28 days) 1nﬂuence?ﬁmcr0blal @ <G Q\ @ @
mineralization of nitrogen. @ @ @ é

'S
> S VR O &
Biological findings: @ <© @
During the 28-day tests, 8.00 mg Metabolite YRC 2894-amide/kg and g Metaboh ¢ YRC 28$ Q
amide/kg had no relevant influence on nitrogen transformation in a loanty sand soil suppl nted
Lucerne-grass-green meal. 16.00 mg Metabolite YRC 2894-amide/kg caused @mpor@tlmu ghf)l‘l of %, @
the daily nitrate rates at the time interval 7-14 days after treatment QY the en@f the rimeghtl 4-28 @ o3 & %
day interval), differences in the nitrate-N rates between contro %1 samy W\‘and tregied soil @ples are Q @’ SN
<25% and meet the trigger values of above mentioned guldeﬂ% or a @nmatl&kof the&dy % § - @
< &
RN RN O e & 9§
Table CA 8.5- 2: Effects on non-target soil micro organisn@ K v N R @)
S Q> g
18 & ’
@)

Test item etal ¢ YRC:2894-am¥de
D KKO?Z?: Mozcﬁthia prid) @\ ©@ S
Test object Gwil Mlﬁrgaﬁ @b K @ @

@ltrogeNransfor tion y san@oil) q K
Exposure A N A28 days N @) & @)
mg test item/kg dry weight soil ~ & 8.00¢C, & A16.00 S °N @
. . O &7 Q, @
Final results: Q N < S N
Difference in rates of nitrogen formationﬁ%; @ § & @% Mo @ @to\’
between control and treatment groups ons @ Fa) 2 v @
n.s. No statistically significant difference to the¥gptrol (smdé@ fest, 1wé@cd o= 0.08 @} o o
* statistically significant difference to the cou&;mdcm 1w0 -5} 8&13 a=0. OS@} § A @ & &\

X
N
Conclusion: @ «:§ § . @ @@ & @
Metabolite YRC 2894- ang@has n@egaﬂve %fluend%)n the t@@ver of&gﬁogen irﬁils§@ R
S N @b S @
Report: "  2605: 1\@83 o v @;%
Title: S Metabolite YR 4-su ¢ acid alt: Determinat f effi n nitrogen
QO §‘ e e%@@ R

transformatlot@ sml

Report No.: LRT-N-96, INY
Document No.: M-30138 /(% & S \ Q\ %
Guidelines: OECD opged Janu O\OECD @'idelme@r the ‘Festing of

Chemical s, So@yroor geq sforl@lon Te@one
GLP/GEP: yes

o @
I
Objective: @ @ @ @®
The purpose ofﬁs dy was to de@mme w@fects @ ia ]§1d -sulfShic acid (metabolite of

thiacloprid), applied as the sodiufrsalt, on th&actiyity of soi rofl \llth regard to nitrogen
transformatxggl in a laboratory test. The te%was pepformed @ydccordance with OECD guideline 216

(2000) byxueasuring the nitrog tuny?@g TN Q o
@° & @ &
Materials and Method&
Test material: Meta 894 S n1c a01d Na- S@AK 6999; M30 of thiacloprid); Batch
code: BCS- CM39 01 0 rigi hno S 9799-2-2); Analysed purity: 95.0% w/w.
S
% (SN
N
% &
<

&S
&
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A loamy sand soil was exposed for 28 d to 2.00 mg and 4.00 mg test item/kg dry weight soil. Lucerne- % . Q ) %)

grass-green meal was added to the soil (5 g/kg dry weight soil) to stimulate nitro ransformation. A N @

Immediately after treatment and after 7, 14 and 28 days soil extracts and the extRgets analysed for tH&r @?}9 Q\ @

content of ammonium-N, nitrite-N and nitrate-N plus nitrite-N on a Bran + Liibbe Autoanalyzer, ?”\9@ @ éﬁ é

o @ & S NV 0O o

Findings: % Q &’ & & (@) &

Validity criteria: @ Q © @

# . . o . ' . Lo \ @

In this study, the highest coefficient of variation (CV) between nitrate-N con emratloyephg% (04 6 N v %,

control samples was 11% (7 days after treatment) and thus did n(@zceed @ ecomye ded 13@1 @@;& &§ A

< 15%. o

2, (@)
Reference test: % . @' @ Q
Sodium chloride was used as a reference standard in the testovin te% on-@@ with @ same{%}
@ S

16 g NaCl/kg dry weight soil had a distinct and long-ter 28 days influédpe on nffgrobial Q %\ @ o o
mineralization of nitrogen. K X Q\ v < @ @

&© % "\@ v \@7 § N @ 9
Biological findings: N) N O\%

R o & o
During the 28-day tests, 2.00 mg Metabolite YRC 2894-s{fonic @\J a—s@g an mg & ©©> Q
Metabolite YRC 2894-sulfonic acid Na—salt d nege vant influence §gpnitro ans@@ation in @

a loamy sand soil supplemented with Lucerng-grass-green m n nog of the time interg ana}y@ &
during the 28 day exposure the differen(%in the déy nitraf rates g eeds t@rigger value (@A). °N )

Table CA 8.5- 3: Effects on non-target seil micro &'ganisms @ § (7& @% o $
@

Test item I @Ietabol@YRﬁ(}?@f-sulfon@acid I&%salt N
S q R, (WAK 699BWI30 of thiacloprid) o\ S

Test object @ NN \4 Soﬂ@licroo@isms @ I
N @ Nit¢rogen-Transformafipn (loamand sqil) @
z S

Exposure N Y < 28days @y
mg test item/kg dpyweight ib & 2005 < $ A
Final r@[s: @ Q e o <O
Difference in rates of nitrogen f@ation %) K o @ @ @ @
between control@sd treatment groups @ Q“'S‘ h\ @ 2 n.s?\§7

@)
s No statistically signiﬁ%lt difference to the co@ustude@ﬁ. two@o& 0.05) @ @J \U
A @ ) S @) v , O

Conclusion: ° N @ N AN
: I S R N Y
Metabolite YRC 2894-sulfonfsdcid Na-sdlt haggip negativg influefge on th@lmovof nitrogen in
e

soils at an application rate éup to mgt m/k@il. L @ S
@ & > .o O 9o @

QO O
@\%Q@@

< S &S
N fﬁ @@ @\@ @Q &©©\
G @ © 9
& O § S @
% Q
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Report: - . 202 V1-422083-01-1 @ & Q\ @ @
Title: Thiacloprid-descyano: Effects on the activity of soil microflora (nitrogen ©Q @ N) éﬁ é
transformation test) S é\a Q Q Cix
Report No.: 111048079 N %@ Q . g @) @
Document No.:  M-422083-01-1 9 Q o &
Guidelines: OECD 216; adopted January 21, 2000, OECI@gJ@ideline for th estlng\(@ \ % @@
Chemicals, Soil Microorganisms: Nitroger&iransfor ation; ¥ Q@ 6 R R "
GLP/GEP: yes S @ ", 8 @% Q A
» i @ TS & oa
Objective: % @' @ Q N @j @
The purpose of this study was to determine the effects of t&acloprﬁ@eseya N metaid & Q\© S ®, §
thiacloprid) on the activity of soil microflora with regard$d nitry oo tran%o Rationin labor@ry @’\9 @ @ Q

test. The test was performed in accordance with OEC 1de1€;& 16 (2
nitrogen turnover.

by 1*@Surm\g% § § @ &

Q O 0§ &
& Q O 5

Material and methods: @ @ @® & @® Q& S ®©> S

Test item: Thiacloprid-descyano (AE 1303@@) Batch%ode 5@1303049 1-01; &1g1n & No. %) ©

BCOO 6422-1-11; Material: AE 1303049; CAS N%\12086§2 9; c@mmer Ofger No.: TOX @ N 9 %

09454-00; Purity: 98.1% w/w.

. S Q
A loamy sand soil (DIN 4220) was exp\osed 8 days to l .00 §Otest 1t@%g s x> §
weight. Application rates were eqéir’alent 175 angd 3° est itemgh ha Deterﬁmnatloné%he
nitrogen transformation (NOs- gen productlo soil @Qhed v@ luce wneal oncentrat@ AN
in soil 0.5%). NH4-n1trogen§and§02-nmo termined usm@e Aut@yzer@ran + @
Liibbe) at different samph tery: @ @

1&\11d 28 days aft %atme{ﬁk @ §
@’
S @ o @ & %’ > & e

Findings: o S @ 37\7
Validity criteria: N
The coefﬁcier@varlatlon in thé@ltrol @ N) v@mammum 5. @ndt ﬁlﬁlle
demanded range{< 15% \ % N

@ & %o
Reference test: @
In a separate study the referénce it %mot ause; @tlm tlon of n@gen t ormatlon of
+42.0%, +68.1% and +32ZB% at mg, 27. 0@1{; Dmc@rb per é@ysoﬂ dry weight,

respectively, 28 days after apph 1on

Biological ﬁndig% @ @ @ y %
At a test concentration of 1.00 mg¥kg soil dry t, the teski thfa@»prld -descyano caused a

temporary infybition of the daily itrate at tln@mterva@- ar@emporary stimulation of the
daily nitratevrate at time interval 7-14 gays aft%}“pphcatl ©‘>
Furthermore, the test item gaysed a tempora% ibitiggyof the daily nitrate rate at the tested
concentration of 5.00 mg/ dry oid, at ti terva‘l@m day@ter application
However, no advers@cts idclop escyanwon niggagen transformation in soil could be
observed at both te, conc&ration he en{ﬁof the ‘t@ 28 days after application (time interval 14-
28). Only neghgl@ dlffe@s to c@ptrol 06ﬁ> .3% (test concentration 1.00 mg/kg dry soil)

S
& & &

@ @
& N

&

&

Q@
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and -1.4% (test concentration 5.00 mg/kg dry soil) were measured at the end of the 28-day incubation

period (time interval 14-28). @ & ?”\9\ ° &
\§ @ 5 @ I
Table CA 8.5- 4: Effects on nitrogen transformation in soil after treatment with t&iacloprid-descyano@Q ?”\9@ QQ @ @
Time Applications rates @ A Q) @© é%
Interval Control [Thiacloprig<@ycyano] ¢’ &S & &
(days) 1.00 mg/kg dry weight soil 5.00 mg/kg-dry weightGil R \© & @
. . % difference . %@iffere@ Ry Q<
-ND NV _ N
Nitrate-N Nitrate-N to contfe @)l;htrate 2o contro @6 N 2,
0-7 188 [ £ ] 017 [ 129 | = [ 029 -31.6© 1 | 2% 0325 -89W ] %
7-14 067 | =] 015 094 [ =+ [ 020 +4Q40 [ 45 | o2 0457  -388ms @& & °
14-28 070 [ =] 020 062 [ + [ 030 Ry, [9.69 4 F | 0.08 14 @j @
The calculations were performed with unrounded values Y @ ﬁ @ ‘7\9
h Rate: Nitrate-N in mg/kg soil dry weight/time interval/day, mean of ?@Jcates @nd\%ndard dy & °\ @ Ro
n.s. = No statistically significant difference to the control (Student’s t-test omoggnedus varlance;@mded}, @ % @ @
*s. = statistically significantly different to control (Student’s t-test for h@gcnco& jances, @vd p< @ ?@5\9 @ @ @
N &

Conclusion:

Q
Thiacloprid-descyano caused no adverse effec@dlffere&g@to com’@@ < 25%OEC
nitrogen transformation (measured as NO;-@oducti’&g) at ﬂ%nd of thef@g day igcubatl

The study was performed in a field soil at Cbacentggt

equivalent up to an application rate

CA 8.6 Effects on terrestrial nom\t\g\rget hi

For information on studies alre
corresponding section in the

representative formulatteiis of

evaluate

line &sswr pr

Studies on non-target plafiiy (seedl@ emer, ence a

oprt&ﬂ are p

of 3@ kg tes
S

duri

@ plaK@

v

tions up
'm/ha §

O

§§@J rev1®»of th1
ayer CropSc1en®and i
~

o,

S Y

00 m&test 1te#l'<g soil, thch %\
R, @ kS
R <

@@ getatl@m go
T ented%bMCP @ume

R

Y

i

Q)
nd |ease refe@o
Mon&grap

cond@ with %ﬁe’
nnex

10@
@

6

Q%ave b

o

9

O

QO

@

CA 8.6.1 mary of scree &é da
Please see CAZ;® ' @ N § @7 S, ©© § 5 ©\
\ & O O & A
CA 8.6.2 Testing on arget ) nts °\ @ @ @
%h% 1999; @%0967&@{@ 1
Q N
%&4 009676-01-1 & § @fjg @ %@
o & e
QO Qon gy
o tgy 45%5 A <i§9 Q<§§
- v o @ &©
s (flofdand fata)

CA 8.7 Effects on othe&@restgé'agorga

No additional studie: re pe ed. @
&@ p% O & 9
o o O N
& & &
g\f (ON 2,



Page 162 of 162
2014-10-10

B
Bayer CropScience
R

Document MCA: Section 8 Ecotoxicological studies

Thiacloprid

CA 8.8 Effects on biological methods for sewage treatment

No additional studies were performed.

CA 8.9 Monitoring data

No monitoring data are available.
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