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CP10 ECOTOXICOLOGICAL STUDIES ON THE PLANT PROTECTION
PRODUCT ¢
& &
@ g
INTRODUCTION @@ @
The purpose of this MCP-Dossier Section 10 is to support the approval pdcess of thénew -active
substance isoflucypram in the territory of Europe under (EC) No. 1 107/20% @ ©
X
Isoflucypram EC 50 as the representative formulation @Cf% emuls1ﬁ@@e concentraté}(EC@ontalﬁﬁg @
50 g/L isoflucypram for use in cereal crops. g y\g @
@ N S Q & &

Isoflucypram is a novel broad spectrum fungig@ the chemical cla§s of @ycl@mpyl- -be .\ 1-
pyrazole-carboxamides with an outstanding efficaCy against ‘@% majQr ecopomically 1m reant o @ gal
diseases of cereal crops (wheat, triticale, rye, barley @@@f oat&nd %eellemprop ety. " 2’\9

sta

Since isoflucypram is an SDH inhibitor a@ th& ass d t C nge Gr@% 7 the
apphcatlon scope of isoflucypram- contaﬂﬁng n ce ls 1th o@ one @)ha@ray
maximum of 75 g a.s./ha supports an ef@ 1ve%@g1 i- re tance ana ate
Tailor-made and broad spectrum i gﬂ ram c% 1naQo s ﬁm@prop@tles in
terms of plant physmlogy beside astu@ a ertal@cur ef con@jol fungal
diseases and to maximize the full 1d pot ntlal (?f th%ereal

This document summarises < ecotgxwo%g@al dara, rlgl@ ass@n r%)s and @assﬂ@atlon proposal,
which are relevant for the %pproz&al of iggtlucypram theﬁprop(a& intépded uses, including the
representative uses, unde@{egul@lon ‘fZ’ 107/2 09 1n acc&C 1th requirements laid
down in the Commlssmn\Regu%tlon @gE ) N¢ 83@ 13 under lasmicat@Regulatlon (EC) No
1272/2008, & o & & @\ S S o

Details of the htﬁre @arch%aerbaﬁn for 1soﬂ®1pra§n3@1ts mgtab &es and products have been

summarized i 1n the D ent MCASectio
S A & §
Throughou@)the de@’lopm%ht o@hz@: &&n Is cypram E@&) the following synonyms may
ode:

have beenyused and re d %@a r\&)de BCS-CN88460 EC 50 and the
Bayer-zﬁi%rnal abbrev@gtion shprt C ¥ ECQP. Alkprodutts described by either of these codes

refer to the same f@wlat&% Wl‘@men‘u® Con@osm% Q\
The same apph@Qfor oht CS%@ %&@?ca ylic acid for which the Bayer Code is

BCS- CY2649@and ﬂ@%ay@ﬁme h@cOd

v,
A
@

@4?
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Use pattern considered in this risk assessment

Table 10- 1: Intended application pattern @o @@
Crop Timing Number | Application| Maximum Maximum 2> @
of of interval label rate pplication ‘@@
application | applications (range) individual tr&tmgn@
(range) (ranges) A
&% [k @./hoa]@;)@ 2
[da)@ [L prod¢ha] Isoflucypram
R & O o &
it bl o | PECHI09 | 1| g | OIS s GRS O
’ ' \)@ Q & Q © - @) &?J
& RN @Q ©\® N
Definition of the residue for risk assessme CEERS N Q S >
@ @ @ & % & ©
Tablel0- 2: Definition of the residﬁeﬁ)r r‘i&k@;s @en < ) § © @j @
' pmenty S S &
Compartment Residue deﬁnmol@ﬁr r1§&§ssessment %y W\ﬁ A@ @DQ Q
Soil Isoflucypram an@%cs @ 8846Q- carbékﬁlc a&\g@(M@ N Q « ©
N

Groundwater Isoflucypram amd BC8;CN8&H0- ca@xyh@d (]ﬂ\@) @U @v AN
Surface water Isoﬂucyp@(-@andoﬁ@s CN@GO@boxxl@ adcid@ 12) ~ @w) N
©

Sediment Isoflucypram gnd BCS@ 884@0 cark}Q{(yllc a&\éjj(MJ @ &
Air Isofluggpram © @ § «\\ 9
S NN v X
% @ & @ 6@ \© é N "\@
v S S & O

CP 10.1 ﬁfe@ on Q%s ag;d o@er tgﬁﬁ%t% Velzcbra@

The risk ass @gjent \ per@m @cord&% to “Euro@n Food Safety Authority; Guidance
Document on“Risk sess@ent for Birds Mf@)mal@n reqUest fi8m EFSA” (EFSA Journal 2009;
7(12):14380i:10. 290% efsa %6@9 @@), refotred t64n thesfollowisig as “EFSA GD 2009”,

< D

IS @ @ @ § L, O
S
et on i S
CP 10.1.1 ff(%ts OI@ ds% o >
P s § &
Table 10.1.153 End@mt@ed 1&%k a@ssme@k >
Test =) | Risk @1 @ En@omto %U Reference
substal@ assessglg@nt ces
NEENEEEERERN 1 =
& > N~ RO 2015; M-535551-01-1
Gog B@whl Q
@° N KCA 8.1.1.1/01
4 Acue @ Wl§ L%  >2000 mg as/kg bw
SRl @ B 2016 -
fofieypg & O E P 547051-01-1
Q@ o ©918 KCA 8.1.1.1/02
)
LSS ; ;
& @] Loppiterm | Mallard | NOEC 1000 ppm 2017; M-597500-01-1
Q@ @@@ duck | NOEL 60 mg a.s./kg bw/d KCAR 11301

Endpoh@ bold considered relevant for risk assessment
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Metabolites of isoflucypram

The metabolite BCS-CN88460-propanol-Glyc-MA (M21) is a plant metabolite, which was found in
wheat hay at an amount of 10.3% TRR in a metabolism study with wheat plants (see MCA Sum >
Section 6, Point 6.2). Therefore it may be ingested by herbivorous birds or mammals. This metag?e,

is assumed to be cleaved under acidic conditions in the stomach of birds and mammal 0 thé@’
metabolite BCS-CN88460-propanol (M01). The metabolite M0O1 was found igthe metabolj @bathv@y
in rat and hen (see MCA Summary Section 5, Point 5.1.1 and MCA Sumnfary Sectlon 6, %om
Therefore the metabolite M21 is covered by the risk assessment %lth the ac @angg@

isoflucypram. < @

Table 10.1.1- 2: Relevant generic avian focal species for Tier 1 risk ass@nent

<@esentatwe

Crop Scenario Generic focal species

BBCH 30-39 Small omnivorous bl%

“lark”
Small omnlvorouszlrd
[3 ‘1ark3 9

Cereals
BBCH > 40

9 S
SIENS
ACUTE DIETARY RISK ASSES@@IEN@’

o 9 O
Tier 1 acu%@k as¥essmentfor b@

R &DDD@J
Genericof(@l speéips SV
(o

Table 10.1.1- 3:

Crop scenario Trigger

pl.
ha]

1\@590 Ko

1k

[ma.s./ kg TERA
o

Y

BBCH 30-39

@

Smallmmv%@g b%@
[3 Glarbn

BBCH > 40

Q1205

@ 0019
\

9

)
@0

> 2222

10
> 3704

(S§l n@wor%@%d
S " @4
The TERa V§ues @alcul‘;&ted 1

acceptablg@y>> trigger of i@ for eval

low an@ceptable Wi d for
S
Q\ NS &
Acute risk asses@@nen@r b§ dr@mg &mtal@mateater from pools in leaf whorls

For the funal wB3e nﬁps dﬁder
)

cons1dered relevant accordin @ the %@SA
S

mamma 009) @
¥ Y&
Act{&rlsk assessient f@%lrd\@’rm co@mlnated water from puddles

s
S

sment©on @r 1 level exceed the a-priori-
1@ risk to birds can be considered as

ahs‘s&sk dSpessment.

cute ﬂ@% as
d scedario
mor

v
a&@ssm&g@m is evaluation (cereals) the leaf scenario is not
@;@Jlda Document for risk assessment for bird and

Table 10.1.1- @Vallgglon @te con@‘n for exposure of birds from drinking water (escape clause)

@c ARef@ QLD% Ratio “Escape Conclusion
Crop éﬁ (Appficati ARt / LDso clause”
Q@ @ fatex M No concern
o u@g] (% a.s.%ﬁ [mg as/kg if ratio
N
Cé{eals @6?579 6 75 > 2000 <0.04 <3000 No concern
~Q

According to the EFSA Guidance document for risk assessment for bird and mammals (2009) “no
specific calculations of exposure and TER are necessary when the ratio of effective application rate
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(in g/ha) to relevant endpoint (in mg/kg bw) does not exceed 3000 in the case of more sorptive
substances (Koc > 500 L/kg).” This is the case for isoflucypram and therefore the acute risk for birds

from drinking water that may contain residues from isoflucypram is acceptable. @" >
<
N
LONG-TERM REPRODUCTIVE ASSESSMENT S @® S
& N
Table 10.1.1- 5: Tier 1 reproductive risk assessment for birds % § @©\ &
. DDD (9 & |NOAEL Y
Generic focal
Crop . Appl. rate @D [mg a.s./ @TER@Tri & &
species (ke a.5./ha] SVm &MAF m |frwa @ ke bwie @ [\@ g@% C&©
: . @ S O >
BBCH 30-39 Small orEmV(lrous bird ' Q 0 {%10 I < 286 @ %)
lark ~ P Q . @}
Small omnivorous bird 0075 9 1.0@3 0.53 No.13 | 0 6\ 1 5@
BBCH > 40 e NI R 4627 | u,
~ R € G @Q K% é % ' °
The TER¢yt values calculated in the chro%?%isk&sé@ess% t 0@1@& 1 d the —pri@j— @

g
acceptability trigger of 5 for all evalua scep%giosé;%‘us, ﬂ§ ong- . o bi ca&be §
considered as low and acceptable wit I it né@‘for €I, F0Te FEe 1sti@<iask a@ssm > Q)

Q & X o

NN S %
Long-term risk assessment for b@s d@gr@in%@conta&nme ate@om éﬁddl@ \%
Table 10.1.1- 6: Evaluation of ntlglf%ﬂnmrn@i)r exposur @blrd@um drinkingyvateré(escape clause
gential LN Ryratefsscape clause

NN
Crop Koc ARggr @(A)E@ Ratfe o« | “Escape
[L/kg] %Appli@tion@ﬁmg %/ (Aﬁ;licationr tox ctlause? .
ratex MAF) 1 k &d]@jﬂAF@(@@O(A) ) g c0$em Conclusion
a0 g gﬁ@ - § " é & ifxatio
Cereals 1@@@6 & 7@ %N 60 O @© (0@ I \{(\\@S 3000 No concern

© > & Y & w
According to E&?@A Gt@lanceéocmge@rjlt f@?’risk@ess@s[ fop, bird and mammals (2009) “no
specific calgulations of ex%sure@@nd T%{ are&ecess@/ when the gitio of effective application rate (in
g/ha) to relevant endpQint (é@%fmg/ w/d) doe@not eeN 00 in the case of more sorptive
substariees (Koc > S0@L/k 3 This T th@aseo v isofF&@ypr;a@and therefore, the long-term risk for
birds from drinki@ter @%t m@ogt\é@ re%@es ﬁé@gn isoﬂ%\cypram is acceptable.

2 & > S ©©
RISK ASSES@VIEF @CQP@AR@’OI§NIN@?
T D LogPowighes s O & O

able 10.1& : Log Pow ¥y ues. Q 2)

S @
Substa@ ’ .9 @JlogP% @ N Reference
S S S L9
s IS o ( H<§j9) « | KCA2.7/01
SoRleypm- @ o g@ ’ &© : £ 2014; M-484656-01-1
&@ % ﬁ& N Q)

. 29 (pHS) KCA 2.7/02

s s | 101 009 I I 5 51955
@ o O Pl (pHY) 01-1

N

o O R :
Eff@s on ond§ potsgning have been assessed for isoflucypram, due to a log Pow value above 3.
The metapslite BCS-CN88460-carboxylic acid (M12) is assessed in the aquatic risk assessment and in
the ri ssessment for soil organisms. The Log Pow values of this metabolite are below 3 at
ecologically relevant pH values. Therefore there is no risk to birds from BCS-CN88460-carboxylic
acid (M12) through secondary poisoning.
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Table 10.1.1- 8: Avian generic focal species for the Tier 1 risk assessment of secondary poisoning

Generic avian indicator species | Body weight [g] | Example | FIR/bw
Earthworm eater 100 Thrush 1.05 @o
Fish eater 1000 Heron 0.159 o >
Qb R S
Long-term DDD and TER calculation for earthworm-eating birds w s O\Q
Table 10.1.1- 9: Tier 1 long-term DDD and TER calculation for earthworm;\\e%mg birds \© . § %@
Isoflucypram %ﬁ @ g}a Q\\ @Q
Kow 10000 « R O S & o
Koc [mL/g] 15804 @ Q& o0 R @© é}
foc 0.02 Q? N @@f @ & &) @&
BCFyorm 3.82 Voo L& @ D .S
PECsoi (twa, 21 d) [mg/kg] 0.03B & @@ PO @%f @§ >
PECyorm [mg/kg] 0.11 I~ &’ Q@ & . S @% IS
FIR/bw EIETS RN < &% O §®@
DDD [mg/kg bw/d] 0.2@&° |°~ %@ \& Q O & é\a S
NO(A)EL [mg/kg bw/d] TOIENES § > § § @ o
TERLT @0 9 > ®\ @é Q) N> LS
T o & & L9 &
rigger @ o S @ Q IS ©© «
AKoc value given in MCP 9.2.4.1 (T&ble 9.2° %k 1) © AN @ & Q
B PECyoil, aceu value used for risk as%gsme%Mcp fﬁ T@Qa 9.13p3) & @ © o
% . SEES
Long-term DDD and TER ca%ulat(%)n@ for eg b@ (&% $ §
Table 10.1.1- 10: Tler®'ong @§m @D an@l‘ ER @ula&o} for f@l-%@g blris\
Substance @ &Isoﬂ,\u%ramﬂ N @ @@ § @
BCFrisn > 370 @holg fish) N §@ @
FOCUS Step 2 PECsy %
(twa, 21 d)[mZQ?%E $ %©0'002@ b o\@ @©@ S} %@
PECiish [m | 0064 @% @ @ g
FIRbw O & 01590 S NS
DDD [my/kg bw/d] - 0160 7 S
NOA)EL [mg/kg bwid] |~ 50 &> &
TERw % eg SIS (N Qb
Trigger N @ d @) @j

IS
*21 twa PECS@Tue gl@n 1n @@Tablixz 4.3- %

The TE lues for @yﬂuc@am @é ab@se th, %Engger of concern of 5, indicating no risk from
seconda poisoningé&r earth r& and &s eaﬁ@ birds.

X
S ~ @\ < $
CP10.1.1.1, %" Acute ogal toxicity <

For amrnal@lf;ge\reas 5& no, acute toxicity study with the preparation was performed. Such a

study is r@&dee n{Sd neeggsary given the fact that the active substance is not acutely toxic to birds.
N @ AN
SR
C&%ﬁ.l.l@? WHigher tier data on birds

the results presented above, no further studies were necessary.

In vie
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CP 10.1.2 Effects on terrestrial vertebrates other than birds

Table 10.1.2- 1: Endpoints used in risk assessment

Test Risk . . Y
substance assessment Species | Endpoint R@erence @®
ﬁ, V::' 20 E4, . é
Acute Rat LDso >2000 mg /kg b‘% M- 485872-§- N
~ KCA 5.2/ 9 4
Isoflucypram € & bR - >
R . ‘\g @
Long-term | Rat NOAEL eproduction vﬂ 9 mg/k%@v/d 7 v
N &
Endpoints in bold considered relevant for risk assessment N o > < %
S 3 @@ ¢ & ¢
Metabolites of isoflucypram & \ LB @
The metabolite BCS—CN88460—pr0panol—Gl@MAé@ﬁl)&?a plar &t’ me@oht hichWas found in
wheat hay at an amount of 10.3% TRR in a metaiplism %% wheat plants (se éMC mmary
Section 6, Point 6.2). Therefore it may b% geste byi@ rous b%ls or <@mmals Thi S§ite
is assumed to be cleaved under aci conamons the& of* erds ammal the
metabolite BCS-CN88460-propanol 1 %}e MOk@/as f m ohc thway
in rat and hen (see MCA Summary Sectiggy’5, Point 5 n 6 @omt 6.2).
Therefore the metabolite M21s c%/ered @By th@rlsk %&sess acti&e substance
isoflucypram. @ w\g @® Q
R & @
Table 10.1.2- 2: Relevant %yerlc @l sp@les fm@ier 1 @k assessme@ @ 9
Crop Scenario G\\nerlccgcal species preg@atw@peck %horwﬁ value (SV)
Q% @ % ]%ong-telgn“ﬁA Acute RA
@ @ @ @ based on based on
/(\& @ @ (2 & @Dmean RUDy9g
S = @ N
all 1rf§ect1v rous  NCommoiy shrews AN
BB%@% 20 %" ] eh r@& X (Sor}i%mn@) oK 5.4
Sméty herbiyorous ongole 2 i
. BBCH > 466@7 mammal®yole” f(@% C@cmtus arval® qoy 217 40.9
Cereals&CBBCH 303 &ﬁnau nivorous Woo@ous% Q) 39 86
N maniiwal “mayse” &) (Agbdemt@sylvat@) : :
om@NOrous™ Wod m&ase
BBCH@%O %‘n ouf@%? . &pod@aus syleticus) 2.3 32
@D Q LY O, K
NN PO NN
AN SRS ,%Q & @
O @ %
@’ NS @ N
N Q
Q A\ N N
v B QR © Q@ @
. CANO RS
N N
2 A N
RS
@ < Q & ©@
& e oe
VS S8
S @ o
S
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ACUTE DIETARY RISK ASSESSMENT

Table 10.1.2- 3: Tier 1 acute risk assessment for wild mammals H\@o @
LDso N &
DDD [ S @&
Crop Generic focal species DDD | , s@ké TERA @igge@@
Appl. rate SR (S
SV | MAFoo @,’V] .
[kg a.s./ha] I @ %
. . ﬁ @
BBCH 20 | Small insectivorous 5.4 0.405," >'4938 o\@ S
mammal “shrew @ N % ) @
BBCH > 40 Small herb‘l‘VOI'O’l}S 40.% 3 @ @~ 6 é\g ©&
mammal “vole & N ® &
Smoll o 0.075— S > 2000 @@) 0
BBCH 30-39 | >mMmallomnivorous : .64§° @ g &
mammal “mouse 7 N f) @@
i IR
BBCH>40 | Small omnivorous | 5] N | g890 %@’ @@ s sts]
mammal “mouse @ @ %, s S
U @ Q & \ 3
@ © &~ O @ &
on 1 forawild ammal XC he
na

The TERA values calculated in the acute alssessrrxe 1
a-priori-acceptability trigger of 10 for ev@ ted h “acute ild mals

can be considered as low and accept@e wg:ﬁ%@ut n@d fo@'the@me ©n isti@sk @ ssnégn ;
L)

\.
«—»

SE
N O
Acute risk assessment for mamli@ls dgbnkm onta®nate®'ate<© ©©@ @@Q \%
The puddle scenario is relevor th@ acut@rlsk as§@ssmen @ @Q @ (S é
%

@ AN
Table 10.1.2- 4: Evaluaéipn of @tent@on § for exposure of m@na@ﬂnkl&@vater

o @ % LbY @ @ & %sca@

@/

Koc g “Ratio © clapse” .
e, \ )
Crop [L/kg@ i ! l\ztl"@; @% :,/Sd ]® eﬁ) @Dso > No concern Conclusion
N RS o \Q & ratio

)
Cereals @9.6 <© @5 Q Q@OO S @< 0. 04§ v <3000 No concern

})
Accordi \to the EF G idance ument foré%k {gsm® for bird and mammals (2009) “no
specific calculatz e ure%nd T are ‘Hecessa wi@ the ratio of effective application rate
(in g/ha) to relev 37 endp nt m /%g bw doe@ ot exceed 3000 in the case of more sorptive
substances (Koc@ 50 kg) his he é&se fordsofl ram and therefore, the long-term risk for

birds from drigging w@ter t a{&@@ntau@remd@ froniGsoflucypram is acceptable.
@ OO O o @\
S O AR
LONG—@RM REPR@DU@VE XSSE@\GE&%’
TableJ0.1.2- 5: ﬁr 1 @rodl@ave ri ass@ment for wild mammals

< NOAEL
fieric focal & L .
Crop G «ppl. ra@ DDD | [mg a.s./ [TERLr| Trigger
&pecl&% ;ﬁ a.57 hﬂ] SVm MAFm fTWA kg bW/d]
Sr@d mse@voro Q
BBCH > %gb - rwﬁgﬁ 1.9 0.076 1222
BBC@ 4 al blV fois 217 0.863 108

0.075 1.0 0.53 92.9 5

B]%H (,3¢§9 Sma“ Omﬁs}om‘“ 39 0.155 599

mammal “mouse”

BBCH> 40 |>mall omnivorous 2.3 0.091 1021
mammal “mouse




~B Page 12 of 103
A

BAYER 2018-04-
E Document MCP — Section 10: Ecotoxicological studies
= Isoflucypram EC 50 (50 g/L)

The TERyr values calculated in the reproductive risk assessment on Tier 1 level for wild mammals
exceed the a-priori-acceptability trigger of 5 for all evaluated scenarios. Thus, the long-term risk to
wild mammals can be considered as low and acceptable without need for further, more realistig@isk S
assessment. S
g

N
S)
Long-term risk assessment for mammals drinking contaminated water @b @ ©)
@ S L

o

Table 10.1.2- 6: Evaluation of potential concern for exposure of mammals dl%king water (@peﬁse) &

s X
e 2 YR S
ARt | NG AEL Batio oy cape & D @Q @
Crop Koc (Application [mgas/ | (Application rat clause &7 Co @sio§w &
[L/kg] rate x MAF) S T No concer\go Q)
[g a.s./ha] kg bw/d] @AF) / NO(A}&Q if ra};i@ D (@n© @Q}
Cereals 1579.6 75 929 W 0.81 9 <3000 HNo concern @}

\ é@f S D . RN

According to the EFSA Guidance Documer@for r& assessmentifor %@and@amma}s (2%)% “no
specific calculations of exposure and TERare n@&ssal@ henQfie ratid of ectivéppl' on fe
(in g/ha) to relevant endpoint (in mg/kéb /Q\doe&%@t exgged 36% in @e cqse of more sagptive
substances (Koc > 500 L/kg).” This is@he cése for i%ﬂucﬁs}ram @ the&%forﬁe 10@tern‘§ for

mammals from drinking water that n@% cofitain ge@ues from is@"uc@n i@ cep@e. o
S TS Y S SRS IR
N Q9 9 S) &© ©© (O
RISK ASSESSMENT OF s%@ONm@RY POISQNING @ Q S«
N S @ @)
Effects on secondary poisoning haye bee&sessgd for@soﬂuc%ram %e to% log Pow value above 3.
The metabolite BCS-CN88460-c4tboxylie aci 12) is assessed ig the a@tic risK assessment and in

the risk assessment for soil %ganisms. %’ow @ue of thi¥&vmetalelite are below 3 at
ecologically relevant Va@@s. ”El\gﬁ%zefore e ﬁ ncgéﬁm’s tochirds é&om z@ ~CN88460-carboxylic
S

L
S T
acid (M12) through@econdary poiSoni N
FIFETE s s o
Table 10.1.2- %&fam@ian @enericgbcal g\\@es ;&#the g}er 1 r§ assgs%%ﬁent of secondary poisoning

Generic avian indic4¥or speeies c, Bodx weigl\(t\[gﬁ @§ Exaifiple FIR/bw

Earthwoﬁgéjjater A @ @100 N A CQ@%%OH Qﬁ@%&/ 1.28

Fish eafep o . O 1900 O] % o 0.142
Q & Q& L0 K D

N DO
Long-term DDIPand ZER @%la@t)@n f(})r\%arth@rm«-ﬁng mammals

O
Table 10.1.20@@ Tiet@@on@‘m ETE a%’%R (%tglculagm for earthworm eating mammals
®
@

S RS
2 | cypfam &, %
. A S
PEC § kgl O ﬁilgg&* \§ N
worm 2/KZ _ @ @\
FIR/bwW > 328 RS

DDD [mg/kg bwgd} N O.gg@ A
NO(A)EL [mglkg bwrd] | & 929

TERur O & | s664 Q
Triggeg&@ @ o 7 5

*See cileulatidnpresgfted indable 10.1.1- 9.
STy
& @@@
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Long-term toxicity exposure ratio for fish-eating mammals
Table 10.1.2- 9: Tier 1 long-term ETE and TER calculation for fish eating mammals
Substance Isoflucypram o\@ @b
PECiisn [mg/kg] 1.0064* S @® v
FIR/bw 0.142 @JQ & @Q
DDD [mg/kg bw/d] 0.14 S
3 o & 2
NO(A)EL [mg/kg bw/d] 92.9 N N " Ro
TERwt 663 V® @ &y ©\ &> @
Trigger 5 ©Q @ S é

*See calculation presented in Table 10.1.1- 10. %@} Q& &é% Q @

v
N
&
The TER values for isoflucypram are above trigger o%onceg@of 1 d%% g g@rlsl&m

secondary poisoning for earthworm- and fish-gatin fnm

yp g -& g @ﬂ@ g@ & i §

o o S )
% @ \@ @ A\ S © @j @§
CP 10.1.2.1 Acute oral toxici to maly N é\’ %, §
According to the Regulation (EC) N /&1})8 ex % 3.6, %QIG @mﬁ@ mixt@e such
as a formulated plant protection pr be estimated wit z@alc ion ®Wgthod
The representative formulation Is y ram 50 ¢ tam 1enéf’éleV@ for Q&I’culatlon of
an oral ATEmix. Therefore, I8} EC:§0 sho % cla I ora x1<@ F% r details, please
refer to the CONFIDENTIA&%ocun%nt JeR, Pomt 4 afkl Pon@ 36
& O R

@ @@\5@

Conclusion @ Q @
As the formulation is not clas@ed f% acut§1 t@mty @ fog@ulatlor?l&is no§)ns1dered to be more

toxic than the active @stan@ @ @ § §’\ @) é& &\
ENIRS A © @ @
N v
O ~ <

CP 10.1.2. 2@@ H@ier tier da‘u on @mn&%s @ § Y
In view of the resul@’preséhated a@ove rﬂ&gr stud@ were@eces}@%y

S é@”

A @ @ o § & N o

CP 10.1.3 g@ﬁ*fect&on oﬁér te@est@aﬁ ve&ebra@wﬂdllfe (reptiles and amphibians)

Information on @fect@ is0 cypr@[ on, Féptlle@)r angpliibians is not available. No guidelines for
studies with @rrest%%@ amplitbian Yife s@ges dad rep@fes are available and no risk assessments
schemes are@stabh ed far\ﬁlere@e %@ﬁﬂhe@smdles can be suggested for these groups of

organis 5
CP.10.2 %ﬁfec@%n a@aué’rga@ms

The risk assesgpent is ase@ on 1% cu t guidance: EFSA PPR Panel (EFSA Panel on Plant

Protection Prdducts %ﬁ thef »-. “Re s), 20%3. Guidance on tiered risk assessment for plant protection
products fo ua@orga sin edg%@ﬁeld surface waters. EFSA Journal 2013;11(7):3290.
N
o @
&
&S
&g "
$
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Table 10.2- 1: Endpoints used in risk assessment and studies for isoflucypram
Test . . R
substance Test species Endpoint Reference . @ §
Fish, acute 1.29 mg/L (nom) *; 2017, M—S@M—Q
Oncorhynchus mykiss 96 h LCso (~0.068 mg a.s./L)* ?{1(5 10.2.1/01 S O\@
N
Fish, acute (%ometrlc me,algcc t(@ew
Oncorhynchus mykiss, 96hLCsy 0.1 Sg?g as/LP @4 aquatic GUId%@CG D&\men@@
Pimephales promelas, ) Q (EFSA Jo &
Isoflu Cyprinodon variegatus & @ (®© S)
- : : —3
cypram Invertebrate, acute 22 mg/L (norg @ 201 M 60%79 &
EC 50 Daphnia magna 48 h ECso Q?Q} ~0.117 m%s /L)A@ 01-1°% ®g© 9 @
K@ 10.22¥02 %,
Invertebrate, acute é @L@ %\)] N Omegg meanﬁcc to new
Daphnia magna ECs %.203@& a.s@ Daquatic en&
Americamysis bahia ﬁ\% o (EESA Journ 9@
D)
Algac . SN, (nom® 017&1\/1 -600930-
Pseudokirchneriella §éh E@ @,‘0 17&1 a ) < S)
subcapitata &@ Ué ) 5 5%594 =S 2 M@ &)
Fish, acute Q h LQ@@?) 0.@1 mgas./L < 1 ©.%18;§1&542897_
Pimephales promefls [ m)¢ @ -
& . o o o | KCA £2.1/015
Fish, acute é& §9 @ Qy 5 @ G@g@etri ean acc. to new
Pimephales promelas; ShL (§ 628 iz n.s I aQuatic Guidance Document
Oncorhynchiuis myfss, d o 6@1 Q S %éEFS urnal
Cypringdlon vang atus%@ _ &N O 4] 20130T(7):3290)
AN : 017 M.
F1 <(§yr0n ELS) SRR 0:0156 mih.s s, : > 2017, M
h rom&ias 33 d NQEC %(ﬁaom) @ @ 0247-01-1
& "%@p D & & "KCA822.1/01
@ h ﬁﬂmm ' 67 370dKinetigPCF @ ; ,R.;2017;
& Lo o O% BCF ¢ liid noryalized M-610008-01-1
@ epomis ”‘%’”’C N @rowtectg KCA 8.2.2.3/01
© . - M- -
A Inverte%@te a% 4@%%5&\@0201&@ g&/L 011-, 2016; M-574184
D o -
Foflu. aplga magna S| o g (&m) 5 KCA 8.2.4.1/01
cypram \%rt el@@ @@ @’ N ©@ @j@ Geometric mean acc. to new
@ ia S 0 me a.s./LP> aquatic Guidance Document
Aap " S5¥ & %3 g (EFSA Journal
S ’”e”ca’”y a ?’jx: }s@ %@ 2013;11(7):3290)
S . M- -
Invert@}dte %fomc@ > ECIQ\Q 0.0661 mg a.s./L 011-, 2017; M-593961
% 4 -
N Daplinia magn Q X (mm KCA 8.2.5.1/01
061 d N 85 mg a.s./kg (mm) ; 2017; M-
h;me dwel ? § NOEE€ 61  >85mgas./kg 596883-01-1
& % JZOEC  (mm) KCA 8.2.5.4/01
@ @ T2h-ECso  >2.0 mga.s./L 1R
N shw ter dl@ (gmm) ,J.R.; .
@’ @@‘avi&@‘a pelliculosa 72h-E,Cso >2.0 mg a.s./L 2017; M-604809-01-1
Q@ é@ @ (gmm) KCA 8.2.6.2/03
Aquatic macrophyte, 7d-E,Cso >3.02 mg a.s./L I 2017; M-593965-
. 01-1
Lemna gibba (gmm) KCA 82.7/01
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Test . .
substance Test species Endpoint Reference
Fish, acute 96hLCso  >33.5 mg p.m./L F 2017, M- 5876@
s, Oncorhynchus mykiss (gmm) KCA 82.1/04
CN88460- | Invertebrate, acute 48hECs)  >24 mgp.m./L b 2& ) M@@
. : 573296-01-1 .
carboxylic | Daphnia magna (nom) KCA 82.4.1/02.& N
wed (M) el &'2'01 §iss 5 i§ =
en e s 72h-ECso  >35.1Gmg pm/L 4 o S
Pseudokirchneriella ( mIW @01-1
subcapitata & Q1] KCA 8.2. @%2 @ ?”\g
Bold: endpoints used in risk assessment N &eu © &

tric mgan red concentratgn @
A Endpoints in the study report were reported based on the lation only. For this %@ the @%omt@%onv%ed to n%%
a.s./L based on the reported content of isoflucypram of 5

B Endpoint based on geometric mean of the given relev@%endpogf of ar@or ch@mc s cﬁ@’s withi\the ach%}’subsmgyce and
the formulation. Detailed information given below urdpt‘Sele@jon of %@dpom‘,%for T%@v prodpgdrisk assessme%ts’

. :
Nom = nominal concentrations, mm = mean measured concentrgfidn, gmm = ge%
ég/

€ Endpoint corrected for purity. In study report unco cted @s areé%

D Endpoint based on geometric mean of the given ant» ointg of a % hro ¢ studj ith the actlve&t nd
the formulation. Detailed information given uIQ MC?\ S%@ctlon ndpo% orQTl rlggssessments wi
active substance’ w\?

\
@Q c&& @ § @9 @Q § @ @

Selection of endpoints for Tier 2@%1’ ct ris asses&nen Q\ @@ @ @ \%

The effect data for the product @oﬂu@@é 50 @sew@ @uatlc @;gan@s ar;ivery similar to
the effect data derived for the¥\attive Subst @

In the table below the observed édem for actigg substance and the@@rod t are compared to
each other. The differenc&obserV d f% ish h rgspect %actwg@ibsi@ace the product is 1.2
overall and 1.4 based on data studi @e raighow out onlyy Th&fﬂzrence between the

active substance and@ prodsy tba&@ endpoint f Q Da hwia m@na .7 0
Therefore it can be@ﬁted ihat thesformutation iswot 1@6%11@ the tox 1ty 0 the active substance.

Q‘f\] Y

Table 10.2- 2: 6\ p?@ for @h acuty n%@hma@cute @actor§etwg7§n a.s. and product)
Test subst%nce 4 Spe@%’s (S@ntlﬁ‘%ame@ End@nt Fagter between a.s.

N oy @ [mg a.s./ nd product
Isofluéypram a.s. | Pimephles promelaS@\% 1 Q008 [V 1.2
Isoflucypram a.s. Q\Onc&@yncl@’mykis@ L (ﬁ?Q98 ~ 1.4
Isoflucypram EC@ O@orhy&?us mykiss «;<7 (J/ 068 G
Geometric mean: @%cor@chu@%zkis@ o 0. 08@'
Q
VY O S & D

Isoﬂucy%@yl a.s. Daﬁnia@na oy . 9 ©201 1.7
Isoflucgptam EC 50 | Japhnitnagna R & & 0.117
Geometric mean: %ag@g’a m@a @ 3 0.153

¥ & N 0O
Moy & L o
As for the actty sul%ance re species Haye been investigated compared to the product we propose
to consideplthis g on as” wely for the product based risk assessment. Otherwise the

environmeqtal rigkvass ent3yould 118t make full use out of the existing information. Therefore we
propose {(\Z) us@e Tier 2A a®©well for the product risk assessment. To consider the fact that rainbow

trout dnd Dadhnia na.data exist twice, the notifier proposes to use the geomean for data resulting

fro ctlvbsta@e te@ng and from product testing, before using the data in a Tier 2A approach.
N

&
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Fish acute

If more species are tested as required according to the data requirements laid down in Regulation (EU)

No 283/2013 it might be appropriate to use Tier 2A. In case of isoﬂucypram the data requiremsnts @
were exceeded for acute testing of fish. Data for the different fish species: The trout (Oncorh

mykiss), the fathead minnow (Pimephales promelas) and the sheepsheadbmmnow (Cy@wdo;@’

variegatus

o & &
The available data are not sufficient to use the Tier 2B, the Species Sensl%wty Distribytjon bgﬁllov@
the use of the Tier 2A, the geomean assessment factor ap@ach & \ \ @ @

@

As two data points are available for Oncorhynch@ mykiss (pr@ct and a&g@e s§§anc® the @
geomean out of the respective two endpoints is used.@ $ @
The following LCso values (based on the real @tem of th% ctw&@hgre&;ent) theé@reesgg
species are then available: S 2 ‘N

N @
&
%© 5 @& & ©@@@ & @ -
Table 10.2- 3: Endpoints for fish acute 5 N N 6 % o ®@

Species Species (Scientific na@iﬁ) w\g@ S 96l§?C50 N Q ®)
e S & mgas Y @

Rainbow trout Oncorhynclts myki@’ b 0.0 8§(Ge0@trlc @an of(@}? an@odue@i%dy)

Fathead minnow Pimephales\érom@as h\@g) @Q @w 0@ @Q S

Sheepshead minnow Cyprin@g%n vagiegtays NG &\g @Q 0544 © ((%%

Geometric mean: v % Oy S 0.153%

S
(S) N & N
NN
For the taxonomic greup of @ thé&xdata 1@]u1rntg {@m sffecies) were e@eded Data for three
species are avallab le-Zheref8re tl@eom@n 96 Ll Csefor thesethrees ec@g was calculated.

Before this Value h beysed, ithas cﬁe checke ethefZthe cometgjg mean approach has been
biased by 1nt \gl ensﬁ&% S e01es Q%eor hg to Guidance 6h tiered risk assessment for
b ace

edge of field s 13) @i asse@ merit.of thishas to bé made when the difference in
sensitivity exce eds f magnit de [Pcas &sh &factoi@f 100 should not be exceeded.
The hlghe@and the 105%est 9&% er1 for h a@ isoﬂ@cypram differ by a factor of 6.7.
Theref i@he use of't p@ach for th ssessment is appropriate.

In addition the chreqic ﬁsﬁ ata»\(ﬁ:an b sed@ check the ‘a:pproprlateness of the Tier 2A related
regulatory accept@ concentr (RA( ute %ﬁ 0153 mg a.s./L. This RAC is a factor of
10.2 below the 16mvest @ hro@ NOEC for ish, r tlng from a Fish Early Life Stage (FELS)
test with fatheggd min@ acut@AC@sed on Tief@A for fish is even a factor of 12.9 below the
Tier 2A chrofic ﬁsh@alu&@sed&? the @m ex@ing F@LS studies for fathead minnow and sheepshead
minnow.

The abe&¥ presented @form Qon de@lons@tes tlét’ the Tier 2A fish acute 96 h LCso of 0.153 mg
a.s./L (product) and@ ltln ier f 0.00153 mg/L is protective and can therefore be
useé%%lthm the aquitic r§ asseg ent the duct Isoflucypram EC50.

Crustacean a@g%e 5 & @ Q

If more spe@ arégsted requlred acgording to the data requirements laid down in Regulation (EU)

No 283/2& 3 th rn1 %) be ropr1 e to use Tier 2a. In case of isoflucypram the data requirements

were a(s@-’ @’o cute @mg of invertebrates, especially crustaceans. Data for two different

crus %ean spesies @ etflea (Daphnia magna) and the mysid shrimp (Americamysis bahia) are
\é‘ed ava ta are not sufficient to use Tier 2B, the Species Sensitivity Distribution but

al theQuse of Tier 2A, the geomean assessment. As two data points are available for Daphnia

magnd(product and actlve substance), the respective geomean out of the two endpoints is used.

The following ECso values (based on the real content of the active ingredient) for the two tested

species are then available:
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Table 10.2- 4: Endpoints for crustacean acute @0 @
Species Species (Scientific name) ECso [mg a.s. /L] N §
Water flea Daphnia magna 0.153 Db
P & (48h, geometric mean of a.s. andproduct studyg\ ©®
Mysid shrimp Americamysis bahia 0.270 (96h) v a& N
Geometric mean: - 0. 203&% . O § %@
©) \ <
v
\e @ @ @

% A
The resulting Tier 2A ECso, based on information th the Wateri@ aphnia ni . na ay th ym&

shrimp Americamysis bahia is 0.203 mg/L. % @ @
The notifier proposes to use this value for the p@ t risk ass&smen@@é}cord% to @%r 2%(geor@ n

approach). . S LR
S @ o N s 6 S~
Selection of algae and macrophytes endpoints f@erlské@sess@nt @ @ & % & °

Processes in ecosystems are dominant, %ﬂrat drive %d tl@refor Athe l@lt deg;elopment p 1me
(growth rate) is more suitable to m&@re %‘fects lg ‘and m@ropb@ 0, g awth 1 and

their inhibition can easily be compag een @eme@est t10 10n which is
not the case for yield or biom base@’end&mt ollo ing c@ent te c@ 1emp the test
guidelines OECD TG 201 and 21,he EG3xMe C@t gul Classﬁﬁcatmn and
Labelling (Regulation (EC) Nq $127 Y52008 SA Journa 44, 2007), the
EFSA supporting publicatio#2013 (E gpub 1shed ece@ er 5) a also t EFSA Aquatic
Guidance Document (AGB, 201&)hote );g July 10- l@t 4) s@growth rate as the
relevant endpoint of the“algae and the em 0W@> 1nhon test. Theg for e risk assessment is

based on the E.Cso, wlsxep avgﬁ @ . § %\ @ q& §\
Metabolites § ©& @ § @© @@ & @@
~
In the risk ass@@mer&he 1so%uc>8gam r@abolx\;%e B%%NO cdtboxylic acid (M12) has to be
addressed: © N @
The EFSAcAGD (5@7 1 3\)\gstepw1§f@ apptbach @s use&or gl met@nhtes to be addressed in the risk
assessn@ AN
- AR complete a@te € 1mental dagaset, 1s@va11a§}e fi t@e metabolite BCS-CN88460-
% ?@ KN
carboxylic@id (M2) N (&
- Based o@? e ci§sﬁ> IO%Qmes e@j t0x1c on a@olar basis than the parent) it can be
conclyded th. 8 th&ld ( ) has lost its toxophore.
- Due@ its liggite éﬁ’natmﬂ in &atlc $ no reliable degradation half-lives for BCS-
88460-carbox§tic agi can . Asgonservative approach it is assumed that the
$ er for chr@lc rigkdssesstent @Tgo >"d) is met for BCS-CN88460-carboxylic acid

Q"
% @ @§ N
S e
According to the AGD s@bwm@pprac th&parent chronic endpoints can be used in the metabolite

risk assessment@s su gate luesfor all Tger 1 taxonomic groups. Thus the chronic risk assessment
for the met@l 460*%arb0@hc acid (M12) is based on parent endpoints.

@ @%
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Predicted environmental concentrations used in the risk assessment

Predicted environmental concentrations of isoflucypram and its metabolites in surface water were

calculated according to FOCUS Steps 1-3 for the use in cereals. @ @@
‘@ (g
Table 10.2- 5: Initial max PEC;, values - FOCUS Steps 1 and 2 @6 @ ©)
o AN _&
Cereals@ N
269 | ©
Compound FOCUS Scenario -, ééﬁ g a;if:l(lgz@Cfl\§69
X 2 o 9 @
STEP 1 & @ UESEES Q§©
Isoflucypram STEP 2 — Nortf0 aQ 915622 7§
STEP 2 - Sogth 9  © 28386 _ N
STEP1 ¥ NEE o AI071e 7
BCS-CN88460-carboxylic acid (M12) | STEP 2 North&® | v, QU678 N
STEP 3 South” ¢7 @[ &Y @139 R
*Worst case PECsw values considering all scenariosc%leva‘}rlt@f use if@wvinter &8y spring cerea@ © @ @

Bold values were considered in risk assessment = A N 6 Q
v
N T SRS SR

@ O\ @ o s'\? @
. oy }_\Q' N N R @ @
Table 10.2- 6: Initial max PEC,. <Z'es @—%&jﬁ)(}‘l@&e@ 3 %@ §‘9 \)@ &
Compound | FOCUS Q &) el * 7@ a.s./@@},BBC@ 30'@) < AN

Scenario @ “Winteferealp @7 <  Spring Gepeals ¢
O

5®C Y 9 PE ©
R SW,;pax & o SW,max
o Sy v & ) o
D1 ditch*s, 9 120 & o] N 9988
Disteam ' & 67880 O & o 0455

N>

Dagiigh ] <  @liegl & Q  A-
DaStreanyy | 2w 0315 .0 o] & @ -
63 diteh\ W Darsae> Y [ &7 w0 04749
Obaphad O] O woorss” O @ 00874
D4 stream 9 0492 @ > 0.4089
ISOHW%@%% D5 pondy’ O \@@% 0.???1 Q < &m 0.0766
AN D5 st Qoaas . q 0.4140
Degitch,_ | & 70689 o -
Bpongd) & @ 4B o -
QZJRI spam o] .Y _Qa3pd®  © -
R3 stream@wj @ Q 0.%@@4 @n© -
@ Réstreay A @ 83930 % 0.3893
< S
N < @@ "\@ Q@ &
< QO
@ oo & Q
@ O § S @
Yy O & 9
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Risk assessment for aquatic organisms

According to the new Aquatic Guidance Document (EFSA PPR Panel Guidance, 2013), the risk to
aquatic organisms is evaluated based on the derivation of Regulatory Acceptable Concentr@ns S
(RAC:S) as follows:

Acute risk assessment: @J@ & KS
RACsy, ac= LCso or ECso / 100 % S §\ &
The risk is considered acceptable, if the RACsy, ac > PECS@M. {*ﬁ y;\ N é\ﬂ
\e Q@ @@ Q\ %@ &@

Chronic risk assessment: @} &© é\g QQ ©© C&©
RACy,cn=NOEC or ECyo/ 10 % Q %" & g (@) &@
RACay,n= ECso / 10 o S .8 R O @ &
The risk is considered acceptable, if the RAC&@Z l@@fsw, @} g\,\ @%@J @6 N N

v, O Q@ S © & .

To summarise, these abbreviations are us@%n scrlﬁollo'%ing th%erm or R%C: @j §

ac: acute, ch: chronic, sw: surface wate@maxo axi RS & S é\g SES
S s e dfs
N § &2
ACUTE RISK ASSESSMENT @)R %QUA@} O@@AN@VIS&© @@Q @@ N
@ > @ K S A
Table 10.2- 7: Acute rlsk\ﬁse@iment l@d 0 OC%%tep %@ o\(@ 2 o ©
NN ° )
. @ Endfioint g RACE| PECK max [ RAC >
Compound Speties % [ 1 R@ @Q ["{%{L] [@/L] @%\ PECsy
QO N
'f;‘*h acfiic @§ﬂ Coo 568 & Loes O & No
ncarhynchi@inykis<) AQ B2
Isoflucypram EC 3 I erre@ acute N } § @ @@
) )
& Bmgpne 5 0 LS| e
 @Fish, seate e sl | sl N
. 2] sz\\phalew@om@ 5@ v @ o °
Isoﬂu@l@m @% rteb@, acul> @% 1 & @1 N
B Qaphm‘u magn@ (@@50 0 °2: 0
O |F acut @
BCS-CN88460- @ phaz§ ronsei s [Les >§3@00©© ~ 3 3000 Yes
carboxylic acid@ Q QO 7 :
(M12)y @Zjﬁf&@ te, a‘;\‘é QECSOO@\> 24090 | >240 Yes

metabolite BCS CNg84 @carb hc d (M32) acceptable acute risk could be proven for fish and
tal p p
under consideration of more realistic FOCUS Step 3

@ @ @ @
For isoflucypram ﬂ@ acut trlg wa %ot ;QQ for fish and invertebrates. For the isoflucypram

invertebrates. A _risk assessm for @)ﬂuc

water concent@ ons%%pr@ed b@w

> ©@
@ N @© §9
s &
{x’ O @ Y
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Winter cereals

Table 10.2- 8: Acute risk assessment based on FOCUS Step 3 for winter cereals
@° @
. RAC* | FOCUS | PECsw,max
Compound Species Endpoint [ng/L] | Scenario [ng/L] RAGK\Z §
[ng/L] s P A
Dl ditch | @2430 No . >
DI stream=}) 0.7788 | ©" No> |9
| |p2ditgh, | 11690 No
TS siam | 07318 | S9No & | &
o DXdich | 0409 | R Ye© [
QO? D)épOWQ @785@% fJYes O%
Fish, acute s @] 0 6@@m Stream [2r04100 || % Yes O
Oncorhynchus mykiss |~ & @ é\g DSpond @ 0 @1 ) Yes
S > @ @S steam 04425 &y A
NS > &6 D6 ditch . [©0.6339 [ Ye
Q@ « % o [RUpondy| 0@ S Y&
o |8 . & I© o
& TN o 1 st@ f@3133$ ﬁ\@?es
R & @@Jg) @ ®® R3&@eam?k§ 0.4%\@1 S Yes
Q@ °<\9 7og Q@ tregm 08930 a Yes
Isoflucypram EC 50 - N T J 5> &
° & O Dl dich | 42430 No
o 9 N Dli”\\gcream< 0.7 Yes
SN & | & i $
5, SXRZ o B2 ditch |, 19690 Yes
é? & @Kg Q@ § @5 @ D2 stfeam | €0.7315 Yes
S & o O o |Dadich D 04754 Yes
O I & N | Y Y
Q S o é& (] %& N {04 ponlt> | 0.0785 Yes
@ dgwerfébrate cute o N §D4 @am 0.4102 Yes
“ <) ECas 1D 117 2
2 Daghnia magha @ ® Q@}» DSpond | 0.0821 Yes
&@ . @© ) S @Q v, , D5 stream | 0.4425 Yes
P o & NS &) Spedich | 0.6339 Yes
&\ & & W . ©© Ripond | 0.0493 Yes
@ |o% R O © . © @  [Rlstream | 03133 Yes
AR S S 8 @@\ O R3 stream | 0.4414 Yes
@% © @Q @%:’ N, Ko R4 stream 0.3930 Yes
N
N § @ \@ Q@} @Q
v Q
& @ &
F &S S
o's <
& &
N N
< @ N
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Table 10.2- 8 (continued): Acute risk assessment based on FOCUS Step 3 for winter cereals

D1 ditch 1.2430 No
D1 stream 0.7788 Yes &‘9 ©©
D2ditch | 1.1690 Ne)y | @
D2 stream @%}15 @\@ [(\@@
D3 ditch | 04754 | A Yes:s .
D4 pond . ) 00785 | O ve§y' |
Fish, acute D4 str 0.4102 ey (\%es @
Pimephales promelas LCso 8L%‘810 D5 por 0.0&%@ [\@\\J?esé\” é
%@ D@tream O.é@S Ny @q}
D6 diteh? | 68339  Yes @)
ORI pond | D0.0493" | - > Yes
S @@ o
Q o S P@&trea@ 0.@3 ) Ygg .
ﬁ o\@j @ 6%strg\am K\>§Q§/4414@ S @
Isoflucypram AL < R4f(§ge mi 0.393% é\\" YeQ@
K (i:\, & [« |pLdicho 18430 o8 Ye
| s Y ADUsitenh | (977880 o Yes
@Q A & @6 <) D2diteh 5O 11680 | ™ Yes
L S S v & tregm 0.9315 q Yes
RSN SEN 4 D3 diwh | @4754 Yes
°\@ © 2) § & Q° D4‘ﬁ§‘b0nd%N 0.({& Yes
rteb %ac & S g N Q EA strgam 00.@02 Yes
@% AU e 01 2,01 &
éghm’a agras {\% ‘ NS ' @ D5 pdadl | 40.0821 Yes
SRS SN N D & |Dgstream P 04425 Yes
S RS PR Q6 ditchv | 0.6339 Yes
@© S o O T
Yo 2 g OR1péid | 0.0493 Yes
°\@ R @a @ & Q@ Ql@fream 0.3133 Yes
&@ . @© s ) ISP @Q %, . (RB stream | 0.4414 Yes
P OO O & R4 stream | 0.3930 Yes
2 & & > RN IS @©
o N F.O & O @
A N
) Sy 5.9 9
& @ Q Y & &
o\ @\
N % @ @§ N
v &@\ &©
@%
@ O § N @Q
O - N
o & U
NN
SR
S 2
&
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Spring cereals

Table 10.2- 9: Acute risk assessment based on FOCUS Step 3 for spring cereals
2,° 6
. | RAC* | FOCUS | PECswmax »
Compound Species EF:gp/;l]n t [ug/L] | Scenario [ng/L] IT,AC% é§
o g
DI ditch | @9975 No ..
D1 stream=y 0.6255 | © Yq§ 2]
@ |D3ditck, | 0.4749 Yes
W @ @y
Fish, acute LC 6 ?0 680 D4 péad 0.0874)" §\Yesf\\g &
Oncorhynchus mykiss |~ > @§ ’ D4 stream 0.@9 R Yg@ N
D¥pog@ @7666 d(es o
« o DS gtrcam 04180 || L Yes ©
4 streanf 0 3 Y.
Isoflucypram EC 50 S »\9@ & B 're @ & L%S o
A @ @  Rldich” | 09975C° &es g
N > &6 D1 gtréam, [90.6255 Yes &
Q@ &K\ & & p3diteh’| 09 IO Y&
Invertebrate, aeug %\)é S 1 §91 1D B4 p@ f@087ﬁ$ ﬁ\@?es
Daphnia maghe & 50@@;) @6 S D%@ea%§ 04089 | ™S Yes
Q@ ‘\& © @ Q@ pon% 1 0©r66 a Yes
-~ S S DS sfream | 94140 Yes
@ =4
. © @ S a° R%rearp/ﬁ 0%@3 Yes
v O 9 | O ¥ \© IRl dich | , 09975 No
éf\ CENS R S $ o D1 stieam | 40.6255 Yes
SIS @Q 9] @ i G o4 Yes
S Boh acte” S @ | D4 porid” | 0.0874 No
S h@ O Al 281 1N.8109
Q%me&g es%o eg Q@\@ @§ Q|D4 sf#am | 0.4089 Yes
9 @ |DSpond | 0.0766 Yes
N Lo R .
&@ @© § @ e @Q § . ®\\5 stream 0.4140 Yes
SN R4 0.3893 %
Isoflucypram § S > SE o@iS’ & st.ream =
o 8 & IR ©© Diditch | 09975 Yes
@ @Q @Q e ©\ Q @ DI stream | 0.6255 Yes
Q b ©@ @\\ Q @@\ @@ D3 ditch | 0.4749 Yes
@ Inggrtebrate) acut@%: E@ . \%2%1 501 D4 pond 0.0874 Yes
[Raphnia gua ! Q " |D4 stream | 0.4089 Yes
\y\? M @ o\@ Q@ @ D5 pond 0.0766 Yes
@° v &@ @ &© D5 stream 0.4140 Yes
~ N @ § R R4 stream | 0.3893 Yes
S <
2

For use Qﬁ% 1S0

) .
yprafp in winter cereals acceptable acute risk to fish could be proven for most

FOCUSSStep,scenarios. Kot invertebrates the risk assessment at FOCUS Step 3 leads to acceptable
arjésv For use of isoflucypram in spring cereals the risk assessment on the basis
Csa§alues is passed almost for all scenarios whereas for invertebrates acceptable

risk for almeftall
of HFOCUBtep 3
risk co

A refi

e proven for all FOCUS Step 3 scenarios.
risk assessment for the use in winter and spring cereals for the acute risk to fish is presented

below. Those scenarios are presented which do not pass the risk assessment at Tier 1.
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Refined risk assessment (Tier 2a)

Winter cereals @o
Table 10.2- 10: Acute risk assessment based on FOCUS Step 3 for winter cereals & >
@)
. Endpoint | RAC" | FOCUS | PECiwma > §
Compound |Species [ng/L] [ug/L] | Scenario @EEL] PEC;y <
: )
Fish, acute Di ditch <} 1.2420 o ;Zéa@ o
; D1 stre 0.7788 s
Pimephales promelqs, LCs 153 g 53 : v@l — &
Isoflucypram Oncorhynchus mykiss, D2 d@\% 1.1699, \@Yes S
Cyprinod. egat )
EC 50 'yprinodon variegatus @ D2§5theam 0_7@5 R Y© E}
Invertebrate, acute N @f Qﬁ 6 ™ @}
Daphnia magna ECso 03 2.0%D1 dit 1.243Q @(CS@
. 5 . S D |
Americamysis bahia & © N R, A N o
Fish, acute S) © < D @’ 4 /@
> dit 1.2430 ©
Isoflucypram |Pimephales promelas, 1%50 . @.8 @.628 @9 tely D S £ o
Oncorhynchus mykiss, v A @ : Q
Cyprinodon variegatus @} \\ @\ RS Dé&lﬁh% 1'1@ N Y%§

R N O
&© & "\@ N \@ @@ § @ 9
Spring cereals Q o % > @@ o ©© @Q \%
Table 10.2- 11: Acute risk @stm&iﬁ basedon F@US Qﬁép 3 @f;@%sprin@ere .\@@ (@\%
. N € Endpoint C*YIFOCUS | PECswpmax | RACH>
Compound |Species K © ) ﬁihZ E[l:A/L] Sq&ﬁio [Hg@% PECsw
Fish, acute % @ | o o
oh, 9 |9 & O
ggﬂs%cypram g’mep@@”’r elass,” b, Siszdrs3 Bidieh | <0997 Yes
ne nchus myki Q N N @
Oy, 'nodo@ariegg Ko . Q 9 N Q{(\@
§$"‘» ackp Solo &L ®rdid | 09975 Yes
Isoﬂucypram% imephales r@zelas,© o D62 §§1 62§> @
Oncothynchu¥ mykiss, [ ' .
&‘\@ Cyprinoapmaréﬁams @ (S & 2 @D/@@md 0.0874 Yes
@ S N,
For the use of Iso praQ\EC in cer€als, %ﬁula‘[@g PEC/RAC ratios for the formulation and the
active substance %}ﬂuc&ram i 1cat¢§%ce%@16 chiehic fisk for all aquatic organisms.
@ @Q @? 9 @\ , § @ﬁQ
A N
S\ L 4+ 9 @
) @ @ Y Ko
2 ¢ S) @ @§ S
S ST RS
v o @ &©
@° N
Y AN
@ O Q ©@
S &
Y <
{x’ O @ N
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CHRONIC RISK ASSESSMENT FOR AQUATIC ORGANISMS

Table 10.2- 12: Chronic risk assessment based on FOCUS Step 2 @o 6

Endpoint | RAC | PECoumn| RACS |ob

Compound Species (ng/L] [ng/L] |2 Ing/L] @s;
; D
Isoflucypram EC 50 Algac, chronlc . . E.Cso 179 | 17.9%] S Ye&Q
Pseudokirchneriella subcapitata O %
Fish, chronic NO 15.6 Q °\Q 0\1?0 Ry
Oncorhynchus mykiss ) ’ 0& ’ g}a N @ @
Invertebrate, chronic OEC 66 @C 6.61 @ ST &
Daphnia magna § g ’ &23§ Q \@ i}
. N % ’ . N\
Isoflucypram Sediment dweller, chronic. a5 lwore (85000 (18500 R O | e, Yes @
Chironomus riparius 9, @§ . s 6\ o
Algae, chronic &S RN NS 7 S : >
Navicula pelliculosa © %%Csoé\g ~ 2@0 &@0 (G %(es e

$
- Q
Aquatic macrophyt % O N @g
Lemna gibba i\g \\ &EO @ 302@ >o3(@ Y

S

° D

Fish, chronic # Y &S B S O
NORC @6P§1&56\§ §y ., Ves

©

Oncorhynch%@ykis\%% o <

BCS-CN88460- Invertebrat¢Sehronic # ¢, N "

carboxylic acid (M12) Daphnia@zgna‘f;% @ (\@EC@Q %Q (@ @Q 09& Yes
Algae«;@ onic AN N @ 2 S}
Psegéglokirc%rielléﬁbca ara [P >351004> 33167 © Yes

# As the metabolite is at 1east°&cutely i!0 times &8s tox@an th@paren@g‘m a mler bag:ﬁfﬁhe @hic parent endpoints for

all Tier 1 taxonomic groups can b en agsurrogatey.
&7 Foea
For 1s0ﬂucypra mc t@er %s not met § fisf@For the isofucypram metabolite BCS-

CN88460-carbo M@ ptabk&%h % risk &l prg\i@l for fish, invertebrates and
algae. The co era§ of @e morg) eal@i FO@% S S@p 3 w r concentrations is presented below.

@’ S
Winter cegg@ls v\g ) @ @ g
- RS SE
Table -13: CH¢onic {@ assessmen@b’aseg 68 FOCUS St&[@ for winter cereals

D
IREESEE Epidpoi RAC* | FOCUS | PEC RAC*>
C d @ S . > poid ; SW,max =
ompoun & PP @ oy |7 IngAd @%g/u Scenario | [pg/L] | PECss
@ Q% ¢ N O o O @ D1 ditch 1.2430 Yes
I RS >
S ©\ %S @g@ @6 D1 stream | 0.7788 Yes
) o & @ R D2ditch | 1.1690 Yes
N Q S
Q @ 5 o\@ D2 stream | 0.7315 Yes
O N S s 9 $ D3 ditch | 04754 | Yes
@° & Q@ Q& D4 pond 0.0785 Yes
. r@ Psh, @fmc 7 dhope  1s | 1se [Déstream | 04102 [ Yes
SOTHAPEE & |oncaty ncg@ myki§y P | 7 IDspond | 0.0821 Yes
9
§ S % @ D5 stream 0.4425 Yes
& O g % D6ditch | 0.6339 Yes
S R
Q é@ N R1 pond 0.0493 Yes
©® Rl stream | 0.3133 Yes
R3 stream 0.4414 Yes
R4 stream 0.3930 Yes
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Spring cereals

Table 10.2- 14: Chronic risk assessment based on FOCUS Step 3 for spring cereals @ @6
Comosand Soccics Endpoint | RAC* | FOCUS |RECswmn @"z K
pou P [ng/L] [ng/L] | Scenario & [ng/L] | <F Cs%\@@
D1 ditch 0.9975 Y@ o

¢ Dlsteam | 0.6255  ¥os
& D3ditch 0.4@ D Yes @ @

> S
Fish, chronic & D#pond %6/%74 Q) Y& S
Isoflucypram . _INOEC 6 | 1.56 S %
Oncorhynchus mykiss D4 stream | 94080 | ®es @

Q,;b N D@gnd R OQ@B @ Yes @
o | DS s N
% N &Q strear (@140 Yés,
O 9 & oRewlm 00388 | Nes |-
T O R ©
s@ NS S N

%>
~
For the use of isoflucypram in %als \alcu}gg@d PE%/%@ ratgsz fo@e @ve stibstance

isoflucypram indicate acceptable ch @( for, a@aq itie o rié’@isn@ D @’@
) @Q

8 Q)
@ @@”) @6 @® $ ©© Q ~
NI -
CP 10.2.1 Acute toXici &@) aqwtlc m@@ertelﬁsate%g)r efféets on aquatic algae
and Jr@crop teS@ § %, %@\ Q‘”\,

For the reason of p ed @bal m%lstratlon n@ ‘B>the &rop dat %ulrements had to be
fulfilled. Especiallytor th{ Unit tatdd1t1®§al sn§j agg needed for a submission. These studies
need to cover (aniphg others) as, well %ddltl&l%al st §> fis %s th '\(Z, data exist they have to be

part of the subéﬁed @swr@a% thérefore @ve be&n su% e(@ the mtlﬁer for regulatory review.
N
v S

Report: \@ KCP 10@%/&@ 2017 M- @ﬁ274 (@? 1
Title: CBCS-EN884 C 50 G acutnoxi ﬁo raigPow trout (Oncorhynchus mykiss) under
AN @ i

statflg ons - Ffdal repQ RN
Report No.: Q\) E 303 05(% \ ‘”\a Q% %
Document No.: %sﬁ-m
Guideline(s): @ @P EP 40/?? -006 (1982/1985)
@ 856, 1075 lic-Rraft, 19
D No203 (fev. 199%
% JIMAFEJ2 N I& 472(\\2%00)

Guidelin@@éwatmn(s) \ one Q @
GLP%EP yes% @, @ N

< ¢ §

Material ang@letlgods o <®@ Q&

Test materj C 460 B€ 50§
&@ /batch 2016001002
< )Specifitation) 102000031262
2, @Q anzg%gzed@@ltent of active substance: 51.45 g/L (5.28% w/w)

@%lm h@e specified
pain

Test s%? acies  Rainbow trout (Oncorhynchus mykiss)

Acclimation | At least 14 days, fed daily with commercial trout food
Health during acclimation: less than 5% mortality
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Organism Mean length: 4.4 + 0.9 cm
age/size at Mean body weight: 0.9+ 0.4 g
study ¢
initiation . @
Test solutions = Nominal concentrations: 0.178, 0.355, 0.710, 1.42 and 2.84 mgform./L @@) S
Corresponding geometric mean measured concentrations: relevant & S
Controls: water and solvent controls Q @
Evidence of undissolved material: not mentioned % 9O o
Replication No. of vessels per concentration (reph%s) 1 @% g}g @\ @
No. of vessels per control (replicates): Q RS 2y
No. of vessels per solvent control (géplicates): 1 &© N Q @Q
Organisms No. of organisms per vessel: 1 Q @@f @ & © @}
per replicate Q) @ @% w\? o & b w\\h@ $
Exposure Static conditions 'S S
Total exposure duration: 96©Rour~s& é}’ @j& @@J O < S
0.23 g fish/L test mediy Lo 9N ™ @
Test Vessel g &g‘% \\ \\ S X\ Q @Q N IS §
Loading @ N O S, s
Feeding No food 48 hours l@@)re @iﬁ dur@ stu@ @ﬂ §) & @ o
during test ®\ S @Q SO
% 5@ @9 @ S O O L s
Test Temperatur d@?@} 4°C @ LD @©
conditions Eho}‘ioperlo homs@/ 8 ho@’s da @Q @@ . é
1ght inten ty RQt spe .
pH: 6.9 9 .4 ) @ v\,@
Water tﬁrd 40 0 % S
DlS ger& 4 10 A) atlom N
uctivity: N
Parameters h Wé obs d fé@ mo&@htles %@d si 6@ of igtoxic four hours after the
Measured / \v)Sta the e osm@ and ghsn oné@ a day (day &54). =
Observatlonb Ved@;yger@watér\temp@t dp luegyyvere determined daily in
& ea aquwﬁ’lum, ater. %mp ure v@ ad%}jtlonaljggmeasured in the control
N aquar;giﬁm a co hourly
Chenfieal BCSZCNZ8495H0 was analyzed ;n@i tesﬁeve aP'test initiation (0 hours), day 2,
analysis &@day i%f thgexposiite perigd to &onfirmominal concentrations. Additionally,
%@mpl n@\ a @z’ed from they2.84 mg form./L test solution after 24
? ﬁs thi theat lev, ere dead at this assessment date.
Q@ e ar&lyze@ HP& M%/ S for determination of BCS-CN88460 in
test wa
Data a@sis Depegling he s@Zbll of ghMata set, LCso values and the 95%-confidence
a&culatec& r ea@ 24 hour interval using computer software
o 'ﬁat,émch éstim th so using one of three statistical techniques:
N movm@ver@ lo it or probit analysis. The appropriate method was
@ ﬁeter&mne COT: to the data characteristics. All values calculated with
((@& 1\4i?§ssosoQ xcébwereshown as rounded values.
NS ©
S SO
Results @ ©
¢ S
Valxéﬁ?y crﬁ @ R Required Obtained
l%rtallt@thm the 48- l@ttlmg in period <5% 0%
Mort@ in control during test <10% 0%
Dissolved oxygen saturation > 60% >94%
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Analytical results:

The chemical analysis of BCS-CN88460 resulted in recoveries of 122 to 128% of nominal est O
initiation in the freshly prepared test media. In the aged test media recoveries ranged from 85 te.l 4%é§
Therefore, the analytical recoveries over the whole testing period of 96 hours ranged betwee@& %1
128% of nominal. N & 'S

Since the analytical results confirm a correct dosing of the test item at test initiation andwthe tgxicity
has to be attributed to the tested formulation as a whole, all results @e related, t@nop' 1 ‘%iﬂ

concentrations of the formulated product. @, & v\g\ >
NS
¥ ©@@ g @@ o .
. Nominal . o
c(l::)cmfl:::lln omire Measure iécentratwn{%@f B;SQ-CNE\@D [ﬁk@ @© @
ot CN88460 0 2 RO
[mg/L] [mg/L] Day 0 DaQy 1 @ Q\@Dayé N %@y 1@@
0.178 0.00938 124 @ @- A S 96 o], 853
0.355 0.0188 122 Ao @ @ Hos |[O & o
0.710 0.0375 124 <7 R IESE G 89.4
1.42 0.0750 20 .8 & - kT die L] 108
2.84 0.1500 A2 s i ] Y & B
* No measurement (all fish dead) 2 9 © N QO © S
DT B LRGN
Biological 1t § h oS N vo ) ©
iological results: (S .
, o © N & T S
Observations N 9 N S $ Q
Lethal effects were o sewed@%the @&yo highest entl@ion &f 1.42 and 2.8Hmg form./L. All fish

were dead within 24%ours 40th hestggst coticentr, 1ons 09.84@ for@\./L. At 1.42 mg form./L
one fish died withigs24 heyrs of &yposiife and five f@r dedd fish were ghserved at 1.42 mg form./L
within 48 hourbﬁ‘ e&&@ure&kfter 7% h(&% at 42 mgyform niﬁ&sh were dead. No further
mortalities wer®obsefved dyring thetest, @ D >

At 1.42 mg form./Iggevere sub-lethal etgf%cts wete o$rved@ al]&f@h after 4 hours of exposure. At
test termjndion (96 hogirgs) the ] m@g ﬁ@at the’1.42zmg fepm./L test level showed sub-lethal
effects §§’h as fish nloy @ the ttom,% ﬁfhng @1@ s@@r back on the bottom and showed

reduced activity. @\ &\ é’ o § %\ w RN
@@Q S (P © &
Cumulative m@tality@r th@%stop@‘%’d ©\ ) § @§
© © S S
Exp((:f(;%)ﬁ%le @2)4 §§ @’%FQ 04@2% a 9%
Test [cmgfﬁ"rm' @k@of &3(?&% No @gﬁeg\ %) | No of dead (%)
™ Control @ 0 @\ R ,© 0
0178 P . @ & QO 0
035580 K & ] @ o 0
oze S oo 0 0
2 [ 60 %
52840 @ 100 100 100
N
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Conclusion
The study meets the validity criteria and the endpoints based on nominal concentrations are: @o >
o 1.29 mg form./L @ @§
LCso0 96 hours (95% C.1.): (119 — 1.41 mg form./L) @@ @ @
LOEC: 0710 mo £ @ RS
lowest tration with an effect 710 mg form./L SRS
owest concentration w effec % S &
NOEC: 0.355 mgform/L 4 N LS
highest concentration without adverse effects ) I@f ) s v \\ @Q @
LCo: 0.710 mg form/L < g s &
highest concentration without mortality ) & £ fotm. ﬁ© é\g Q § c&©
LCuoo: K@4m form/IR AN & © @
lowest concentration with 100% mortality ﬁ@g & ' P Q Q & @}
RN I \ N
N9 -
Q @ N N W&
v @) @& @ é % &’
Report: KCP 10.2.1/02; *;2\6@7; 1\@7@77 @-1 N @@ @’ @
Title: Acute toxicity o@CS-%ﬁ%S%@C 50Gto th@%vaterﬁe,a Da &i’a m&pa in tic
laboratory test@steq‘gi% é\a Q\ % @3\9 Q
Report No.: EBLNN499, O7 5 oY« \@' SAS @ G
Document No.: M-607779@-1 > O ©© CHEEN BN
Co - o Q (OJEEAN
Guideline(s): EU Dlre@lve 9%@ 4/E@ Q @® N @ Q
Regulfion116Z/2009 Europe@’ & @)Q @ é
OECD Te Guideli§202§ @ & o\% ©
USEPA GOSPP 830.10 Q & \25@
Guideline deviation(s):  Tiene % ) @ QD * % NN
GLP/GEP: wyes & 9 o B o\© N W ©
TS e §5 0 0
@ N & X @© Z & @
. &\ NN N @
Material an%fﬂeth@s PSRN S5
Test material® B@—CN&%JZ%O EC 50 G Q\@V @§)] S) %@
D lot/batch 20166010 (& o @
N . Q Q& N
N Speé@catl 02 31262 O
A Contont dc(ive substance3 28% Wiy © i
%%%en &&we subs a{t}n@. w&w W,
Guideline(s) &ne %eciﬁ@ @\9\ %@’ &) S
Test species™ Whter t}(@\(Dﬂ%ia ;@gna)é@\ S
L — St &G
Organ@ First ggstar @nate@%ss @n 24°hours old
. o N
age/size at @ N 7 Q
suudy. I S
initiation ¥ & o RS
Test solutiong, No%tnal ce 10ns:<@1 94, 0.427,0.939, 2.07, 4.55 and 10.0 mg form./L
Confrol:water contr%@
o © ®
Repli%@m ﬁlo. ofwess er concentration (replicates): 6
%, (Q% N?\%f ves&els per control (replicates): 6
(@nisn@@ K. ot@ganisms per vessel: 5
pe regé)@te
Expo%l%re Static; total exposure duration: 48 hours
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Feeding None
during test
Test Temperature: 20.2 - 21.1°C @ @6
conditions Photoperiod: 16 hours light / 8 hours dark Q\ o
Light intensity: max. 1200 lux o S
Light colour-temp.: 5400 K (cool white) €§ S <
pH: 7.7 7.9. S NS
Water hardness: 231.4 mg CaCOs/L N O\@ N
Dissolved oxygen: 8.5 - 8.8 mg/L (94 @% saturatl@ g}a N @Q
Conductivity: 597 uS/cm @ § é\a
Alkalinity: 53 mg/L CaCOsL g R o g

Parameters Macroscopic visual counting 0@%11&: daphnids. Vlg@f co %arls f untreate SN
Measured / control animals and treated anirials perfo C@ aft IS of@ 0s
Observations = Measurement of pH-value; I&ieasu ent fved oxgggen determinéd-for
all freshly prepared solutioffs (bagelr'sa ) an@gan’@j the é@ed seiutlon% .
(composite replicates) ata%e end@f exp@iure. >
Water temperatures w@l\ﬁn thg%st tem were re@%ied a@ ‘Zand end of
exposure from one @sel %ﬁhe ated\&)ntr&ﬁ@rougwnd 0 highest Q
treatment group. @ &
Chemical Stock solution: @umcatéof sampi% ofithe sto@olu@ (10@mg f@ﬁn /L{%&'as taken
analysis and handled ag thé t @ned@am ples. @®

Freshly prepared tésg media: Sampling nﬁgmedl@y before dls@but@ to the test
vessels, frém batch pre tlon@or eag? treatrhent a&%coytﬁ@l gro
Aged te@nem@Sa g 1 %Ere as composite

Hediately after ter@ﬁo@f e@
from aﬁ“reph%tes of a'tre @ Ment p contro grotip S
All &nple@ere@@asure by MSS C:o\\ °
Data analysis § ly51s @ed b@n 1teﬁ§1v 1ghe@hnear regre s%n according to the

ax oo&prm&ple F&r lc@lon@jﬁox rofess10nal and Excel

@9201 ere us
<

Qf@ @ @ %@

N é?” @’@@ b\Q@?@@ N
Resulﬁ%@ 2R o O S
DO S O D N

&
Validity criteria@%@ % ((\@ %\ v ©Req@ced Obtained
Mortality in cggjtrol d@%g te&@ . i ©\ @)k @' 0% 3.3%
Dissolved oygen co%)cent@on g}s\&le en(@f the @ ﬁ@ 3 mg/L > 8.6 mg/L
k_g

=) N : %
G @ .
Analvt1§?results @\ Q &@ ©\

The\%companymg\eherr@% a a@jsm CS®N88460 in the freshly prepared test solutions at test
initiation revealed meastited (ﬁd?tent etwee?105% and 114% of the aspired nominal concentrations.
The correspo%@lg cqngent %)ns the aged test solutions at the end of the 48 hours exposure period
ranged betv@n 168% an, 12% f nomjnal. No contaminations of BCS-CN88460 were detected in
samples fro atedQwateieontrofy As these measured concentrations ranged well within the
reco ed r@ge of % of nominal, all reported results are based on nominal concentrations
of Bi&; N8§ 0 Cy\gﬁthe test solutions.

Y @
@ & <
&
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Nominal test trati Analysed concentrations of the | Analysed concentrations of the
ominattest concentration freshly prepared solutions * aged solutions after 48 hours *
mg form./L mg a.s./L mg a.s./L % of nominal mg a.s./L % of nomingl;° 6
0.194 0.0102 0.0115 112 0.0114 112, N é§
0.427 0.0225 0.0253 113 0.0250x, [§E
0.939 0.0496 0.0563 114 0.0544° 00 oF
2.07 0.109 0.120 110 0,121 ISTHES %
4.55 0.240 0.262 109 0259 O 10897 4
10.0 0.528 0.555 965 @ 0573 4y 109 @ &@
* mean value of two measurements [L @ NN
A
Biological results: ) Q & S« © &@
. N @ RO 9 QO
Observations . @ N @y W
An immobilisation of 3.3% as observed foggntre@ cq@%l a@ﬁnals (@; gedawell below the 10%
value which is regarded to represent the limit for nagniral n@rtalié@’ & © & % o
R GRN S A
% SN > NS
- ER N A SN Y
Immobility \)Q N @ %, é\g @y@ Q
Nominal test | Exposed &U Immpbilised daphknids v N N S %@)
concentration | daphnids Q 24 h Ca S 4 @V @@ < N
(mg form./L) | (=100%) | om ARSI - LS ©©
I 30 |ovo Y TS 8y ¢ 9
contro w0 S@v B L 33, %
0.194 30 & © | Do hel 0| T L9
0.427 30 ] 20 9§§ > S 33 NN
: N g _Ql o - Q
0.939 |0 0S| 60 L | O3 5 O
2.07 S & O [N ] & Pus e
T BN @
455 073\ [ Se o | B3 (030 © ég@ b
100 O] S0 O 309] W o # [0
2 ‘o
N & & @ PSR
A @ O o O .9
Conclusion S-S T
NS Q7 o %
The study meets@ﬁ Valqi@ty c@ria %gl the e@@po'&t@ase@n nominal concentration is:
@ ((%Q \)© _© a Q Qv
| ECs0 48 hot® (95%C.1). )7 2.20'mg fopm /L (232 - 2.33 mg form/L) |
© ~ 7@
3 S
& SEN < &
Q N
& SN S
N (g @\ R Q
> & @ A
SECSIV N
@ < Q & ©@
& e oe
& Q
{x’ O @ RS
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Report: KcP 10.2.1/03; | 2017; M-600970-01-1
Title: Pseudokirchneriella subcapitata growth inhibition test - BCS-CN88460 EC50 G
Report No.: EBLNNS500 -
Document No.: M-600970-01-1 @ @6
Guideline(s): EU Directive 91/414/EEC; Regulation (EC) No. 1107/2009; U.S. EPA Pestici¢ @
Assessment Guidelines, Subdivision J, §122-2, 123-2; OCSP@Guideline 85@%00
(January 2012) @JQ & @®
Guideline deviation(s):  none Q Q\
GLP/GEP: yes =) Q & 2
R N v
Material and methods S @ S D é
. BCS-CN88460 EC 50 G » & o R O
Test material g\ lier Batch ID: 2016-001002@ R o & & Y &
Specification: 102000031262 Q5 N ) N \© %) @@
5.28% w/w BCS-CN88460 . ¢f & w> & & N
. Q O N S & @
Sdl;lsg tlir;en(s) None specified. % . 555%9 \@© Q@ & IS @& @ @§
s é@&ﬁ &
. Freshwater green al sirdoki er su itata) Q
Testspecies  girain SAG 61.81 © %@ NI é «éﬁ § \@ >

9)
Culturing 400 pL of a 7- l@ys oldsto s‘;’& cultw ye was e@nsf 5 §J& 30@L cotton

N
. plugged Erlengeyer ni @ediym every 7-10
conditions days. Stock €@iture’sof a]%e were@ré’%;t a&% + @& wé%h 24 hodrs hét (4500 —
7000 lux). ™« o
Test ves§els wefe pla@g on @abl&t rotating IOQ\%m E@reve@t sedimentation of
the cel§ AR operations anduc der sterfte copditions to handle an
axe cultare. Pre- cult werewprepag® % frdm stockcultures 3 days before

th@ art of the t& us1EC@medk§h @7,,

Organism res V&gere repared@)m %&ck cu@re §ys Qg@ore the start of the test
age/size at @ U.SI@EC@ medg K
study o\@ @@ %
1n1tlatloa&@ % % @ @ fog
Q DS 4 & N
Nomihal o%entranons @@954% 305\“9 977\%”13 and 10.0 mg/L

Test Db
. ols&Wate@ ntro@
solutions ﬁe@\e of g@]ssc}@gd n’%@lal I\Q pr;\@ntatlons observed.

Replicatio ves$éls pex con @atl @ep c@és) 4
]@ N;(%@é;z@r confrd (r%g.ﬁgcateé
3 2

%)
Expos§§ Stat &2 Q @6 hKﬁ%

ex&ure (%atlo
In%al cells cel@mL i@eac]@test g&(@p
density &J A @ & Q
@ N R
¢ & ¢ &
AN % Q
O
@ & <
(@

! Axenic cultures are cultures of a single species.
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Test Temperature: 22.5 — 23.0°C
conditions Photoperiod: continuous light .
Light intensity at surface of test vessels: 4440 to 4670 lux @ &
pH of controls: 7.7 — 9.4 N §
pH of test solutions: 7.7 — 9.3 S @Q S
Water hardness: not specified @J@ N S
Conductivity: not specified Q @ i
Growth medium same as culture medium: Yes &% . © . %@
Type of light: artificial (Cool white ﬂuw@eent lamps) ‘v\g\ N QQ
Bt | e o oo o or et i st O
Measured / g h@s A3 by
: vessels. The pH was measured at &i start of theSpudy and addgtlona&y after @2 an
Observations after 96 hours in all test levels the controL& L1gh as m ur&@nce @rm&é
test using a luxmeter.
Morphological examiniatioéf cel@%sm&a mle,gsco;g&ere @de after 0, %1 48,
72 and 96 hours. @ g@
Cell numbers per volunse, (4s &surrogate for@omass\éper V§me)§gwere estinat
photometricallly after24, 483#2 and@P6 hows. A
. For the verificatio the{&t ite on ratn%s du ate ers les o\fJ
Sampt ing for 10 mL were taken from tlg bulkssolutidn at test sta fr g@dlng
ehemleal aged media (poo@d re@wate@jafter @ an hou@of >§ e& test
analysis
concentration@nd th&contrdl) Th cm@ent dete 1ne st in one of the
duplicate s&%les and the@wen results are ex&l@Ssed @the %Verage @the two
measurements (\ @ @ N
Data analysis EC, vatucs (e% x =5&) and@nﬁd@gce n@wals Were e@fe\ula or the standard
expogure period, using a c@mer& pro&vam goxR&tPro 3. 23).
A SR, Q s
& S - & N . ©© 5 & @
Results @Q \ &\ \\ N @
Q@ > &
Validity critéria acﬁo O&&) TG201 °S . 9 @Qﬁeql@red @ Obtained
1)  The Bdmass in the ontrolge\g?ture uld kywve @
@ased exponer@gi ly fact@of at least 16> | O 16 ©\ 71.4
hin the 72-hot®’ testpetabd, @“ . @ o
2)  The mean ¢ ienfof v Nﬁon f@ sec
section spegific growth rate€in the.contr lture 5% 12.9%
must notixceed/g@/ @ %’\9 Qg f\@@
3) The 01e Bf v t10n Q\fa aver é%)e s&érﬁc &
growth rates urm@ he ole @ gd 1r@§ <T7% 1.2%
re%@te control cyltures not:# ceed,\\

Ny N S

SR
Anal¥tical results: § @ @ @ ©©\

~ R

Measured conggntrations of&%?le §é@nple sdranged from approximately 91 to 112% of nominal

concentratio The@‘b ,é»:».\a ©ijthe study were based on nominal concentrations. No residues of
BCS-CN8 v@e fo uf in the c@l above the limit of quantification (LOQ = 0.000625 mg
a.s./L). @& @ < @@
NN % S
< oF S
¢ g T
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Nominal Concentration | 0-hour % 72-hour % | 96-hour %
(mg/L) Nominal* Nominal* Nominal*
0.0954 95 91 87 ° 6
0.305 103 101 112 \@ @@
0.977 111 99 97 @6 @Q S
313 108 107 110 @ S8
10.0 11 12 123 S S DY 2
¥ ] °\ o
Mean of two determinations v@@ @ g}” @\\ @@ &@
o _ R 2 S & 9O
Biological results: & é\a Q o &
No morphological change in algae was observed i test conc@rati%Q & g ) &@
72 h & o \@ @Q \© 2 Q@
ours é}\\ %ﬁ) @? kS N § N
Nominal concentrations | Mean cell number after bitigy-of a ge spitific g R
(mg/L) (cells/mlL) @3%” @ gdowth f%% (%) Q @% @§
Water Control 71@%@0 [ &ﬁ\ N §
0.0954 J@oog s P O o é’ ®
0.305 _Qesdode, T L S Y 1 & & g
0.977 Q" 588000 NS o O o \%
3.13 @ K500 7 & @? & 4520 O
10.0 WY 8000 VS @0 12 q
2
o O & g@ ’ T a2
Nominal concentrations Yield @ nhijbition ofyield (%)
(mg/L) kS @@(c@@x woodmry & | O
Water Control & § 7@@ N o5
0.0954 S D N WS, P @ N 04T
0.305 o O Noesapy oS4 S 7y
0.977 Y | 57 .9 & © @
33 . 9 W w7 @ads © Y @ wssid
10.0 A o & S22, © k. O 1003
» O & O o & D
S N & O g@’ S N
Nominal concentratio ea r the growth> & Inhibition of Biomass
(mg/L) @ @é@ @@l‘ o\l&euré& , © integral (%)
Q O &@rjoma tegl@ O
Water Cg@ol N 277.3 9 ;»\\h@ 0.0
0.0954& ~ ] R 2378 & 3.1
0.308, NS IR 6.5
0.977 U ¢ 10386 O 18.7
3.13 O L e 211 83.4
100 O KV 98.9
SIS D)
¢ & ¢
SRS
SR
S A
€ o
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96 hours
Nominal concentrations | Mean cell number after 96 h | Inhibition of average specific .
(mg/L) (cells/mL) growth rate (%)* @ S
Water Control 2133000 - N é§
0.0954 2121000 0.1 S @Q S
0.305 2006000 L1 g NS
0.977 1864000 25 S < o
D) ©) 9
3.13 490000 A 28,9 ° o éw
10.0 20000 N 323 of © 9@ &@
* % Inhibition: Increase in growth relative to the pooled control g @% ?”\9@ N) é\ﬁ ©
@ & o R O &
. Q cs° N &
Nominal concentrations Yield @Qf Iml&ibition@t/ yieldﬁ@&) O © @
(mg/L) (cells x 1000/mL) D N @ D N N
Water Control 704 o AN Qp @§ %
0.0954 70.1 > e o oY _ 7 9 @7 S ’
0.305 654 7 S S % © &
o N
0.977 IR DTS Omes o 1§
3.13 ovos, & ¢ R s
10.0 o 027 S A3 o O,
D 7 & D & ¥ o O
Nominal concentrations @éa m@er the growtl@ &, Inhgpition of Biomé4ss Q
(mg/L) % cur b & mte&* (%),
2 (@)mass@ltegl:@ ANNIIPAN
Water Control : 17713 > S| & 0.0 K&
0.0954 NS ENE TN
A SETT TR A R Tl
A S @
0.977 S @ T mses, . Y| O A 1839
3.13 o D sonny S L 834
10.0 Y | 13y .9 & O @89
o e TS ES
Concl @ @ . o N @
The study meets ﬂ@ahd crlt@a and €he en@mt@@ased eﬁa nominal concentrations are:
& & O
= W N o
E:Cso 72 hour@(%% 1.): @Q NS @Q_w n§ (2.77 - 4.20 mg/L)
S S A
E:C» 72 hurs (95% C.1.) NS 1.@mg/L (1.10 to 2.38 mg/L)
Qh%l @ N? & &
E.C1o 72 hours (95%C. N AT 938 mg/L (0.63 to 1.89 mg/L
'y (95%G1) [(\% \@, Q@ S gL( g/L)
LO\E C 72 hours: Q 3.13 mg/L
Lowest concent@fion w1th an gffect «\ D
NOEC 72
highest coy tra@ w1tQ§z;dy\Qgse ef 0.977 mg/L
Eycso:@@ouré}s% CQf.): @ 1.68 mg/L (1.59 — 1.79 mg/L)
N \)N N
EQQ 72s (95%’01@ 1.01 mg/L (0.93 — 1.09 mg/L)
Eycloours (95% C.L): 0.78 mg/L (0.70 — 0.85 mg/L)
LOE,C 72 hours:
Lowest concentration with an effect 0.305 mg/
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NOE,C 72 hours:
highest concentration without adverse effects 0.095 mg/
EbCso 72 hours (95% C.L): 1.70 mg/L (1.60 — 1.81 mg/L) @ @6
N
EvCoo 72 hours (95% C.L.): 0.995 mg/L (0.913 - 1.072 mg/I&@ @® @
S0
EyCio 72 hours (95% C.L): 0.752 mg/L (0.673 — 0.825 &g/@j) @@ @ %
S S P
ECs0 96 hours (95% C.L): 4.58 r@ (4.35 - 482 mg/L) é}g\ N
S p &8
E.Cy 96 hours (95% C.1.) 2.@mg/L (2.37 t&@m mg/L) & Q © &
@) @
S
E.Ci0 96 hours (95% C.1.) 1 g a.s./L (1 1to 2 (@mg a. SQJ) @) @}
@ @
R
. X ° Lo
LOE,C 96 hours: . ' @%& &§3 @ S
Lowest concentration with an effect ”%g& & % o
% @ @) N
NOE,C 96 hours: W\% o SN 0.997 me/ % @ @j @
highest concentration without adverse effegts \ N 9& &L N §
Y4 sy PR & O
E,Cs0 96 hours (95% C.L): ©Q N @7 m@(l 83> 2.1 §;g/L)§‘9 @ .
E,C20 96 hours (95% C.L): R o - & 1.170%mg/L g4 @%5 gi) N
@ @ @§ @ “
E,C10 96 hours (95% C.L): > S g mg/% (0. Q@‘ 1.062 mg%) O
LOE,C 96 hours: 9 © N N’ \ < A
Lowest concentration vgll\an ei@gt @ f§ @J@ (g@ 77 &mé%k ) (é\?
NOE,C 96 hours: > ~ S N
hlghest concentratigfgwithout adve%@ eff § &’ O.30@ng/1© S
Y

EnCso 96 hours @?% @X@ & @\% R i g/&l g@ 95 ?@/L)
‘\a

/(\
©©%§ ©

EyCao 96 hourS{(95°%G8 . 1): % 1.09%g/L (699 &@8 mg/L)
o\@) ) @
EsCio g8 ours (95% G § & N @3 mg't (0.7@ 091 mg/L)

LOE,C 96 hours: QY &7 & , O [« &
Lowest concentr%ﬁ% wi & an efﬁ@ > © © %977 mg/L

SN

NOE,C 96 ho
highest con&atlotho}é;@dvefsg effe% , © ©0.305 mg/ L
& ) @@ @v
) S '%f' R

2 Q @
Cp 1& 2.2 ?@dlt@al l@g-te@a an Qhromc toxicity studies on fish, aquatic
2o?ilve;@) @@s am@edl§nt dwelling organisms

No additional s&idies were ssase(@n the current data requirements. Please refer to Document
MCA Sectl§ P&% )

N Q
@§§§©§

Cp @2 3 @@ @%ﬂth&ﬁestmg on aquatic organisms
Ng@ udi @’??Nere necess§ based on the current data requirements. Please refer to Document MCA,

Sectlo@ Point 8.2.
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CP10.3 Effects on arthropods
CP10.3.1 Effects on bees @ >
N

The risk assessment has been performed according to the existing guidance in force at the tin@of th&0
preparation and submission of this dossier namely the EU Guidance Dgcfument on @rres 1

Ecotoxicology (SANCO/10329/2002 rev 2) and EPPO Standard PP 3%0 Enviro%enta}\ sk
Assessment Scheme for Plant Protection Products — Chapter 10: Honeybee%% ® § %@@
) e .

A
N N O
Regulations (EU) 283/2013 and 284/2013 require, Whergees are likef®s to be expo@ﬂ, te@g of Bth @
. L . . SR S
acute (oral and contact) and chronic toxicity, 1nclud11¥ sub-lethal effgets. Conseqé%”ntly addifion to ©
the standard toxicity studies performed with adult hés (OECD 243 and 214) stéidies tha de@be t@&
intrinsic chronic toxicity to adult honeybees and hpneybee larvae errfor@d, V@Ch a@e provéged
under MCA Section 8, Point 8.3.1. @ Q} N Gy 6\ o
Further data on honeybees was generatediunde ¢3emi-fizld g&nditi with” the “yepreséitative
formulation Isoflucypram EC 50, which is destrib ed In de@\ﬂ in 0@5@' ecti6i 10:< % o
¥ @ R Q ) @7 @§
* Semi-field brood studies followin%EC‘Q\Gui ce ument No. 95 u g a_more @@stic
s i flowering Phiféelia, Sovering eff Brood feg heir develd
pray scenario onto flowering kg elia; covering”effects on, broo &ggs)@ their devéldpment
and colony parameters. Q° & . & § TS D ©
* Semi-field brood studies fo %vin(%@i?%o 170 4) usi@a n@ realistic spray O%é@nario onto
flowering Phacelia coverigg effi ongfortaliy, fogaging activityzas as general colony
LA A foggline ST o

development.
N I N
These tunnel tests with gh@@epres@ltati ornuif tioy Isoﬂucxpram@& 5@00@{% to OECD GD 75
and EPPO 170 are presented %@e M@g -Su é@ arcti@ 0 %der Pofiat 10.@5.
3”\9 o\ o\
N SIS & <
Table 10.3.1- 1: Tﬁty é\iso ran@ec ical an@ormed oduc{@to bees
SEa= & = & S % <
Test Q@ Te ecies/ (@3 .
substance @ @dy ty © N @E nd@n ¢ @§ @ References
@ D YT e o | FOra
> Homgybees @LDW oral &> 10681 asbee M-503824-01-1
A . @8, @ Dso@ontgc© > 100oug a;sfbee KCA 8.3.1.1.1/01
@ O N O O S KCA 8.3.1.1.2/01
N 9
- I RN I
@ Hel yb@ @ LRS- oraly” > 1095 pg a.s./bee 2013; M-472468-01-1
\©) © 48 @) A LD confast %OO pg a.s./bee KCA 8.3.1.1.1/02
(S & @ KCA 8.3.1.1.2/02

Isoﬂuz@m @ E

H bee ar%, &%Q}E@ 406 mg a.s./kg M.587515.01 i2017’
v’ @NO@»Z 62.5 ug a.s./larva - BN

R o

& KCA 8.3.1.3/01
N 01e.
s 1L S 2015
«f B r%&le %" | LDy-Bral > 2002 g a.s./bumble bee | M-542774-01-1
N & KCA 83.1.1.1/03
S S 2015. M
@@ P B“‘Z%;f%@ LDso— contact 100 pg a.s/bumble | 5500487011
S S ©¢ KCA 8.3.1.1.2/03
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Test Test species/ .
substance study type Endpoint References
Isoflucypram Honeyb(?e, 10 day LDDsy > 89.7 pg a.s./bee/day E. A 2015; @
SC 200 chronic adult NOEDD > 89.7 ng a.s./bee/day >40173-01-1 Q
feeding stud - - KGA 8.3.1.2/01
g study % @® &
S 7
Honeybee, ) 2%@ M-y
72h LDso—oral  69.1 pug a.s./bee A 571280-01-10) § &
96 h LDso - contact  14.1 gga.s/bec ' KCP 10.3°M. 104 N
o ) @
Overall, no adverse Sffects on bro 2.
development (br qad terminatio @e, N
Honeybee
brood index an mpensatlon ex),
Brood - . &°
s mortality (a nd pupae foragm@
Semi-Field activity, behaviour, colony itionand
(OECD GD 75) strength after app tion ®§‘75 g As./ha
onto ﬂm@rm& acelig, anac@olzam@
Oves%l no @ers%t &ects o%ro%
Honeybee de rﬁ%(bro& ermigigtion

brasd mdggc and @npqnég&tlon HEX),
Isoflucypram Sel:snz(i)—(;die-l d <<%ort % (adl@ p@e) gin @
EC 50 &actlvu chatdour, cdteny condition;
(OECD GD 75) |

Q strength aff appliggtion @5 a
@l owo flowering Phiceliagg cefﬁ‘i@lla S

Honeybe&,@ Ower o0 advetle effsts on @D\}tah
Colo Cig (a @ and 1ae) ?@ragllng%ctl % 9017 M-
Develognent condl10 an e yoneve O%Hl‘;lna er ‘7\9 60 =01-1
i- Flel% o lioat 4@ " Soy ¢ Omg o flowe K@10.3.1.5/03
0 170y "Qg S
@ Phagdlia ta@cenfolla S

@ O@all no advers@effec kth%ahty @
@@ Hon??b;e &\ (adul‘%}l pu@) fora@%ng a @71ty,§ B A 2017 M-

q ur, egfony Velop tand
NN/ 1% 607771-01-1
ition %ad cok@y strefigth afté® KCP 10.3.1.5/04

Gemi-Fled ¢
o\@ (EPP‘Q 1 70@9 atlor@ 75 g @%./h /hapnto ﬂ@%rmg
D Phacel@lana&@foha\

Q) S
Risk assessment \bees& é’ S) "\,\ (& %
The risk assessment foh beesJér ﬁucy@é@l is basedh the application rates of 1.5 L prod/ha

corresponding@_c‘) 75 a.5./hdy for @&ns ipSCere using the endpoints (LDso values) for the
formulationJgp uc@ram§ 50 and th ive &u sta ce isoflucypram.

L f@
Hazard @ tients QQ @ﬁ: %
The risk™assessme g Razard Quotleﬁ@approach (Qn) by calculating the ratio between the
S n %3,

app&"\éatlon rate (expres & IS, /hnd@ laboratory contact and oral LDso (expressed in pug
a.s./bee). @ &@ @ &

Qu values a @:al [%Nd g dafﬁafron@}he studies performed with the active substance and with the
formulati ues §an 50dicate the need of higher tiered activities to clarify the actual

risk to @ybe@@ © ®

/)
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Hazard Quotient, oral: Q. - maximum app]icatio nrate g a.s./ha or g total substance/ ha]
HO —

LD, oral ~ [ug a.s./bee orpg total substance/ bee]

Hazard Quotient, contact: Que = maximum_applicatio nrate _ [ga.s/ha or g total substance/ha] §

LD, contact * [pg a.s./bee or g to@} substance/ b @
.9
© D
Table 10.3.1- 2: Hazard quotients for bees — oral exposure % § § %@@
Compound Oral LDso Max. application | HaZard Tri@r A-priori 3, @Q @
[ug a.s./bee] | rate otient Q accept@e ri %
[g/ha] Quo Q for adult b ©© K©
Isoflucypram tech. | >109.5 75 <069 @0 _ . [yes T, < &@
Isoflucypram EC 50 [69.1 75 Q%" [1.09 50 @VJ w O o @
The hazard quotients for oral exposure are b th@vah(g@d tr@er V fm@her tier testing (i.e.
Qno < 50). % @ Q o @ @j @&
Table 10.3.1- 3: Hazard quotients fo@ees ¢ ?tac&os&g@ &% °\© éﬁ Ao §
o =S ’ O & @ & O

Compound Contact LDso %{ﬁlcan@ I{iﬁard @&Tri@? iori el
[ng a.s./bee] prate q 0tie$% @ ceptable roiskf
N lg zf@./ha]@@_) f\ER)HC O« © Dfor aduilt beeds
Isoflucypram tech. | >100.0.~7 L%\ﬁ @ <@ 430 ye@ qﬁ%
Isoflucypram EC 50 [14.1 %o 75 oy 532 & 50 2
o O
The hazard quotients for%ontaégexp%ure a§ e V@at%trlgge&alue§ higher tier testing
(i.e. Quc < 50). é\ﬂ @7 %
@ = @
IR

Q7

Further cons:der ions @%’ the%; as‘&essmegt \© @ @& @@

The active s @%oﬂ pra tec %s n@rﬁ% to @s with” acute LDsy values for adult
honeybees in f 1@@ ug bee 0 or,alf@nd tact @nes $Padministration. The formulated
product I,s@ucypram EC 50 1&9 0x10@0 honeybeesyyvith a@yyacute oral LDs value of 69.1 pg
a.s./be %@d 14.1 ug /be act tox1c1ty QAll %ulat@HQ values based on these toxicity
endpo& are cons1 1y°<1@ er han thé@vels&egarded to &iwate arisk to bees.

and 100 pg a.s.Bumblebhee for oraland cotact gxposugey’respectively, indicating that bumble bees
are not more sgpsitiveitan eybe@s to 1@\ﬂucy@
Q O S D

Isoﬂucypr%l was further@ubj d to -\— oni® abor@bry testing with adult honeybees (KCA 8.3.1.2;
7 A.; 2015; M2540133-01-
This ChI‘OIllC study@\zvas esig %a do %@esponse test by exposing adult honeybees for
10 %%’SGCUUVG days to inal Co ncatl ofy of 208, 417, 833, 1667, 3333 mg isoflucypram/kg
feeding solution, The actual t&@waS@ondu& d by using the formulated product Isoflucypram SC 200
(202.3 g/L) tocoverc the@mitatfons oflubility that a technical active ingredient may have. After
exposing h bees, for t onse%ﬁtlve@ays exclusively to feeding solution containing the a.s. at the
respectlveﬁsreatn@"t ley&ls, thety0 daﬁcso (Lethal Concentration) was determined to be > 3333 mg
1soﬂucm/ which corr@mnds to a LDDs (Lethal Dietary Dose) of >89.7 ug a.s./bee/day. The
respec%we N C (@Ob <§ved Effect Concentration) for mortality was determined to be >3333 mg

prkg, V@fnch rresponds to the NOEDD (No Observed Effect Dietary Dose) of >89.7 ug

Acute laboratory t 01ty fests @dult&umbl ees @llﬁm LDso values which are in excess of 200
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Additional laboratory testing was performed with Isoflucypram by feeding of honeybee larvae (KCA
8.3.1.3; ; 2017; M-587515-01-1).

This repeated feeding study was designed as a dose-response test by exposing young honeybee lagyae

at three feeding events to nominal concentrations of 10.4, 26.0, 65.0, 162 and 406 mg a.s./k

equivalent to cumulative doses of 1.60, 4.00, 10.0, 24.9 and 62.5 pg a.s./lagva per devel@@lenta@j
period. After exposure mortality was assessed during the larval and p phase witl i

assessment of adult emergence on day 22. As study endpoint the 22-day NGEC (No Ob rved
Concentration) for emergence was determined to be >406 mg 1s0ﬂucypraa§%/kg, which ¢y es@ds t(@
the NOED (No Observed Effect Dose) of > 62.5 ug a.s. /l@a & %\ \ @@ o
<

In order to clarify whether isoflucypram would pose {rlsk to hone@%c brood 1t1c @ d@@ the &
survival of adult honeybees and colony developg¥ént in gene@wunder mor® realist tca%&
conditions, two higher tier semi-field honeylﬁgood studies con@ted cor(}%élg to sthe
provisions of the OECD Guidance Document 7 der thes rce% ﬁlg%i exure cQriditiogs the
representative formulation Isoflucypram EC%S0 wa§ apph"& at 7§ nn@ls to fﬁe full
flowering and highly bee attractive surrogate Ph@elza @nac@iza Wi the two

(tunnel) tests conducted by : 016; -549363 01 an
M-581949-01-1 the honeybee colonieg were\xpcﬁ y 1 ?ues\l% d@% begs fora on
flowers (nectar and pollen) from the te&@hnts @e coleqfes @e ke@vit@e tufwiels for
approx. 1 week (confined exposur l@ unnels’and @gansferred

cfand wére then relocéted k®oft
to a monitoring site without ﬂov&@ ng crops and int epsive ult y %ﬁmh{f\monimring
for approx. 2.5 weeks. Daily, tl@ughei@the ﬁne@axpoﬁC orker bees, larvae
and pupae was assessed al@g with asges sment® of foraging) ct1 ty an{@beh our. Mortality
assessments were continued aléng W@ behésy 10ur@zround§ the dglve ddring .the post-exposure

observation period. Colpr asses@nen col ors@ str ngth&sod ari? o@s‘[orsﬁs) were made before

and after the conﬁneme\t at the nd he etaﬂe&broo ssessments included
investigation of the f OO 1I11V1 y m‘arked gach rephcate of each treatment

group in both stu were nru on %era@cca@ns thr ghout the studies, covering an

entire brood cycley ho beess, 7 N

Differences b@een st item and_ cont@ wev& on %se @% 1n%§g)ne out of the two studies.
- @317 A@SS L9@ 01- @a sh%ht but@}étlst ificagf increase was observed in adult

mortallty ofpyday 14 after applicafion aa%a sh@{ but @tlst 11y sigirificant decrease in flight intensity

was ob ed on the a&?ﬁca‘ﬂ@a da two daysQafter @phcn and for the mean over the entire

obse n period., THese ts were either trafisient Otso muitor in nature that they are not seen as

biologically rele \ When s@namz@l m@oth &Siudlesélt was found that the application of
Isoflucypram E at %e rat nder gnne@ondmons to the full flowering and highly
bee attractive surrogafe cro hacgf%ﬂ etlf@ ally did not cause any adverse effects on

individual d de€elopmagnt (breod texminatien ratg, brood index, compensation index), adult and
larval/pup %survwal for@ng \iwty we on ggneral colony development (brood status, colony
strength condltlon%ln tl@@es‘c ifém tr@imenﬁo\\groups when compared to the respective parallel

running tontrols.

< IS > @ "\@
To %rther 1nvest1gate e@’osur@of %bee@and honeybee colonies under more realistic worst-case
conditions two@hlg% 1 tier ggemi~{gel td hepRybee studies were conducted following the guideline
EPPO 170 f@%&’lt ortility, f@agmg activity and general colony development. Under these
forced/co ekposur ons th9 representative formulation Isoflucypram EC 50 was applied
at 75 @s/haum@ls t§

e full flowering and highly bee attractive surrogate crop Phacelia
tanacetifolia, thecéyo séfi-field (tunnel) tests conducted by ||| 2017; M-606834-01-1
and @.; 2 771-01-1 the honeybee colonies were exposed to spray residues by adult
be@ oragirig on flowerS¥nectar and pollen) from the treated plants. The bee colonies were kept within
the tumtels for approx. 1 week (confined exposure phase) and were then transferred to a monitoring
site without flowering crops and intensive agriculture for further monitoring for approx. 6 weeks,
covering the period of 2 brood cycles. Daily, throughout the confined exposure phase, mortality of
worker bees, larvae and pupae was assessed along with assessments of foraging activity and
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behaviour. Mortality assessments were continued along with behaviour around the hive during the
post-exposure observation period. Colony assessments (colony strength, brood area, food stores) were
made before and after the confinement period and at the end of the study. TN
Few differences between test item and control were detected in these two studies. In the st by
B 2017; M-606834-01-1 a slight but statistically significant 1nc§ase was obs®ed 0’
pairwise comparisons in adult mortality on 3 individual days. In the stu% y -,&@., 2085
M-607771-01-1 a slight but statistically significant increase was observed i¢pairwise compari in
adult mortality on the day of application. Both detects were transient an minor in re t? they,
are not seen as biologically relevant. In sum in both studies it was found that thie,apphgation
Isoflucypram EC 50 at the rate of 75 g a.s./ha under tu conditions@ the full ﬂo@%m d highly @
bee attractive surrogate crop Phacelia tanacetifolia did not cause@ity adverse Hects On ad and@
larval/pupal survival, foraging activity as well as o @eneral colo evelopmen&rood@atu @olo@%
strength and condition) in the test item treatmroups whe mgged t@ Sthe ectlve pa

. ‘*\7
A

running controls. @ o
@CS& @@ ’ %Q &% @%@ @6
& & @ &

% &"

Conclusi
onclusion % @ \ @ @ @7
Overall, it can be concluded that Isoﬂ@%yp C 5 whe& ppli at than x applic u§ rate
of 1.5 L product/ha (75 g a.s./ha) ev the perzx@ of @b ) ee t1 rop, @oes not
pose an unacceptable risk to honey m%h ee caipnle 38 thatsibcan ® sa assuffied that an
application in cereals will result 1@ saf%use 0 he pr@uct n a ied é%co end@
< < % C
Q& @) & @@a & N . <)
@ Q0 N W Q Q
5. .S & &g &
CP 10.3.1.1 Aggte to@;ty to beesg 6@ RN )
S TS g & 9SO
CP 10.3.1.1.1 {&ut@ral icitycto beasy O @
O RN
OEEN < v 2o
Report: ©© @ KCRI0.3. 1@ /01 - M-S91280-01-1
Title: BES-CN C 50 (%% g/L fects cut%@ﬁtact and oral) on honey bees (Apis
o\@?) sellife @1%0 ory - Final ré@ort - ©°
Report N&: @Q 134 § &
Document No.: M-57 80 01-1 & RN

Guideline(s): @ OECD 21{§gnd 9\@(19@; [N @A oC P 850.3020, 850.supp.
Guideline deviati Q%ne @ R

GLP/GEP: s Q) \ S
©@ ©© G o,

Ob]ect@

The purpose of thls§udy a@“to@term @he@te contact and oral toxicity of BCS-CN88460 EC
50 Guto the honeybee (A Jmellifet L.) oratory. Mortality of the bees was used as the toxic
end\)lnt Sublethal effeéts, suchyas c%m es ifobehaviour, were also assessed.

N
< R
elﬁs @

Material a e

Test ite @CS— 884@ (SO?L) 50.46 g/L, 5.18% w/w; supplier batch no.: 2016-001002,
Spemf' cati on 62, Sample Description: TOX20246-00.

Test anls@ fe r honeybees (Apis mellifera), obtained from a healthy and queen-right

@ br y IB(@CO

er labodratory conditions Apis mellifera 30 worker bees per treatment level were exposed for
96 houggto doses of 80.0, 36.4, 16.5, 7.5, 3.4 and 1.6 ug a.s. per bee by topical application (contact
dose response test) and 30 worker bees per treatment level were exposed for 72 hours to doses of 90.7,
81.1, 39.8, 19.9 and 9.1 pg a.s. per bee by feeding (oral dose response test, value based on the actual
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intake of the test item). Due to increasing mortality between 24 and 48 hours both contact and oral test
were prolonged for further 24 hours up to 72 hours. Additionally, the contact test was prolonged up to
96 hours because of increasing mortality between 48 and 72 hours. S
Furthermore, each test consisted of a control and a reference item group. In the contact test, tq’p&ter@
containing 0.5% Adhaesit was used as control. In the oral test a 50 % w/v sucrase solution wagised a0’
control. In both tests Perfekthion EC (active ingredient 420.3 g/L dimethoatﬁch no.: F 12@)
was used as toxic standard. Each treatment group consisted out of 3 replicaté@test units) w

per replicate. Test units were stainless steel cages with 8 cm % 6 cm x 4 crna)(length X he ﬁlh) (@
The tests were conducted in darkness, temperature w 3.8 — 25.47C and relatiye, humid

between 59.2 and 64.1%. Biological observations, incl§ging mortalityZand behav10@§i1 C ges \@re
recorded 4, 24, 48, 72 and 96 h after application 1&the contact &nd 4, 2%4%(48 and>’72 @fteré
application in the oral test. Q Q ©© @q}

@

The software used to perform the statistical analas ToxRat &fes@gonalQ @ @&
: \
Results: C& &’ Q@j QO %, @6 \ 2§
L . Q T @% v @ AN
Biological findings: XN Qg%ﬂ @© Q & é @7 &
R AN @Q N
Test Item BCS-CNBBA60EC 50 (000 g1 © > & & &
Test object Apis ;@%ﬁzfe,%l, & X § §
E comtprct N)
Xposure (ﬁi Gh Ad@sit @6 @® @ @ su r&% solu%n)
.5 %)/Water) @ R (@
Dose rate [ig a.s./bec] 80.0,36.4, k0’5, 7,%3.4 a@l < 902, 81.1.89.8. 199 Fand o1
LDso pg a.s./bee o\@ 24§H)ours%g 8 S él\}lours@4 8 ‘v\,

O 48 houfs: 69. @

ho @
& @f% &: 176© @6 O] 72 tiours: 6

<@ 96§rs N;\\é@l > {ﬁ -
LDy pg a.s./bee 4 foursi J 6.7 . @) %hou 4.6
B @ ©© ’Fﬁ?%hq&rs 77\\ OV 448 hours: 50.4
@© & o|nhais 3 Ay 72 hours: 50.4

@ % [96hours: 5.9 RS S
LD pg a.s/bee 24hou ﬁno QO Y @ @4 hours: 34.1
’ &%\ @g}y <§8 ho @ @ Q48 hours: 42.7
o\ N >72 ours: \ , | 72 hours: 42.7

NS 9@ours> oA S
NOED pg a.s./beet’ h P Q|24 hours: 39.8
gas/bee)” ©® §@ ) \ S > 48 hours: 39.
@@ < @ 72 h@urs S\ 72 hours: 39.8

e Jophousls o B

* The N(@was estlma@ usn@:sher@\ﬁxa est (péggrwme comparison, one-sided greater, o = 0.05).

Q
Obseéxyations: s§ @ . @’ @ @
N > N R
Contact Test: @ @
The contact t%@:lty rolof@d fOQurther 48 hours up to 96 hours due to increasing mortality

between 2@ urs. %ose Bvels of 80.0, 36.4, 16.5, 7.5, 3.4 and 1.6 ug a.s./bee led to
mortality éf 100 0 @6 7,3%.0, 1(@ and 13.3 % at test termination (96 hours), respectively. 6.7 %

mortal ~.g§g) ccu in the co@ group (water + 0.5 % Adhaesit).
@’ @@ N o
S

&
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Dosage | After 4 hours After 24 hours After 48 hours | After 72 hours | After 96 hours
Mort- | Behav. | Mort- | Behav. | Mort-| Behav. | Mort-| Behav. | Mort- | Behav.
ality | abnorm.| ality | abnorm. | ality | abnorm. | ality | abnorm. | ality abnorm, -
Mean | Mean Mean | Mean Mea | Mean Mea | Mean Mean | Mea IS
Y% Y% Y% % n% | % n% | % % % Q
Test item > @\)@ A
ng > RS
a.s./bee D
80 16.7 83.3 96.7 33 100 | 0O 100 [ Q5 100, 90 & 9
36.4 0 100 20.0 80.0 233 [ 76.09 50.0 [40.0 808" | 3>
16.5 0 80.0 26.7 ]300 46.7 | 6K 533 433 569 N0 S
7.5 0 40.0 3.3 10.0 20.0 |33 30.0073.3 300 A & Q)
3.4 0 3.3 3.3 3.3 10.0 Y0 169 |0 L2100 Vo ¢y ;/7@}
1.6 0 0 0 0 33q7] 0 133 |9 91138 |0 &N
Water | 0 0 0 0 0¥ Jo D330 o |7 RS
Reference item C§ J@Q NS U;}f RS v
v« .
;L.%./bee Qj}'% @Q Q@ D é @ @%
0.30 20.0 [20.0 733 [0 N [a8T | & 7635p0, © @67 [0 &
0.20 3.3 0 500 |6 . 7N67_ D , S [633 33> 48670 &
0.15 0 0 167 |[A% 2670 & [3po [ &30 |0
0.10 0 0 33 40 @160 |0 16.7§§6 A 167 Lo0?
Results are averages from three replicates\¢en bggs each)ggr dosagp/cont O ¢
Behav. abnorm. =g Behavioural abrll)ort@itie§, Water = @waﬁﬂe&tm@ ©©> ©©>© N >
S e S @ & O
Oral Test: < & ©

The oral toxicity test Wa@rolor@d f@%urt

24 ours up, to 7Q2§i§\our

@e tog%creasing mortality

between 24/48 hours. The @ lev, the testNitem 0.0, 90.9 and 41.3
ng a.s./bee) could noibe a %ecause the bges did, not &est the fulf~yolume of treated sugar
solution even whe feril ovgﬁenf su@our ctu oral d&Ses of 90. 7, 81.1, 39.8, 19.9 and
9.1 pg a.s./bee re§lted i@dos endent mQrtaht, ot 1002 O 0> 13. @ 3 and 3.3 % at the end of
the test (72 ho §afte phca%on) sAlso % allt cun thg control group (sucrose 50 %
w/v solution @cros@q tap Water, @ @
& &) S @
Dosage °s, | After 4 hgyrs A@r 24 hours D \@f‘fer 4§h{)urs After 72 hours
&@ Mortali3) Beh@ ﬁlort%&y Befav. \l\/logta@ty Behav. Mortality| Behav.
Q;(\\) @Nrm géihnornk N abnorm. abnorm.
Meat»% Mean %y Mean % {(Mean@ | Mean % | Mean % | Mean % | Mean %

Test item “2 ﬁ L Xy . IR {@vj

uga.s./bee | @ O ¢ ]9 ©) O o

90.7 N Y 833  |4p7 & 100 0 100 0

811 [0 207 &Y [33x% L 6.7 .9 |40 0 40 0

398 &0 L P20 Q| 153 0 - 13.3 0 133 0

19.9 0 0 33 S [0V 3.3 0 33 0

9.k 0 N & 0 o @ 3.3 0 3.3 0

Water 0 b O 0. PO 3.3 0 3.3 0

Reference itept” s & X Q

pg a.s./bee Q RIS ~ @

033 Yo i [®7 &, | 96D 0 100 0 100 0

017 @ |og 91677 | 66.7 0 733 0 76.7 0

0.08 AN 160 33 0 10 0 16.7 0

0 068, @ SR 0 0 0 0 3.3 0

@
are @rage from thr

Behav a&

= Behavioural abnormalities

plicates (ten bees each) per dosage/control
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Validity criteria:
All validity criteria of the test were met.
Validity criteria according to OECD 213 and 214 Obtained in this study - é§
Control mortality should not exceed 10% at test end Coftact test O

¢ 70 @
Cotwrol: 6.7% & O
Oral test § § &)

A > Control: 3.3% é\ﬂ
LDso of the reference item should be in the specified rang&geontact @~  Contact éﬁ Q\ @ @
test: 0.10 — 0.30 pg a.s./bee, oral test: 0.10 — 0.35 pg a.s./bee) ® 0.22 u&/bee@ Qw &
2 « Q¥ I &
@ S Q O |, D
% Q &° 1 teste &
¥ @ gasthee & @
R N

0.1
PO I T
Conclusion: & @@ w\g@ - @%’ @Q > %

%o @) S o
The toxicity of BCS-CN88460 EC 50 (50:0,¢/L,) s tesféd in both, oy acuteccontactand afScutewral
8

toxicity test on honeybees. The contact@ﬁf)s()yﬂues %@, 48, T2 and9 h),{@re rmi&eﬁd to @6.8,
25.7, 17.6 and 14.1 pg a.s./bee, resp elyggﬁhe ora u&sﬁ@%, h) were determined

to be 74.8, 69.1 and 69.1 pg a.s./b vely & O @

o be an ug a.s./bee p Vey\t R N @%
The NOED (96 h) was 3.4 ug a.ggbee in the %)n actgxmlt Whest the@
a.s./bee in the oral toxicity test. @ &@ e @j@ @ & IS

§ &\ § & ST,
CP10.3.1.1.2  Acutefontatt to@y t§@ees § <
N o o

Please refer to CP 10.,3\.&1.1.1.@ © QO B

vy g £

&5 S

Sontr a8 8
CP 10.3.1.2 Chronic toxicigy to bges

ko fyto bges & >

Q
A 10-day chronic @1 toa%X:@lty st%y W%% cgn@tcted@@lith formuldted isoflucypram (SC 200). The

correspondftlg summary,is filed 1f MCA\Secttoii 8, P&t 8.3,1.2. ~
ponding summaryis d won @@ (o

A
A &, S - & w .9
N O S O & D
CP 10.3.1.3 §ffe ts on neyiﬁbsee dé@elop@ent&ld other honey bee life stages

v
A repeated ho&gzybee@vae &ding@’udas c@uct@vitb isoflucypram tech. The corresponding
summary is fited under I\/g&Se{ﬁ@n 801nt %ﬁ 1 .3.@
= F o E T
9 Q .

o N
N
CP10.3.14  Sub-lethal effects @ @Q
Ther\e is no particular @’udy @\)esig / tes @uideline to assess “sub-lethal effects” in honeybees.
However, in ed€h la%)ftato udy~as well@s in any higher-tier study, sub-lethal effects, if occurring,
RS

are describedand e @
S

)
h&%as 39.8 ug
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CP 10.3.1.5 Cage and tunnel tests
Honeybee semi-field studies with focus on brood development (OECD GD 75) have been com@%d@@

with Isoflucypram EC 50 and are summarised below. N >
©© &> S

Report: kcp 10.3.1.501; |z . 2016 M-549363201-1 S \Q

Title: Study on the effect of BCS-CN88460 EC 50 G (50 g/L)%n honey bees@ols @hfera@
L.) under semi-field conditions @ N é\g

Report No.: P15019 @ ‘*\a N @O @

Document No.: M-549363-01-1 Q @ %‘\g &

Guideline(s): OEPP/EPPO (2010): Guldelme%r the efﬁcac e@lluatlon of ;ﬁ:ﬂt pro %
products - Side effects on ho ees. OEPP/ ]%’ 1/ 17% up%te 201(@) &@
313-319 @
OECD No. 75, Guidance D ument ont @one‘y\Bee (Agpi era L&f@roo

Test under Semi-Field @dm(@@ No EN M/O( 22 S

Guideline deviation(s):  none %, o
GLP/GEP: yes A L@ @ Q @ @7 @
@ °\ @ S D >
Objective: Q @ S §9 @ SSEEN)
The purpose of the study was t@nvest@te (}ent w\éldegfect ay o cat‘f@n of BCS-
CN88460 EC 50 on the honeybee’ ( ée @un semi-f1 eld s by ?‘bllowmg the
OECD Guidance DocumentaNo. <7 od@ﬁglc% 1mpr emeés by the AG
Bienenschutz (PISTORIUS et . 2@§2) @ & %
D

N & > Ko < N

Material and methodﬁg @ 6@ \§ % o §
~

Test item: BCS-CN&§460 E@SO@ @L) B§C 460: 5. 12 "/@Jv/w (analytical); supplier batch

No: 2015- 00052 mé% De& pticy; F%Ol%%@ ; Slﬁcagon@. 102000029179; density:

0.969 g/mL. D &\ N

Q 2
Test species eyb@ (Ap@ mei@@m @a Hy@no ecta); small honeybee colonies
containing 6000 be@’ each%d 3ap 5 br§od cgrabs wighrbroodin ali@ ages that did not display clinical

symptoms.of disease anduwergir a q 1gh tate N

The t@@@was condugtgd 1n@}1nnel ents. in orc§ to %@sess fvtential side effects of the product
BCS-CN88460 E §0 0 ) onﬁne bee c&omes@}der semi-field conditions. A plot of
Phacelia tanace? th an gffect V‘é>cr0 farea ofra. 8§ m? (2 x 42.5 m?) was prepared for each
tunnel (21 m lofig and@ 5 £thh nd e@ plot constituted one replicate. For each
treatment gr, (co L, t 1te Qd T nce ) éf%nnels/rephcates were set up, resulting in 12
tunnels in to 1 Per tun one &e coleny 49 used. The bee colonies were placed into the
tunnels Phacelia BBC ~)| s@joefe@ apphcatlon After the exposure period all bee
colonieSincluding dead-bee™ttaps were @w@from the study field and placed at a monitoring
location. NS

Appkcations of the test 1@%1 B —CN8@%O § 50 G (50 g/L), control and reference item (Insegar 25
WG, 250 g/kgdgnoxycarb) were cddducted by spraying the whole area of plants within the tunnel
during full()@ﬂig\h;%ﬁd 11 flgwering 6f the crop (BBCH 65). Control tunnels were sprayed with
water (400Qb7ha §nels eived 75 g a.s. in 400 L tap water/ha (corresponding to

1.512 ml@gpro ha) cgnd reference item tunnels received 300 g a.s. in 400 L tap water/ha
. @ .
(correspondingyo nominal g Insegar/ha).

The Qﬁff’ow1

%v
ssessitient: @ad worker bees, larvae, pupae and drones were assessed in dead-bee traps

nd s, were assessed:

alit
an oﬁoven sheets.
- Flightactivity: Numbers of bees that were both foraging on flowering plants and flying around the
crop were recorded.
- Behavioural abnormalities of the bees were recorded.
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- Colony conditions (estimation of bees, brood, pollen and nectar) assessments were conducted.

- The development of bee brood (ontogenesis of eggs) was evaluated for appropriate amount of eggs
(> 200) from each colony.

GLP-validated linear mixed effect models (Ime) were used to interpret and evaluate potgﬁal@

treatment-related effects of the test item on the development of honeybee colonies. ANOVA @ used?’

to compare fitted models and thus detect the ability of the factors and in@ctions to i@lam the

encountered variance. w <

D
Findi . @\9% °\§ o § %@
indings: @ & % \\ IS @
Mortality
There was no significant difference (p >0.05) in mean wo @ bee and al/la@al n@
between the test item and the control. Mean Wor ee mortah@ in dead- bee% raps was coﬁi?para@§

between all treatment groups during the pre- exp@e exposurgand p expo re @od ©

There was a statistical significant difference between the mo 1ty T%lmm@lre Sées (rffmnlyxg ae)

in colonies that were exposed to the referenggyitem @ <0.001I). s@ nsistent Wlth the xpected

effect of the reference substance “Inse% Q@ﬂderr@%stra that raging Svacti %s were

sufficient to instigate a high level of expespre td%ghe tr{atmen@m thei%ees a§ the r brood @
@ @ w Y

,r@ntrql @\’Tes&@e\n ff§ﬁ S) R@@f‘enq@em ~

1\

4 MeanW'+ SD~ | Mén | £SD | saf. | Mean K&'SD . [Rtat.

- J ) = c| s
pre-exposure & @ D S
(DAT-5 10 0/@ | > b Sl s § SERS 1{%

. O Q
Workers in dead | exposure 33 P2l & 4.1@? 3.3 >%b5 3] 2.4 >0.05

Phase

—bee traps (DAT 0/1 to 8 @ @
post-oxpasure | 3G 4 s T Fiss 67
(DAT 9'to 28)) & @'& @gM 4 L 5§ '
Workers on PIETKpOSYE) f% 7 o 598850 (729 | & [ay | 100
;@AT 5 to 0/0) &7 7Y o
non-woven §xpos . ~ % ks 0.0@ >0.05
sheets (DAL to% (;12 SN, 9 y3.4 @ [ 54 3.5

@w @pros@ %3 §<g ENTIRS §

Punac and (DAT-So 0/0), 049 Pl @ |04 |03
| pac an @d exposwre %, | L4 2@5 L0 ’@13 }7>005 iy s .
boy AT (%@0/1 oy i@ 8 Q10 G135 [>005)3. . _
expi)&ure N RN
ﬁi% 2@5 Oi (%9 0 Q@& 276|268
9 N &
S ©\ § o

Flight actlvg@@ O © \ o\
Overall d&&y mean forag@g a@ﬁy o%gwetﬁ)efo dpplication was similar in all treatments with 18,
17 and @bees in ccm@l tedQitem afd re@encNtem During the exposure phase on average 15, 12
and 10 bees were ﬁ@eord for trol, Sest itom and reference item, respectively. No statistically
Mg@fbant differences $ edQetw control and test item (p >0.05) while a reduction
enge

(p <0.05) was O@S@I'Ved pa@lg contro 1 and toxic reference item.
R
Ph Rontro@ T&t item Reference item
B 7 g MeapD [x8D [ Mean [£SD | stat. Mean +£SD | stat.
Y O
pre-exypdsure )
(DA(;&Z to Q@ 18\&% 4.6 16.7 6.5 005 15.0 2.9 0.0
@ . .
exposure
(AT 0) @ 8 @ 7.1 11.5 7.1 10.1 4.5
\9)
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Behaviour

No acute symptoms of poisoning (e.g. twitching or cramping) were observed after the applications of
the test item during daytime full bee flight. Nevertheless intensive cleaning, coordination pro s O
and apathy were noticed in tunnels of both test item and reference item treatments on theday o§
application.

& NS

Colony condition © @

In general, development of the bees was normal for the @sonal perlo ne colonyxh the%r%e ere
item group (Replicate IV, Colony 05) was found withmo eggs pt during C(ﬁg gssm@&ts &@
although the queen was sighted during first condltlog checks. For @jis reason, ess gofony ©

was excluded from data analysis of colony conditio#& and brood @Velopment (@Ierall

=\

@gth

the colonies was similar and within a normal rapge. The averag bees increaée

after setup in the tunnels for all treatment group&’and there t1 lly 1ﬁca¢§§@dlff ce
between any of the treatment groups (p >0. 0@ Thefe ‘was Q&so &statlsQ;ally nifitant difference
between any of the treatment groups for any brood s ge d& @app@@’wor&er bro%) or er

total brood (p >0.05). The amount of cells%gnt@n@ig a& ood @ges creasgd in alfQreat @t I

but there was a tendency for a decre{%’ in @% amunt oﬁapr%W br fo?ig the ¢ nies
exposed to the reference item. The s gﬁge& necta% otlen v@s Ve1§g simygr in the’colo@es and
increased throughout the entire st od. N@Ithe e te@nte toxi&refegence item
treatment resulted in a statisticallystgnificant dﬁ%re e in n@r st (p >@. 5), q@near‘ﬁﬁmxed effect
models could not be used for s@ 1S 10&@nal)g$ of en é@es since th@@asel@cé? in the’ control was
Zero. 7og N

N o @ “
Development of honeybeebrood & 1ndk)%§ual &lls (Brood Termi %n &@dl@n@x and

Compensation Index) > S o S @ o

A
The mean brood te atiofrat TRyppn B 2 W@}e 34. @A), 4&% a&ﬁ“ﬂ 8% for control, test
item and referengs” item, colofiiss, r¥spectively @ cai anal@s showed no significant
contfd]

difference in the-bfood\t n&%n rate o&Nome&expo and test item (p >0.05). In
contrast, a statfSfical nlﬁ nt ef ?ﬁ?} breod te 1nati rate wis detected in the comparison
between the cohtrolgnd re&renc 1tem co nles@ <0.85). O @

On BFDZ%@the mean od ces for @ntr test & a&(@’eference item colonies were 3.28,
2.82 andM .41, respeo@vely @51 incr ethe - bfood mﬁex Qvé time was observed for all treatment
groups, 1ndlcat1n bro dev@»pm nt: The statistjeal analyses revealed no significant
difference in the %l%od dlces he &atrol fﬁi test@em @Jomes (p >0.05) but there was a statistical
significant dlffe 1abl @%twe@ cont@l an%@ference colonies (p <0.01).

The mean cé@pensz@on g%es ) fo test and reference item colonies on BFD22 were
4.10, 3. 85 d 3.15, respegtivi e@@atlon@ndex increased during the study in all treatment
groups. 1lar to the@flndl for @e b d mé%’x there was no statistical significant difference
between the contro d te% olon s (p >®)5) but there was a statistical significant difference

t ite
betx{%n control aﬁﬁarefe@ 14& (p ‘fu 05) @
&
‘@onl{; R Test Item Reference Item*
@ N @ %@ Mean +SD stat. Mean +=SD stat.
Brood Tegghina <) N
Rate g& %ﬁr}@(ﬂ\ 34@ 18.25 43.63 21.77 >0.05 | 71.83 12.11 <0.05

Bfo\édlndg@% @§ §§8 0.91 2.82 1.09 | >0.05 | 141 0.61 <0.01

Cdimpengatton Index
(CI) f’g 4.10 0.11 3.85 0.59 >0.05 3.15 1.05 <0.05

*Replicate [V was excluded from analysis
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Conclusion:

In order to assess potential effect posed by BCS-CN88460 EC 50 G (50 g/L) to honeybees, honeybee
colonies were exposed for 7 days under semi-field conditions in tunnels cropped with full flower;j of S
Phacelia (BBCH 65) that received treatment with 75 g BCS-CN88460 in 400 L tap water/h
(corresponding to 1.512 mL product/ha). A control group and a reference groupywere also e@lis d

for comparison. No statistically significant adverse effects of the test itenf\dn brood déyelop

(brood termination rate, brood index and compensation index), adult and pupae survival,¢he copdition

of the colonies (e.g. on colony strength, the total amount of brood or fog\ﬁd%tores) or pr@hght@ctwkgf@

were found compared to the control. VC@ @& é}g @\ @Q @
SEE A
& O Q S &

Report: KCP 10.3.1.5/02; Wﬁn M- 58 49 01p; &' Q 2 @
Title: Assessment of side effects of BCS-CN8 EC° §0 on t}@vhon@e Apis melﬁ@ra

L.) in the semi-field aft%\one a@waﬂ& n PQ lia @acetlf@ia in %rmany%m
Report No.: S16-02869 o © S G .
Document No.: M-581049-01-1 =S O @ Q © §
Guideline(s): Regulation (EC) 110&@009 Qrecnvéom %(ca,n@m MRA); US EPA @spp

Not Applicable: QECD Suida: &Doeu&ent N©75 (%Q}D urregt’

recommendatigis ofghe’ AG @enen@@utz (E@tonu@@ al., ); @/E%PO

Guideline Ng, 170(49(2010% @ S
Guideline deviation(s):  no major deviatians ¢ § e © @) \
GLP/GEP: yes @ ‘”\g @J@ @ Q& & @© (N

& & h &@ ? 9 v
N @ N
Objective: @2 S @Q 3 S § @ ‘”\,@
The purpose of the st\ygdy W@to 1@)'est1g@ po e 1al side effects of sgr@apphcatlon of BCS-
CN88460 EC 50 onhe ho@yb@ ellzf eunder @ml— co@htlons by following the
OECD Guidance ocuﬁgent 75“@(2007) wi metl@dol&glcal @provements by the AG
Bienenschutz (P@ORI& t al§§012)
s Y&

Material anﬁleth‘ﬁ K © @
Test 1tem\%CS CNS8 g/@ 60 @ 8 % w/w (analytical); batch ID:
2016- 0@1@02 Samp@ Des@gptlon 2024 0 &pemﬁc@lon No.: 102000031262; density:

0.974 g/mL. \ ) \

Test species: Hor@ ee ( (pis lllf L. H@fneno@e secta) The hives contained only 3445 to
7150 bees per co%ny atythe st @testg 19 Jab20160Single box colonies with 10 combs and one
queen Were@ T&?col fies WEre as h@noge\ ous a@posmble Sister queens originated from one
breeding line Tn order to gydra beg“material in all treatment groups.

The stu@mgn com]%lsed oy tre entt§ p B eated with the test item, one treatment group R,
treated With the refergnce item and one group C, treated with tap water, each with four
replieates. Applic tfons @5 m@e at @H @ermg (BBCH 65) while honeybees were actively
foraging on the crop.

The test item B@S-CNSS%O%% 5 @as a@hed at a mean rate of 78.9 g a.s./ha. The envisaged target
rate was 7(5)§ S. /ha%f"ap er was applied in the treatment group C. Insegar was applied at a target

rate of 12 pr@hct/ n the refe ,_(2 e item group (corresponding to 300 g fenoxycarb/ha). The
spray vo a1 af treatment groups.
The 1n?®1 me@n c % per treatment group were in the range of 4501 to 6023 bees. The

be es thé\tunnels for 12 days and colonies were assessed twice during the confined
e& angsbven t rwards
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The following endpoints were assessed:

- Total and mean number of dead bees on the linen sheets in tunnels, in the dead bee traps and in the
dead bee bottoms before as well as after the start of exposure in T and the application in C ang R, S
respectively. . S
- Flight intensity (mean number of forager bees/m? Phacelia tanacetifolia) be%re as well as @er thé0’
start of exposure in T and the application in C and R, respectively. S &@ ©)

- Behaviour of the bees in the crop and around the hive. @ O\Q
- Condition of the colonies (colony strength and area of the different brood%tages and f@ sto per,
colony and assessment date). > N é\a

- Development of the bee brood assessed in individu&@rood cells.@or this par@;j@\tﬂar essnfeént, &@

between 229 and 266 individually marked cells per co{ony were sel& . v §” C:§©
@ Q) @
Findings: N 9’ @ & © @&
Mortality v > v \ %@ N
ortali “ S S NN

9 S ’
Throughout the study (before and followir@ expé%lre) @Id e@cial@}@’on tl@§ap 'cation%iay, no
increases of the adult honeybee mortality%weroe @und # the tréatment graups T of R n teghed
against C, indicating no effect of the teé\item\k sttlcall%@igniil{%ntod@ere beg{gveen (@d T
. . @, . L).
was found on 14DAA but this was O@mn@n nau ani ot r&l@ed t(g)@e tr entes o

During the whole study no dead 1%@6 wafgv§ rec&gﬁd at&aQny N@ he@afte@efen to ashe “pupal
mortality”. No statistically signiffeant %fferer@js wetg fou etwésn théf)ea t greyps T and C
regarding larval/pupal mortalit@(deadlarvacfpupag/sdlony@day), agither on a Qdi@ual day of the
pre- or post-application period, nor N cafsulated over the p fio s i@ the tunnels @efore exposure
(4DBA to O0DBA), in the tunnel@after @lic@n unfd¥’ relocatio theog%nito@ng site (ODAA to

7DAA), at the monitoring .1te 8 AA@ 26§A) and the @ghole &&pos@er@vﬁom application to
end of the study at thQ:{ﬂnomt site(ODA@ to 2@%).@ %
AN

Q A N
In the treatment g R a@)str eft@ of p§ toxi efe@:lnce itésh wassdetected by statistically
significant higher: pal@orta& rates, in &on 11592, 135714, 45, 16,@7 and 24DAA. The pupal
mortality rates@ R §re alse sta&'stical%mgni@%ant higher 4 calculated over the periods at the

monitoring sigg”(8D to DAL C: ¢.5 and R: 16& dea upa@hive/ day) and over the whole
period afte%lpplica@n (0DAA t9,26DAA, Cid, an@ 11.7deadsppac/hive/day).

R @
As incr@d pupal m@?tﬁlit y\gtart@ at about IQDAAGs a fypical and well known effect of the
referer& item, the eas& p?ao\lg mortafity rates’refer o a strong toxic effect of the reference item.
The observation paciwith @alfm{@tio whitgseyes) 8,9, 11, 13, 14, 15, 17, 18, 22 and
25DAA confirmdlis ob%rvat@of a&grong@ ic referen@tem effect.

R & &

@ @) @

T?@tmen@%mg@ > [ﬂ\ Coé}?ol (% Test item(T) Reference Item (R)
Daily r“z@monahty ADBA toPDBASY " 145% + 149 [481+159  [59.5+343
(dead warker 1DAAR § \\'6.0@%%0.8 80.5 + 36.5 109.3 £22.9
bees/colony) § ODAN to TRRA @] 603 16.7 555+ 16.8 72.6+29.8
=S\ SDAA 1@ 26DAA S | 1] + 5.4 13.7£32 207+ 114
" |0DAKI0 26RAA 4999+ 8.1 26.1+65 36.1+73
Daily mean @mhg@ ADEN 10 OBBA @, |1.2+23 0.6+0.7 0.5+0.4
(dead larvae™* pupde/ [0OAA & O 10.040.0 0.7+1.2 03405
ioéoT“Y ¢ @ N 0DAA® 7DAA 1519 0.7+08 0.4+ 0.4
QN @@ S8 DAA1026DAA  [13£17 0.4+0.6 16.4%+217
O & U [0AA026DAA  [13+14 0.4+0.7 117%+152

* = Statistjéally significant higher than control group
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Flight activity

The mean flight activity over the period before application was similar in all treatment groups, with no
statistically significant differences. DS
After application on the application day (0DAA), the flight activity in the treatment group<l wa§
statistically significantly lower than the mean flight activity in the control C (B;14.7, C: 21 rager
bees/m?; Student’s t-test, method pooled, left-sided, a = 0.05). On the foll %ng day (1BAA)

was already no statistically significant difference between the flight activity in T and , C'
20.5 forager bees/m?). A small but statistically significant difference WS ound aga;n@n Z%A (&
21.6, C: 26.5 forager bees/m?) but on all following (@s until 7 éA no statlstlg llyQEmﬁ@?t @
differences were found between the test item treatment gtoup T and t control C.

Over the exposure period in the tunnels (ODAA to QDAA) the difference betyeen t me thh&(@
activity in T and C was statistically significant (T: % 2, C: 20.7 £Qrager bees/m?). The dlffelénce

only 2.5 bees/m? which is minor in nature and t@ ore biologically 1g1bf@ T&e@ oregyo ad@
effect of the test item treatment on honeybee flight activjty c@ b@;disceré@ . &

N \
Q @ & o & o 3
Treatment group Contxol (Q)Q\\"fest i®m (T)QRefereknjceI@n(R)@ @7

Daily mean flight |4DBA to ODBA | 141 £28 |15+ Z.X@ ],ﬁéﬁi 2."@\\M X % §
intensity (bees/m?) | 0DAA Q\f7 6.0 [4.7* @7 18.3 i@}% I{ﬁ@ < S
+S8TD ODAA to TDAA 1207823 *[18.2%% 0.75 204308 >
DAA days after application; DBA = dayQbefoge application; STD,= standaid devi@dion o~ >

statlstlZally s1gnliltzlcant lower than@r%ol gzgﬁ)% P @@j é@ @ §® ©©> ®©>© N

D N G S N @
Behaviour of the bees o O N) @ Q
No adverse effect of thetest 1te§ treatrifént o@onegﬁe be@a%oury%ould&&dls%@]ed
< @ & é é% N
Strength of the colq@es
The overall dev f 00@% st%@ngth&f alL ﬁ@a‘[ gro d fluctuations in a typical
and normal ra Th olony%trerfgbth va of ﬁa,e test 1t€m up ngge on approximately the same
level during @ %? stud@com ed the cor@p @ s ofghe control group. Therefore, no
test-item re@ted ad se effects @y col%y str@th W ob%rved X
~
48 &F sy
Developtnent of thebrood‘&g %, @ N %\
The mean amou Q? brood in e c&l@mes @cel containing eggs, larvae and pupae) was
assessed. Overa@@ on *Q; \@ ole Bolo @, ee brood development in the test item
treatment grm@T as ed, v@en c@pare@o the/@ontrol.
@

I
Ny &
NI I

Developé#&nt of the fobd storgge area? N N

The mean amount%@foo store§nin t olan@ (sum of cells containing nectar and pollen) was

ass %éd All colohies V}r@j@ well provided difting the course of the study and there was no lack of
pollen or nectar jn any ¢ onjé &0 anyegssessment date. Except in treatment group R, where a decline in

/
‘s

mean colony st @ngt stotage areét the end of the first brood cycle (21DAA) was recorded.
No test- 1te@late‘é\ vergoeffectson tl® development of the food storage area were observed.
S & S
Develgﬁ%lent @% hqnevbe@@)rood in individual cells (Brood Termination, Brood Index and
Comperisatigittnde&y * , *
In gg§01 gro% C@wcessful development was observed in the majority of the marked brood
a

cells, ting a healthy development of brood. The mean termination rate at the end of the
observation period (BFD+22) was 12.70 %.

In the reference item treatment group R, the mean values of the brood and compensation indices were
not statistically significantly lower than those observed in the control. The brood termination rate in R
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was 38.56 %. However, adverse reference item effects were documented by high pupal mortality rates
and malformations of the pupae in the typical period from 10 days after application.

In the test item treatment group T the brood and compensation indices were comparable to those i
control on all assessment dates after BFD 0. The mean termination rate of 9.30 % was not statis

significantly different to the control.

t@ lly©

@b &@ [(\®

Brood index / Compensation index at x days after v Terminagion r@ %
Replicate brood area fixing day (BFD) ~ &% (BFD 4@2 X\\g

0 +5 +10 D¥16 @2 S @ @
Control 1.00/1.00 [2.62/2.63 [3.52/3.53, [3.50/3.52 @¥37/444 (1250 O o
STD 0.00/0.00 [048/048 |0.60/0.60° [0.59/0.6650.74/079, (0480 % O | >
Test item T 1.00/1.00 [2.79/2.80 [3.72 /3574 [3.65/3.74 |453/4.70](9300° . 4
STD 0.00/0.00 0.04/0.04 [0.03/5.04 _[0.05/8:07_'10.04/@p6 [y =~ &
Reference item R [1.00/1.00 [1.93/1.96 [257/2.78,° 2487 27K, [3.0%:03.43 1 38.56
STD 0.00/0.00 [1.22/1.19 {1.65/ 555 |a00/1@3 [1.89/1.78 [39.80° &° &~
BFD = Brood area fixing day; STD = Standard desigtfon_° N )

g day @}%\\\@}0&6 &% \©§9 N §

A SR I

Conclusion: (7 RN v § @ S %@9
BCS-CN88460 EC 50 was ap le at@a tar, rat@orrendl ©to @a at Tull- flowering

Phacelia tanacetifolia durin
confined conditions consid&sing
brood and brood cell deve@pmen@wer
No test-item related adverse
and behaviour were o
The effect of the to
and the occurreng

The quantitativelasse
not result in

No test- 1te

brood (me@ number of¥eells
ge area weri
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ati ns re();@ted 1e treatment@roup R.

% %d cells containing eggs did
de elopment
mbeg of bees per colony), amount of
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EC #)G: Texitity testing on honey bees (Apis mellifera L.) under semi-
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Objective:

The purpose of the study was to investigate potential side effects of a spray application of
Isoflucypram EC 50 on the honeybee (Apis mellifera L.) under semi-field conditions in Germa@by S
following OEPP/EPPO Guideline No. 170(4).

@ @® @

Material and methods: @,Q S

Test item: Isoflucypram EC 50 G (50 g/L): BCS-CN88460: 5.28% w/w (nalytical); b@‘- I@OM@
001002; Sample Description: TOX20246-01; Specificati 0. 102000@7 62; densﬂ‘ys 0.973 g/m

Test species: Honeybees (4pis mellifera L.; HymendgrzI Insec olomes i mbs@4-

7 brood combs) and one queen were used. Three da s before appligation the ¢ &hes \. s1st of a@
mean of 4770 to 6233 honey bees/colony. The co @ws were prQduced at the @me t wi s1s
queens in order to guarantee uniform bee material gnall treatments®  &° Q

The study design comprised one of three treatm%%roups in @1 ong being trea %gwuh&@ testgte rn
one treated with the reference item dlmethQate al@ one@*eat H\anthgt,ap r, €ach wfﬁha four
replicates (tunnels). Applications were ma at r1n &B 60 65) While Qoneyb%s were
actively foraging on the crop. o
The test item Isoflucpyram EC 50 was @é\ﬁhed%gt a tag X rate@f 75 %s /h@n 4 water/ha igthe 4
tunnels (replicates) for biological as g ma&&» Th& addﬁﬁ)nag\ﬁ@melsg?repl es) tﬁééted @ith the
test item were set up to measure cofieentratfon of tsoflucypra a ectag, after the
application. Dimethoate used as @erence tem \%s hed @he 4@11%1@ at @&rget fate of 480 g
a.s./ha in 400 L water/ha. o @ @ § ®

Small bee colonies were intragh ced%go the tunnels‘® day&%yefo Qle pli catibn of fhe test item, the
control and the reference 1fém r@ipectlv Thg confined e)é’gosur asecof the honeybees to the
control, test item and refefgnce itéh w da ?ollowmg the appl c‘iﬁ}ion@»the %f@mng of the 7" day
after application, all bee%olon%s were rel ated f@n th@resq&e%ﬁve mnnel%%d placed in an area

with no main flowerigg; bee ractggﬁ@crops. N O NN
i boe it © @@ &, .«

The following e@@m s@zere&%sesse&% \© é@ @ @@

- Mortality: 3. days be%e to 42 dayéafter @hc fon § Y

@ Q Q@er a

- Foraging activity 3 days before to $days plicati&h
- Behavioufal abnormal tles 3 s@e to days@ter @phca@h

- Colo@ssessments @clu ments of \o od status d stores, colony strength and hive
populatidns): once befbre app algéﬁ)n on cf\y d éﬁ’ys Ts[l4, 21, 28, 34, 42.
- Results of remd@alys‘% \ % é S
R WO >
@ @ § I SIE

Findings: @ O @ N © o O @

. © UGN
Mortality %5 Q 9

Moﬂali&@ the pre- a@hcat @pha@%day @?2 to &ay -1) in the control, test item and reference item
group s 43.2, %2 and dead es/@@ny/day, respectively. This was not statistically
significantly different co ed t@the gﬁ rol.
The\eompanson of the &xily @ the overall@ortality values (day 0 to day 7) between the test item
treatment and @€' control grdup sheWed ng>statistical significant difference to the control. Average
control mo f%glult s duwing the exposure phase (day 0 to day 7 following the application)
were 42.6_dead b%%/co y/day and S9.8 dead bees/colony/day in the test item group. The average
moﬂal@ the@eren@e ite oup was 246.1 dead bees/colony/day. From day 0 to day 3 following
the apphcationythe fumberQof dead bees found in the reference item treatment were statistically
sign $¢antlj@ cre d compared to the control values.

eriod fromXlay 8 to day 21 after treatment the number of dead bees in the test item
treatrn Was low with a mean of 10.9 dead bees per day and colony, which was not statistical
significant different to the control (14.6 dead bees/day/colony). On day 18, a mean of 27.8 dead bees
was found in the test item group, (vs 12.8 dead bees in the control), which was statistical significant
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different to the control. The mean number of 27.8 dead bees/day/colony is comparable to the control
values among the phase outside the tunnels and within biological variance.

The overall comparison from day 22 to day 42 showed that the number of dead bees found in thestest S
item treatment (6.6 dead bees/day/colony) was not statistical significant compared to the number of &
dead bees found in the control group (5.8 dead bees/day/colony). The pairwise comparison on@ys 33

- 35 and 40 - 42 displayed a statistical significant difference of the test 1tgroup tot &@cont@
However, these mean values (26.3 and 9.8 mean dead bees/colony) were IO\@T compared to the

values in the control group for e.g. days 26 - 28 (37.8 mean dead bees) or %y 28 - 31 (3@ m@dead@

bees) so that these statistical detections are seen to be of ne,biological refévance. °
) %@ g Qgev é}”\ N @@ o
Q RO SN
Treatment group Control o5 Test item &Q Reférence @\){n é c&©

3DBAto IDBA  [432+147 N7 [312+£97R - [426+ 154 © &@

Daily mean | ODBA 353122 Q) [320+69 @ [2Foxfos &9 O

mortality ODAA 178464 o« of233533 % « [12879%:2346 %

(dead worker [ODAA to 7DAA  [426+23.90 D [3egx 179> o0 |24l x4305 & | .

bees/colony) [8DAA to21DAA [14.6+9% . © J[[o+7¥ 35500 & o

£STD 22DAA 10 42DAA [58326 N 66506 &' - [464FS
ODAA to 42DAA [15Q% 664, 5o | 1ES+2.k, 4891498 O

RN
<
DBA = Days before application, DAA = D&Wafter@licati&n Ro \U@ @\5} @@ @ 2]
Foraging activity Ry vy S @ %
The mean foraging activity Qi@ the }%rlod@cfore aiz)@f)hcaﬁon (d& = 3 @day@l) was €mparable in all

treatment groups, with no statisticlly si 1ca1@§d1ffere®ces AN &
Overall, from day 0 to dg@ n fofaging §etivities in t&ggtest #em f@p Wwgete comparable to the
control values (16.3_bees/ d 16¢8~be 2/da@ re ctlvely hus not statistically

significantly differen& he @yeral ﬁdally ean e@agln Cdctivit Ciﬁay % day 7 in the reference
item group was 0.@%6S/Q2/day, 1ch@as sta tlc s1gt@cantly redl@e compared to the control
group. S (O 5 N @

O AN @
XS S S RN & <

Treatment gr}))up Q v\gv Control Q) Test le@vn (MY Referdice Item (R)
9

Daily 3DBAto IDBA” | 13:0% 840713321050 | 138% 11.0
medn BY o BN
foragl@actlwty oD . & fog 42 @§Zi b, 3.7£0.9
(bees/m?) = STD [OBAA > #big4@32 [N7.0x14 o1 0.1

JODAA TDA®)" | 1684 7.8 ©] 163277 [0.1+0.1%

DAA = days after appﬁlcatle@\bBA@ays@re apq%hcatlon@ S
* = Statisticall @nﬁce@@)wer t@an controf groufd” | @
© o AT

\

> O

Behavioural abnormalities § '%'Q <) @

No beh&ural abnoa@htle@ccurre% in t@ tewcm treated group at any assessment day.
NS

@ N
Stréﬂgth of the colt%hes @ Q X

The mean numper of honey b b@es @ colofy in all treatment groups was similar three days before
application a § did_net g ‘g% tically2 ssignificantly (mean of 4770 to 6233 per colony). The
% the col

subsequent elopment o@trength among the colonies in the control and test item
treatment roup ollo th@ﬁme pattern. Overall, no adverse effects of the test item on colony
strengtb@nd platl n de@men‘c have been observed throughout the study.

(S
D%@opmw@g of th@’bro&&area
At the inning of the trial all colonies to be used for the test were similar according to the season.

All quiehs (or eggs) and brood stages (eggs, larvae and closed brood) were found in all colonies as an
indication of healthy colonies. Compared to the control, a similar amount of brood could be found
during the assessments with no indication of a test item related effect. All colonies exposed to the test
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item remained vital with increasing bee numbers and healthy brood. The amount of individual brood
stages (eggs, larvae and pupae) present in the colonies of the different treatment groups fluctuated and
was alternating higher in the different treatment groups on the different assessment days. There was no S
indication of any effect of the test item on the condition of the bee colonies. N @@
Analytical findin & @®

gs )
The exposure of the honeybees to the test item was confirmed by analytical fieasurement oﬁhe ve
substance isoflucypram in the spray solution samples taken from the biological assessm§ n§ls TS
and the extra residue tunnels TR. The concentration of isgflucypram in both groups of'tunnels was i
comparable range so that it is assumed that the expos&ye conditions @ere compar@f 1@]1 tun@iels @
treated with the test item. In those tunnels allocated t&remdue dete ation, ho @bees@ere as @
sampling device. The concentration of isoflucypragh’ measured $n the collec pollg @ect
samples of the day of application and the day aflows for con maﬁ@n 0 ex@sure
inside the tunnels. \
The following table gives an overview of the%conce@ratlor@of 1s§ﬂuc @1 e aﬂalysed %ample
materials after application of Isoflucypram EQ50 Q{‘ Vith f}g aQ a 1n§a er/l@iQ % %

S P8 s ° & &
@ <& BC$-EN8§460 o
K%onc@trat@mg/@ﬁ’ @) Me@@on ratlon
DA@O el 00158500239 @ @@ 206
DAAL | g0 oo S | O Booss
A DAAO T [& 12151 7 B o, 13
Tt DA @0.527@1.83% SHRNNET
Spray @AA -~ T$:,130 - {08 v IS 154

. \) o DDy
Solution B AR: 138\ 184 © « “TR: 162
LOQ = Limit of Quant %on 0.0l m %g/kg =30 pp -CN8g4bd
LOD = Limit of Dete 3 mg/k g=3 ppb) f(ﬁ@ S 460& @@

DAA = Days after 1cat1

Sample Sampli
Material Test Item Day Q

Nectar

Pollen | BCS-CN88460

TS = biological %®smen®nnd©ﬂ{ = re&ue anq{@ls tu%%} § v\”
5 L 2 < @
Analyte: N % xEinal min@bn as: @ @Remdues calculated as:
S & & SN
BCS- 460 s @ @ BCS- NS@O Q o o BCS-CN88460

N\ NS oS Ctx R\
Conclusion: @@§ % @Q S @’5\9 @

A Y
Isoflucypram B{* 50 6\' ﬁp ed@a@% ®\a S. 1§00 I¢Ha (1.46 L product/ha) during full flowering
of the surroghde crolg3 a&&%enf ané}wth hgney bees present.

No effects\ on mortality~of It imifature @®oney bees were observed. Foraging activity,
behavio@ nectar- and@@olle rageQ.ls w@ ¢én survival was not affected. There was no effect
on overall colony d@e op nt d%elop t of od and colony strength observed.

Ba ﬁ*’on the resulty of t , it ca ’- wluded that Isoflucypram EC 50 G does not adversely
affect honey be thawo géd d elopt& , colony strength and queen survival when applied at a
rate of 75 g a.8 T 4&<L/1§» .46 Jéﬁodu@la) under the above described conditions.

@

%o N 9O
@©
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Report: KCP 10.3.1.5/04; |l A.; 2017; M-607771-01-1
Title: Assessment of side-effects of isoflucypram EC 50 G on the honeybee (Apis me
L.) in a semi-field study after application in flowering Phacelia tanacetifolia in S@ @
2017
& . @
Report No.: EBLN000S ® NS
Document No.: M-607771-01-1 @\ &
Guideline(s): OEPP/EPPO Guideline No. 170(4), 2010 &% \© S
EU Guideline 7029/VI/95 rev. 5 (9 AN 7, \\ @Q
Regulation (EC) No 11072009 X Q@ S 9 F o«
Directive 2003-01 (Canada/PMRA) Q %, QQ ©© Q§©
US EPA OCSPP Not Appuca%@ Q . & < @
Guideline deviation(s):  None r@ @@) Q & @}
GLP/GEP: yes Y, > e N P
‘ O
A A T S
SO A P
Objective: % @’ @ & Q @7 @&
The purpose of the study was to mgestlgme po\tlal &@16 eﬁﬁts&)@ a ay Ygg)pliC&@ of
Isoflucypram EC 50 on the honeybgs (Am{\me L), und@gﬁ@em@ﬁeld @tio@ in Spain by
following OEPP/EPPO Guideline N@ 70@9 Q § \@' § S @ &
R
Q 2 @ & § © @© RN
Materials and methods: @ vy S @ & @

o N
Test item: Isoflucypram EC@ G (50 g/ Q)@‘]§CN884&) 5 @% w4 (a ytlcal)Q)atch ID: 2016-

001002; Sample Descriptign: TO%2024 ificaffon No.: 10 03167; derfsity: 0.975 g/mL.
Test species: Honeybees(Api ellzfe% L..Mymef pter@l“nsecﬁﬁ) C&ﬁ me@th 6 combs (2 — 5
brood combs) and on&quee re Gsed. ADthe gt Qf col nies su@were in the range of
4436 to 9214 beeﬁe col 1es®i‘e p@uce@ﬁh $§ter qu ns i rderQo guarantee uniform bee
material in all treafinent gioups.

The study desig @ ed o&e\of three treg%nen oups@a tot @one B@hg treated with the test item
h n§

(T), one treatlt ence &m iftEthoate (R)@ cated With tap water, each with four
replicates (tunnels) @xppligations,were ma a:r\@l flofering (BB 5) and during daily bee flight.
The test Lte% Isoflucypram EC«:@ wa plie@t a ta@t r@ of 78 a.s./ha in 400 L water/ha in the 4
tunnelfé@phcates) forshiological a ssments. e ionglytunnels (replicates) treated with the
test item were set up to freasurg_the en‘me;uon of isoflgeypram in pollen and nectar after the
application. Dlm@ate used @fereﬂge 1tem§\1as he%n the 4 replicates at a target rate of 400 g
a.s./ha in 400 L Water/ @, &

Small bee colonies i ucedto th@um@ 3 da@ before the application of the test item, the
control and e reféfence Gem q@}pec "@e confined exposure phase of the honeybees to the
control, te%ltem and refe@nce@ gia% fo o@mg the application. In the evening of the 7" day
after a ation, all, b@ coléies were rel@a‘ced’{rom their respective tunnels and placed in an area

with Jo main ﬂoweit@ﬁg b%attragfgwe cr@s

\
The following e@dpomts wer sess

- Mortality: 3 «Qays ore t fter @phca‘uon

- Flight 1nt ty N re to fter application

- Behaviotiral abgo s be re to 7 days after application

- Condigion of, co omes ber of bees (colony strength) and development of the bee brood and

foo %tooraj @rea aysshefore to 43 days after application

%@a ts J mdu@nal@s

&
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Findings:
Mortality

During the pre-application period (3DBA to 0DBA), the mean daily honey bee mortality was o0 >
38.5 and 33.9 dead honey bees/colony/day in the treatment groups C, T and R, respecti @
statistically significantly different values of mortality compared to the controbvere observﬁé t@
period.
During the exposure periods inside the tunnels (ODAA to 7DAA), the %T% daily mo@uhty@lues@
were 14.8 and 24.1 honey bees/colony/day in the treatment groups C ang respec@y The mean
daily mortality values were approximately on the sa 49 level in treatment oups\ﬁ an§l‘ %)
throughout this period and no statistically significant higher valuestompared t(@ﬁg rol group ©&
were found except for ODAA. On the day of applic ion mortalit&@i T was sta@sﬂcall@mgn antl
higher compared to the control. However, this statidtical significdace was not t&ons%réred to B¢ of
biological relevance since the mean mortality r or the po&&appho@wn pe andgl’ Wer@on
the same level. This conclusion is supported by the f: uthat sta §tlcagn1 ntly f‘}rghe ues
') DS

compared to the control group were observ her@ lcukated 1on days dyring the
post-application period. During the entire abserv: d af@pl tio ( A@ 04 )Qhe
mean daily mortality was 3.7 and 5.2 dead’hohey be%écolo %the tmgﬁlt grou

respectively. During the monitoring p@) after renwval of the cé%)mes from the Is (8 A t0
43DAA), the mean daily mortahty ] %@% and@ﬂl d@ ho@ bee@folo the tréatment

groups C and T, respectively.

The application of the reference 1‘@n eatn@}at R I@l ac eff@ 0 ]@@fey b@e mo‘i@t;\\ﬁty During
the post-application period @\A t8./DAAY, m ity ®a n@e ra fronr 514 to 890.5 dead
honey bees/colony/day (rne& 075 dea@honey /ﬁay) c@npat@j to 8.3 to ©.3 dead honey

bees/colony/day (mean: 14.8 de bee olon}%ay) in the@ont %he@ differences were
statistically significant o A t@6 forQhe post-ap tiondnortality (ODAA to
7DAA) and for the entire ob. éatl@ peri 0‘ phc@lon DAA to 431@4) Elevated, but not
statistically signiﬁg% higher were ob edsgp TDA g tl&\momtorlng period after
removal of the col

es from the@nnelﬁSDAA @he ean dagly mortality was 1.2 and 7.6
dead honey be@%ol @kty &ﬁ the treat %ﬁt greyps & resp@ ively, and no statistically
significant higl@®r va compared to-the o@atrol up ere§

Overall, no a@ers fects,on mo 11ty§%f ho#ey be€s weréJound@or test item treatment group T,
except for ¢he day of a@hcatl& (ODA%) W@ a sta ticadly Mgr@cantly higher value compared to
the co&t@ In the r%ﬁrenc em {reatment gr ® R a@lear@mpact on honey bee mortality was

observed after the a at {° N
mhaar o &7 S
Treatifignt groyp é’@ @%\\,ﬁ L Cantrol A@ Test item Reference Item
Daily mean magality O [3DBA o @DBAQ| 1@0+ 760 | 3854292 33.9+7.7
(dead worketBees, laFVac >@3BANQ 7DAA @4 8434 | 241+198 | 307.2%¥+36.5
ingTI’]‘)lpae@lon” ¢, [0DABo 45PAA, [ 334718 52+3.6 62.0% % 14.2
SD\XAt\\43 DAAY @i07 1.1+0.4 7.6+13.0

* Statistically 51gn1ﬁcant y hi ed to con

DBA = Days before a \%auw @Rys a @app
co

AN
Flight intens % @ Q

Flight inte %on mparable el in all treatment groups during the pre-application period
(3DBA tg; % mdtm @mllarly intense foraging on the crop. The mean flight intensity was
21.5, 1@ an age es/m? in the treatment groups C, T and R, respectively. A statistically

s1gn1@éntl fer@t valte in T compared to the control group was observed directly before the

atioton ODBA. I—@lever this statistical significance was not considered to be of any biological
releva “Since the mean flight intensities for the pre- and post-application period in C and T were on
the samme’ level (for detailed values see further below). This conclusion is supported by the fact that no
statistically significantly lower values compared to the control group were observed when calculated
for single observation days during the post-application period.
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During the exposure periods inside the tunnels (ODAA to 7DAA), the mean flight intensity was 28.4

and 27.5 forager bees/m? in the treatment groups C and T, respectively. The values for flight intensity

were therefore on a similar level in both treatment groups C and T. No significantly lower daily flight S

intensity values compared to the control group were detected in T during this period.

A statistically significantly different value in R compared to the control group was observed DBAY

and for the mean pre-application period (3DBA to 0DBA). Flight activity aftef the applicafion iR

was significantly reduced from 0DAA to 7DAA as well as for the mea@’post apphcat&on @ od

(ODAA to 7TDAA).

Overall, no adverse effects on flight activity were obsel%g in the test gcm treatment ¢groupo&%> an@
ic

clear impact was observed in the reference item treatme after the a ation. @ @ &@
o & 2
Treatment group Control (C) (@Test item (ﬁ% Reference xzI@m (R) @© @

. _ |3DBA to 0DBA 205+ 1207 18123 | 2163340 | ¢ @
Daily mean flight Q
0 0DBA 285445 | 261803 IS 381y LN
intensity ) > R
(bees/m?) + STD |IDAA 233 €54 Y STIN 0** £0.0 A

ODAAt0 7DAA |  284+19g> | T5+4® | 05%:020 & &
DBA = Days before application; DAA = Days afté&gaﬁ?phcfkmn 6 % o %,
* = Statistically significantly different compare the o%trol & N Q> 2y §
** = Statistically significantly lower compare: the ‘%

rol "\g °\ %, v < Q
§ T § %
S @ \ ®\ S O %
Behavioural abnormalities N Z) 9 o ©) ﬁ1© §@
e a

In the test item group T, non%@%ehail%r was@’bselff@@d th&gho ssm pe

Strength of the colonies (& § @& © s @
The mean number of be’eg per olony dzessedduring the fixst coldwy as& srn %n 4DBA was 7217
bees/colony in C (range: 443640 88@4), 7559 beekss lon}@n tréatment group '@@range 4436 to 8804)
and 7388 bees/colo gn R@ang@SOS@) 92@ TheJnean Qlon%treng@ values of the test item
treatment group Tdollowed a paftsrn @evelopme 1afto ‘% contrg] group C during the entire
study. Therefor@%o t Qten&%lated adve&% efféets on@ rengtl were observed and a clear
impact in the @ren@te eatm R fter th lication w docuniénted.

p @ m@ @% p @l @

v

Developmét of the broed areax, @
The colg@ies of the ¢ 01 d th eatment g T@we(@ﬂ brood stages (eggs, larvae, capped
brood) at all assessment dates during the ire ebservation peitod.
Overall, the mean mbets of Krood cells @@ae teé\lte group showed a similar pattern of brood
development cofpparedsfo th: ndiftg values of control group during the entire study.
Therefore, no ggst-iterm la@adve@e eff@s on@pneybee brood development were observed.

9 O & b
SERS @ & @
Analvt1cm§indmgs @ s Y
The expﬁ@ure of the neybe@ to.the testt m confirmed by analytical measurement of the active
substance isoflucypram ipSthe speay s@ mples taken from the biological assessment tunnels
(replicates a-d) and the diti@al residue t@hels (replicates Te, Tf and Tg). The concentration of
isoflucypram i@both group in a comparable range so that it is assumed that the
exposure ¢ @ﬂons re par i& nnels treated with the test item.

In those tu 1 catgdoto residue~dstermination, honeybees were used as sampling device. The
concentr@% soﬂL@ypra easured in the collected pollen and nectar samples of the day of
apphc@ﬁ%n ( %1 ay after (1IDAA) allows for confirmation of the exposure of the bees
inside the tuppls. <&

le@ olloxbhg tab@ej gl@ an overview of the concentration of isoflucypram in the analysed sample
materi fter application of Isoflucypram EC 50 G with 75 g a.s./ha in 400 L water/ha.
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Sample Sampling BCS-CN88460
. Test It i
Material estitem Day Concentration [mg/kg] Mean [CIzz/clf;]tratlon
2s°
Nectar DAAO 0.049— 0.096 0.073 & @6
DAAI <L0Q - 0013 ol o v
& 1) S
DAAO 22-42 33 )
Pollen | BCS-CN88460 > S
DAAI1 2.1-28 25 A
Spray BAAO Ta - Td: 92 - 142 =S 29 o 9
Solution Te-Tg¥8-144 | 2435 ol @
LOQ = Limit of Quantification = 0.01 mg/kg (= 10 pg/kg = 10 ppb) for BCS-CN8346D @ §9 %, ©&
LOD = Limit of Detection = 0.003 mg/kg (= 3 ng/kg = 3 ppb) for8CS-CN88460 O R Q § &
DAA = Days after application @ Q& . &© < @
Ta-Td = biological assessment tunnel, Te-Tg = residue anal nnel ) Q & S
RN @ D N
Analyte: Final determiné'xon aS@@Q %Q @ﬁiem oS cal@c@ﬁted asd >
BCS-CN88460 BCS-CNSS%O (E}%’ @Q Q@ BCS= N%%O @& @% @& :
B \\ > NS N
Conclusion: @ \\ & & ‘Z”;\ o~ é\’ Q
RS S

Isoflucypram EC 50 G was apphed%at 75 @a s. 1,400 Btha (§46 L @duc@%) d@% f%@ﬂowering
of the surrogate crop Phacelia taﬁ@cetzf@iza andywith loney bads prefent. . © (CIEEAN

Overall, no biologically relevag®adyetse effc@s on@r‘[al@ and@ adverse e@ts an flight activity,
behaviour, colony strength, ¢h amoutit oﬁ@bood or on the&deV&‘pme@of t% food §tdrage area were
observed. é o )

Based on the results of th;s study, it cd@be clncluded tha@s‘@ﬂué&spra %& 5@’ does not adversely
affect honey bee behayiour, breod deyelopriwnt, c&ny s@ngth@nd ée en sul%val when applied at a

rate of 75 g a.s. in @/ha @46@rod@/ha) @ler thg abov escribed ce@\mons

S .9
@@\ \©§@

QY
CP 10.3.1.6%5 F@d tess wn&on&ee@a @ ©§ o
Not necegséPy when co%derm&(@le @ome& the 118k aS@ssmeﬁgﬁ’and the results of the lower-tiered

studles&@ O @© o § o
SR

FOFLE S
5 & & & .=~ S
QRS T LS
o O ¢ .09 o O @
COUYS 8PS
S\ L 4+ 9 @
@7 @Q@"Qy\a
°\Q @\
Q N &9
N %@Q@’Q@@
S @ﬂ&@\ O
@%
QNN
&§§©%©@
AN




“B Page 58 of 103

BAYER 2018-04-
E Document MCP — Section 10: Ecotoxicological studies
= Isoflucypram EC 50 (50 g/L)

CP 10.3.2 Effects on non-target arthropods other than bees

The risk assessment was performed according to Guidance Document on Terrestrial Ecotoxicology
(SANCO/10329/2002) and to the Guidance Document on regulatory testing and risk assesgffent ©
procedures for plant protection products with non-target arthropods (ESCORT 2, Candolfiset al.gp

20007).
& E®
Table 10.3.2- 1: Ecotoxicological endpoints for non-target arthropods Q @
. : —— - o e 9
Test species, Tested Formulation, Ec0t0®ologlcal En(gmnt BN N v
Dossier-file-No. study type, exposure V @ g}ﬂ A @ @
Reference Q @ \© A é
Aphidius rhopalosiphi | Isoflucypram EC 50 I@%o 1413 g a.s{ﬁ\é} S Q @@ @C&
- 2017; o &
M-593743-01-1 Laboratory, glass plates @f%orr. Mort a{ty (%] @@) Q & % @‘7\\
Rep.No: CW16/036 7.5 ga.s./ha . g@ S @ 6\ RS §
KCP 10.3.2.1/01 133 gas./ha & & 2 s &
23.7 ga.s./ha to @00.0. 57 & LS % <
22gasha S . U DiogoR s 9 & g
75.0 g a.s./ha g\? > @ lg(ig §% RS @
Typhlodromus pyri Isoﬂucypram§50 S 503008 as/ 7, QS Q)
; 2017, Laborator ass QExs o %ﬂ N %\9 § § @ S
M-593747-01-1 Q | Carr- Mortality [% S S =
Rep.No: CW16/035 75¢ a.s./h © 9 S & 8) ORI
KCP 10.3.2.1/02 Biglms TS @nd O o
Bagashay & $276@° o o
’ 9
422 ¢a. §9 o| @ s0. Q 2 o
X0 gasiha & & | « 266 . LN
Aphidius r'hopal(.)siphi N Isoﬂl@ﬂpran@c 09 N 50?@’ g ag%/ha; ER?)’IZ.S@.S./ha
> 2017, N Ext@ded &’6 exgysure § > © & N
M-583441-01-1 &barley&d}ﬁ% N Cogy ort@ity [%] Effé%t on Wasps on
Rep.No: CW16/0 Q S Yl\ﬂ N Q &) N Re@uction [%] plants [%]
KCP 1032200107 7.5 g &s./h N S0 B Vass 347
Y Mirpasm O & oo & o 538 215
V' |23 gagyha G| S 6P 7 o 193
N 422 gas/ha oS O ®@7 v 628 252
S D75 gas/ha @ ESEIRSERS 60.6 18.2
Typhlodyomus pyri N Isiﬂuéjypx&m EC 6@ LRso>75 g(,s./ha, ERso>42.2 ga.s./ha

A
I 2017 . 2
M-608958-01-1 @Q <%:§t§n ab%%cp OS«:&@ ) NCorr. @tality [%]  Effect on Reproduction [%]

Rep.No: CW16/037 § lea\g@ ©\ e @
KCP 10.3.2. O 7.§a.s.ﬂm NN 444
3gagtha (Q @g’@ o 90 31.3
) @23.7@.&13@% N 45 19.2
& . 142.2'%a.5,/ha S S 19.9 212
| 159 @ - 10.1 64.0
N R S R o
e . @ & Q
@ ) § N g
< Q & W
o S o O
N2 S
. 8 X
@ e T

2 Cand Qtal.: Guidance Document on regulatory testing and risk assessment procedures for plant protection products with
non-target arthropods; ESCORT 2 workshop (European Standard Characteristics Of Non-Target Arthropod Regulatory
Testing), Wageningen, NL, March 21-23, 2000, SETAC Europe; SETAC publication August 2001
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Test species, Tested Formulation, Ecotoxicological Endpoint
Dossier-file-No. study type, exposure
Reference
Chrysoperla carnea Isoflucypram EC 50 LRso > 75 g a.s./ha; no effects on reproduction @” @6
_; 2017, N (7]
M-601137-01-1 Extended Lab., exposure Corr. Mortality [%]Eggs/Fem@e/Day Hatch@[%k
) on detached bean leaves D
Rep.No: CW16/039 N NS
KCP 10.3.2.2/03 7.5 ga.s./ha -5.34 @éj @75.7@
13.3 ga.s./ha 13.2 %% 20 O 79 s@
237¢ a.s.jﬁa (2) @ ;.;;(7) g}’\ 8‘3\5 g @
42.2 ga.s./ha . . .
75 gas./ha . 105 R 20,0 RIS | O
Coccinella Isoflucypram EC 50 @ 0>75ga. s@a no effects o®reprodhétlon@ @C&
septempunctata
) ) Extended Lab., exposure o
Bl Ui, 12017, et he oS @Fcorr. Mort?%iy [/&@ggs/&g%ﬂe/g@/ Hatéhing @
M-608806-01- S &° @
Rep.No: CW17/010 7.5 ga.s./ha Q @ - @j& ©@J 8.1 @ & 9 4 .
KCP 10.3.2.2/04 13.3 ga.s./ha % Q\ﬂ 24 Q 8.8 Q 3 &
B7gasha o S NGALET A @@\ N 6.5 2
422gas/a g \\ @ 29 S N0 Qw9
75gas/ha o v, 29 N1 K 959
Aphidius rhopalosiphi Isoﬂucypraé@\t 5% %, \@ § $ § &
. . R
» D5 2017; aged resu@es spegy @ @ O @) © $) N
M-600692-01-1 & ct o Wasps on
Rep.No: CW17/014 deposi@on méize p larfs] orta& A) Q Reproducti@ [% N plants [%]
KCP 1032.2005 : a@%f s as @ o8 % S
o rggjdues @d for@% K% 33 @ 4477 ©D 32.8 sign.
wesidueg aged 6914 d: &0 > K\QB.S{&?\’ 46.7 n. sign.
A A negative value indicates.a lower Wahty@the tre@ment in tohe@ntrol‘& . @
sign.: statistically s1gn1ﬁc&é§agt 54&1 @ t@l/ % é& K\
n.sign.: not statistically @flca& § S O @@ @ @
N

A

N @ @
The exposure $¢ena 1s b{%}sed won thesuse qg\ttern S gi¥en 11% able 10- 1. The product
Isoﬂucypram 504y interfded to Gk app@ed 11@% fi oncgsat a n@xlmum rate of 1.5 L product/ha
which is equivalent® 75 gw\\fsoﬂ@ypra N 73
Accordirfgto ESCORT@%anc@e Te@ rlal Qld@e Den&@ANGO/ 10329/2002) the exposure

is calcated as: S
@ S - « %\

in-field: @hca ion rat&x MAE® @’ Q S
v
off-field: ax ‘Q le 11caE@1 raex M@x dr@actor/V DF x correction factor / LRso

\
MAF =m 1ple apphcat@a fa @ @

Drift fa@ ie. 0. 02 @cen@: fof’@‘le apf&hcatlon (according to Ganzelmeier)
VDF = wegetation d ut10n ctor = 10

Corréction factor = (T tes@élph@ lodromus)
> 5 (Taer 2 ‘@}t Aph us @/phlodromus Chrysoperla, Coccinella)

The risk is ¢ %1de @é&aec ble ﬁe Iculated HQis <2
siders @

Appllcat@ rates; <§| 5 Lﬁprod ha( 75 g a.s./ha)
MAF @ltlp@pph%nonﬁetor) = 1.0 (1 application)
¢ &
& g <

&
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Table 10.3.2- 2: Exposure calculation for in-field assessment
Crop /no.of | Appl rate | MAF | in-field PECmax N
applications [g a.s./ha] [g a.s./ha] @ IS
Cereals / 1 75 1.0 75 S N
@
& 0@
Table 10.3.2- 3: Exposure calculation for the off-field scenario % § @©\ &
Crop /no. of | Appl rate | MAF | Drift | VDF C(@ectlon Ofgﬁﬁeld PECmax& RS N
applications [g a.s./ha] [%] Nactor [\@[g a.s./hal O Q\ t0\9@ @
Cereals / 1 75 10 | 277 | 10 | 10 oY 208 «0 | & O
% S @) R ©© @Q}
N @ & s
Risk assessment for non-target arthropods \ @ @2 @@
The risk assessment was performed accord @ﬁdan@\\ﬁ%oc %Ient trlal Ecotoxi%’ology

(SANCO/10329/2002) and to the Guidance Do men @n rﬁa‘[o tln %1s i@ssn&em
procedures for plant protection produc{% 1th n- t&@et po% (E RT 2 Ca al

2000%). @ O\ @ ' @ \
R R A @
o arggits 30 8 @
Tier 1 in-field risk assessment fi t@’get a?thr%) s @@ < @@ . %
@ SER I

Table 10.3.2- 4: Tier 1 in iel@rlsk assessmépt for@n-tal@ Zi\? j@ @ (N

Crop Species n-figld PE ¢ LRso Q.1 Teigger

Ch é s. /h&@ @g a.s./h @j @ SN 9
Cereals | A. rhopalosiphi™> % . 1433 £ 53 NS
T. pyri N % ©| @66 7 A5 2D
S S R EEEN

For the standard §1es e m-@d ﬁarlo is ab@@he @Q ger f conggyn. Therefore, a Tier 2 risk
assessment is § Wlth%ghe t 0 stani}d S&%@ICS AN th§@Wo @ﬁitlonal species Chrysoperla

carnea and C inel ept@punc K @ @

o @
% b\ § %
Table @2- 5: Tl 1n-§d rlslﬁei&n&ent f@@on@et a&ropods
Crop S@%s & I@%ﬁeld @Cm@ FRs0 SRisk acceptable Refined
@ g a@%ha]% [g a: ./hab if: assessment
o - N required?
A opal@phl Q@ \°\ \U @ >~ lg\SU Effects are <50% Yes
Cereals |-L pyri © § @%,Q & @32 Effects are <50% Yes
C. carnea , © Q @ o = 15 Effects are <50% No
C. septem%ctat@ @} @§ LY >75 Effects are <50% No
S 5 o 9
For the standar@species 4. rigpalosiphi a%T yphlodromus pyri at Tier 2, the in-field risk assessment
reveals effe§§>50<§ﬁ th ﬁel te % g a.s./ha. Therefore, further refinements are necessary.
SRS
N
& & ¢ &
N S
RN S
& @ T S

3 Cand l Guidance Document on regulatory testing and risk assessment procedures for plant protection products with

non-targetarthropods; ESCORT 2 workshop (European Standard Characteristics Of Non-Target Arthropod Regulatory
Testing), Wageningen, NL, March 21-23, 2000, SETAC Europe; SETAC publication August 2001
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Refined in-field risk assessment for Aphidius rhopalosiphi

An extended aged residue laboratory study was performed with the most sensitive species Aphidius
rhopalosiphi. Isoflucypram EC 50 was applied to potted maize plants at a rate of 1.46 L prodlgﬁa. S
An application rate of 1.46 L product/ha is equivalent to 75 g a.s./ha under the conditions of the fest. <
The exposure of the test organisms to fresh residues (0DAT1) resulted in asmortality of 33%. No
mortality occurred when test organisms were exposed to aged residues (14DA. @
A statistically significant reduction in reproductive success relative to the co@’rol of 44.7 @ was® a‘@und
after exposure to fresh residues (ODAT1). After exposure to aged res1du% (14ADATH@ red@on i
reproduction of 13.8% was observed which was not statisgigally signifi &ﬂy dlffere%% the ®Ql’ltl‘01
Since effects on mortality and reproduction dropped bel&w 14% afterng of the r due
it can be concluded that the potential for recovery ig given Wlthn@t o weeks after thesappl &10%(@
Therefore, no unacceptable effects on non-target a@opods in t}@m -field are&@e expecteddyom tlg
intended use of isoflucypram EC 50. Yoy D" Q

@ N .

7o

Q

A
. : & D - S
Tier 1 off-field risk assessment for non-target at&@op(@& @ ©@J ]

Table 10.3.2- 6: Tier 1 off-field risk assesq@m foéz%n-t&%e h p(& Q@ © @j @§
Crop Species Off-field, *~  LRst & }@ %\ ger% ©§
PECiR %: [zagmal & & O
g asrha] gy ° N @ %
Cereals | A. rhopalosiphi %08 % 1413 | S 01 oF
T. pyri @(@ TR ol 30§ &@\\@ YIS Q©2 @
S @ Y0
810 g atgive vl e it
For the standard spec1es thg off-fdld @valg@re below the trlgiﬁ f @cem ﬁ%lcatmg an
acceptable risk for non-target %hro (@ @ @ R
%o < © o & N . @
S TS e %\ 5 <
& § 9 & 2 @
CP 10.3.2.1 @Q St gard%]}bog ory%t@%tmg:for n@ ta gt a@'opods
S & o © @ @
(. O
Report: ¢ KCP 10,32. 1/0% 20@ M- 3743@4
Title: @\ @%xw Yo th@rasﬁm wa phiddus rho losiphi (Hymenoptera: Braconidae)
A @usmg@labor t@@BCS 84% ECS /L
Report No.: @\; C N/O
Document No.: 37 @
Guideline(s): %J tive %414@%@ Q
@ Q eg 10n (@) No@\l07/2@89 @&
Q © tAp able@
N A TA@QOO(@
& ELAN EPAL @001)\
Guideline dev1at10n(s§@ no S
GLQ@EP @
@ & @ &©
Objective: @ % § N

The objec i@of this la tudy@@gls to investigate the lethal toxicity of BCS-CN88460 EC 50
g/Lont id w@p A;@fus rhopalosiphi when exposed on a treated glass surface.
Ma 1al a (0 met«@ds

Te €§ BCS-CN88460 EC 50, Supplier batch No: 2016-001002, Spec. no: 102000031262,
analysedicontent of active substance isoflucypram: 5.18% w/w (50.46 g/L).
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The test item was applied on glass plates at rates of 7.5, 13.3, 23.7, 42.2 and 75.0 g a.s./ha in 200 L
deionised water/ha using a calibrated laboratory track sprayer (mean measured application rate: 198
L/ha). The effects of the test item on the parasitoid wasp Aphidius rhopalosiphi were compa@%o S
those of a deionised water treated control. A reference item (active substance: dimethoate) applied at
0.04 g a.s./ha in 200 L deionised water/ha was included. v
Mortality of 60 adult wasps, not older than 48 h at study start (4 replicate@ﬁlth 15 wasp¥per @t
group), was assessed 2, 24 and 48 h after exposure (food = feeding solution #Which consisted of 3
of water + 1 part of honey). &% § @ f@
The climatic test conditions during the study were 19. 5%%0 5°C ter@erature and@i 0 relﬁa@ve @
humidity. The light / dark cycle was 16:8 h with a hglkt intensity raf 930 - 1@Lu§© C&&
@
The LRso value (lethal rate causing 50% mortali L@m calculated y S arm &Kar metho &@
The computer program SAS (Version 9.4) was to perfon@he tlcag@anal)%gs @@
R

5N
% &
Findings: © @@ @Q Q@ b@ @ ©§ % & °
In this laboratory test the effects of B(%@tc 3460 %’ 50 @IL es o@the syrvival of Aplidius
rhopalosiphi were determined at 7.5, fZ’ 3, ‘3\’7 4 @nd §O g a@ ha, Qp})he gla@late@
After 48 h of the study 1.7% of the s %gere fotix deﬁ@“m thgyContrePgro est @m rates a

In the test item rates of 7.5 and 13.3 &a.s./ cte ®5ort ity of: 2%61% 322% occurred,

statistically significant mortality foun (Flsh\' @%t testfone-swled, ¢35~ 0. 05@ %
respectively. In all higher tes@@ém ré%s of 2 7 Ys. O@ S. /ha the @n‘ecéﬁ mortality was

100%. o
RO \ . @
2 9 F e &
Test item N @ &  ®Cs- (ﬁ%go@c segl . O
Test organism f@} ) v § <®@ A@idlu@opal&clphl @ AN
%

Exposure on m@ Q é\ R N O(;i\gs pl@s @

§ @© o O K%O%E&lity after 48 f@m o

(5@” o
Treatment @ a.s/ha Uncorr@te Cogtected @y “vP-Value
gashay T T o 4@ T e
Control& 00 @] %7 QY . ) o\©
S ©

Test item § S 11;§ N @2 é S 0.031 sign.

~ 2 D) . St -
Test item ?3.3{(@ Y@ @@’ fr\\%l%\@ S <0.001 sign.

. Q \ O .
Testitem < 23@ S O100 g\ S 100 w@ <0.001 sign.
TestitemS) | 422 o 1005 b, < J80.0 <0.001 sign.
Test item® a0 O N 1Q®@ <0.001 sign.

i SE

Refergnce item 0%'4 2 10(%“% Q @.O

LRso: 14.13 g a.s./f19>95 % Confidéuce Intef¥al: 12,76 - 15.66 (calculated with Spearman-Karber)
* Corrected morfality accyrdling 'CHN R-ORELH (1947)

** Fisher's E test (oge-Sidedi® = 0.05); p-val@gs are adjusted according to Bonferroni-Holm
sign. signiﬁ(&n x> ©® 2.
55
AN S NN
& @Q U @ Ry Validity criteria | Finding
M@%@lity i#pwater c%tro@ <13% 1.7%

Correctedmortality reference substance >50% 100%
O
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Conclusion:

The LRso was calculated to be 14.13 g a.s./ha. The NOER for mortality was < 7.5 g a.s./ha.
The figures obtained fulfil the validity criteria of the laboratory method using glass plates (I\@D—
BRIGGS ET AL., 2000).

& & @
@ S8
&
Report: kcp 10.3.2.1/02; I, 2017; M-593747-01-1 _ = O ¢ &@
Title: Toxicity to the predatory mite Typhl@omus pyri (Aéxh Phytoseng}) usiiiga O
laboratory test BCS-CN88460 EC S g/L 9 2
Report No.: CW16/035 & @Q %@ N Q> ®)
Document No.: M-593747-01-1 @ < o R S &
Guideline(s): EU Directive 91/414/EEC % Q 2} @ & &
Regulation (EC) No. 11072009 N @ \© © Q@
US EPA OCSPP Not A hcable@w F SRS
BLUMEL ET AL. (20 L @j& @ @Q
CANDOLFI ET AL. (2001)@ @Q Q < S @% %
Guideline deviation(s):  none % NN > A\ § @
GLP/GEP: yes @} \\ @} I & N é\ﬁ . ©§
SICSIEIR S Ry
- S v S S & o
Objective: S KCAIN &’ ®\ @@ @ @

‘”\9
)
The objective of this laboratogy, stu dg@v t@vmve@igate@ 1 an@sub @al t x101ty of BCS-
CN88460 EC 50 g/L to the }gi@atory%mlte@p lodiBmus Byri wiw ex%)sed to &treatgd glass surface.

v O S o S
Material and Methods;\@ O @Q @ & @ \ ‘”\,@

Test item: BCS-CN88460 @ 50 @,;Suppl@r bats Q No©201 001%2 Sp\e@ no: 102000031262,
analysed content of gotive su@%tar@, soﬂ@ypra§ 5. lgé w/w 0.467L

The test item W@%}:@@OH'{@ lates%\rate mf 7.5 Q]% § 42@’ and 75.0 g a.s./ha in 200 L
e

deionised waggthha libr la (ﬁ@l’tor gpraye an nieasured application rate: 189
L/ha). The effécts ofjthe test ite on th eda yphl@z’m i pyri were compared to those of
a deionised@water treat%i contQ @eren 1tem active subs@’lce dimethoate) applied at 5.0 g
a.s./ha #5200 L deionj /ha mcluded

Mortality of 100 predato 1tes&proto tht study sta 5 repllcates of 20 individuals per test
group), was asse 4 argp; 5 aft@gg exp ing the number of living and dead mites
(food = pollen nfxture %;q ep 1rck@ ong ‘f}art p@) T@umber of escaped mites was calculated as

the difference gom tl@ ota bel@xpo

The climati¢®st co 1t1 dun@ the dy @re 2@ 25.5 °C temperature and 60 - 72% relative
humldlty e light / dark cl Was 1nten51ty range of 119 - 540 Lux.

The LR@alue (1ethal Fate ca@mg 50% me@aht was calculated by Probit analysis.

The computer pro%ii@’l SA%(Ver%n 9. @N&S s d to perform the statistical analyses.
\ @ \ Q @

Findings:
In this labor te\ he cts cﬁf§ S- %8460 EC 50 g/L residues on the survival of the predatory
mite Ty n@pym re dg\‘germl n at the rates of 7. 5,13.3,23.7,42.2 and 75.0 g a.s./ha applied

to glass er s

The ahty gsca g ra‘e@»n the control exposure units up to day 7 after treatment was 13.0%.

In t hey t ates of 23.7, 42.2 and 75.0 g a.s./ha, a statistically significantly different
pare to control was found (Fisher's Exact test, one-sided). At the lower test item

rates and 13.3. g a.s/ha, a corrected mortality of 2.3% and -6.9% has been observed,

respec ely At the test item rates of 23.7, 42.2 and 75.0 g a.s./ha, the corrected mortality was 27.6%,

80.5% and 96.6%, respectively.

A summary of the effects observed in this study is given below.
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Isoflucypram EC 50 (50 g/L)
Test item BCS-CN88460 EC 50 g/L
Test organism Typhlodromus pyri @ ’ ©©
Exposure on Glass plates %\ g
. o S @ &)
Mortality after 7 days [%] N & IS
Treatment g a.s./ha Uncorrected Corrected (*) P\-\}%lue ) L @
n) S e O
Control 0.0 13.0 A &% N Q
Test item 7.5 15.0 2? &839 not sigp&@&ant NS y\g@ &@
N N
Test item 13.3 7.0 o609 &© 0.951 not significar® § @Q}©
Test item 237 37.0 o) 276 R 00 ljenifighot o &
Test item 422 83.0 £ 805 @ | .~ <. 0l s1g@cant :§
& ~
Test item 75.0 97.0 o @96 S <@00I significant
°\9 A\ °
Reference item 5.0 95.0 % . %@ Q Q ) @ o

LRso: 30.6 g a.s./ha; 95 % Confidence Interval: %7\\0 34%Ycalcﬁigted w1t@rob1tﬁ\§>lysks<k)
* Corrected mortality according to SCHNEIDERBRELL]‘(947) AN 5 @ éﬁ QO
** Fisher's Exact test (one-sided), p-values @djug& acco@g to \ferrO%Holm @) @

RV o b O o ©

0 | 0 @lidigﬁrite{@ i Qx'indméQ> @©> %
MortEsc.-rate in the control grmﬁ on day 7 . <20% 9 13.6% ©
Average corr. mortality in th;referq& iter@ @\z 50%9 @% o y\?@
o, 4 N
Ve LS &S
N g O . é& RN

X
Conclusion: N v @9 @ § §9\ Q &
The LRso was ca ated@ be gg%g ais,/ha. {he NOER for@%ort ity was® 13.3 g a.s./ha.
The figures ob ed @wﬁl thégvahd&y crl%aa of&@e lagc%to §s ethed “for exposure on glass plates

(BLUMEL ET &%, %%ﬁ@» %© \ NS %@
N DNy @ © Q@ & (T
A o & S w . O

CP 10.3.2.2 @ten la@erato& test\jig, aged re&%lue studies with non-target

Sarthropo S
& Arthropodgs o~
R AP

Report: Q © 1;?&@@10 9/01:] ZOI@M -583441-01-1
Title: % icitR$9 the pai sﬁm@gwasp &phidius rhopalosiphi (Hymenoptera: Braconidae)
I\@ Gpsing exten@éd 1al@@tory test on barley BCS-CN88460 EC 50 g/L
Report Nb.: @ CW16/03 @
Docutaent No.: =g 34411 -1
Gui%line(s): Dlr@ive 91/%4/E§Regulation (EC) No. 1107/2009; US EPA OCSPP not
N
Guideline de@on(s)%“ & )
GLP/GEP: N ye
EN
&
Objeet\\?a @

@ jec a, of t@’s e @aded laboratory study was to investigate the lethal and sublethal toxicity of
§460 EC 50 on the parasitoid wasp Aphidius rhopalosiphi when exposed on a plant surface.
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Material and methods:

Test item: BCS-CN88460 EC 50, Supplier batch No: 2016-001002, Spec. no: 102000031262,

analysed content of active substance isoflucypram: 5.18% w/w (50.46 g/L). @ S

| | | N c§
The test item was applied on barley seedlings (Hordeum vulgare) at rates of 7¢§, 13.3, 23.72

75.0 g a.s./ha in 400 L deionised water/ha and the effects on the parasitoid wasp’ Aphidius rl«ﬁ@palo

were compared to those of a deionised water treated control. A toxic reference (acti nce:
dimethoate) applied at 4 ga.s./ha was included to indicate the rela‘q&% susceptrb;li@ of @e te&{@
organisms and the test system. \v\g

Mortality of 30 female wasps, not older than 48 h at s%dy start (phcates W]é% w@s pegg@est &

group), was assessed 2, 24 and 48 h after exposure. @& é\g @@ c&

| . Q &
Repellency of the test item was assessed durm@e initial 3£after @9% rele@e g{@e femples. @%le

separate observations were made at 30-minute in Is, sta 15&-7%0 mifgites r théNintrogiretion
of all wasps. An additional repellency asses fe&the seontroléand t}y%,&BS 7, 422 and 75.0 g
a.s./ha rates of the test item was conducted 24 h affgy the geteasegPthe wasps int th@p@umt@
From the water control and all test itemgtes, 2Q impastiallyschose mal@er treatme \('7' ch
transferred to a cylinder containing un@ated l%rley dhng§ 1nfe®d wfblg Rhogalosiphym padfor a
O

period of 24 h. The number of mumn#igs w, %sse%d 1]@ys 1

The climatic test conditions durin @e stiggly were'19.0v 21.0 t eratu@ an @ 859 relative

humidity. The light / dark cycleQvas 16:8 h awith aight @nsrt@ran S8F 5297 6 W\Lux in the
mortality phase, 2510 - 4370 L@x in th@ para@fsaﬂg@;has %@0 18960 @ 1n<§{1e reproduction
phase of the study. § Q

~
@§§®@@@@

Findings: % 2 § @ S @ @t@

In this extended lab tory €5 gﬁg@effec@ of B&S-C 846@ q%) residues on the survival of
Aphidius rhopalosi Were cterfiined & 7.5,33.3 gﬂ 42.7 and@5.0 g% s./ha, applied to barley
seedlings (Horde e). - Q @ Q §

The corrected n@rtali n all%est i rate§}7 5, f% 3, 2@ andi@o g a.s./ha) was below 7%.

All test item not ggatistio@ly fifica dlf@en‘[ pared to the control.

Repellent effects of@le te?Mtem@gsetth g of s% n plants <30%) were observed in the first 3 h
after the 4 it tfoduction ofithe wasps 1n un(l}iﬁthe td&¥ item rates of 13. 3,23.7,42.2 and
750 g @ha No furt@f rep£§t e ere 0&\/ er 2

rate C 8460@@50 7.5, 13.3, 23.7, 42.2 and 75.0 g
tive mcces@ela‘m@to the control at the 7.5 and 13.3 g a.s./ha rate
was 45.8% and $3.8%SAt th igheytest.ifem rages of 23+7, 42.2 and 75.0 g a.s/ha the reproduction
was reduced &y 7 @3.3% &dd 6 %., @spect@ly All test item rates were statistically
significantly differen co red ) the a@yitrol.&
A summ f the effe%s obsetyed 1r@is s&@

Reproduction was_assess for

a.s./ha. The reducfipn i éepro
09

@én in the following table.

~

< N A9

R R O@@\

e e Y8

G @ © 9

gE v,
Yy O & 9
> O o
¢y ®
@9@@%
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Isoflucypram EC 50 (50 g/L)
Test item BCS-CN88460 EC 50
Test organism Aphidius rhopalosiphi
Exposure on Barley seedlings Q7S
N
Mortality after 48 h [%)] Reproduction Repelldney ) @
S (firsidh)
D
Reduc- @ % 5 <
. oY aspsion
Rate tion pla &
Treat- g/h cl(l)?;' corr.| P-Value (*) | (mummjeg |relative to ‘K‘Bﬁ/alue (#) I@ v
a.s./ha .
ment per fe cor:trol@ @ P- @ue @\g@ &@
) [g@Q @ % &8
@ S 2)
Control 0 0 2 Q " é g 38D o
@, % <}
Testitem | 7.5 | 0.0 | 0.0 | 1.000 n.siglqli\ N 169 >@@’45;"@ &.7@0 s%@\ N;?Jﬁg?
© Y O @y
. . % @ @9 D o
Test item 133 0.0 0.0 | 1.000 n&gnb > 14.4@ .8 %.O(gygn. ®O.S@Sig@§
N Q =
Testitem | 23.7 | 67 | 6.7 | 1.00g nsign £ 77> "\Q'OO&? 1938
a & é\\ @ 3\9 Sl%‘%ﬁ @68 n@gn.
. S > <0001 252
Test item 42.2 6.7 6.7 @Q@OO m3ign [, 11.6% @\ .8{(\@ @%n S 0,689 n.sign.
9 4 & B 20.000)”
Testiem | 750 | 33 | 38| 1000 nsigh| o823 ER sop | 82
%@ KN & @ sig 9591 n.sign.
Reference | 40 | 867 | 867 £ & @ nd “nad] 2 o 358
item % 9 & O R
LRso: > 75.0 g a.s./ha % § N &\
ERso: 17.8 g a.s./ha; 95 Y%sCpnf. Int@/ (13%- 23. 4@:alcul®d Wi @ean@e -Kar er) N
* Fisher's Exact test (o ded), e adj@ed ac ing t@onferro —Hol
# Wilcoxon test (one-giged), @alues djusted according tq ferro@Holrr}& @

n.a. not assessed a¥ign. noBignificant  sifw. mgr&&cant N
OIEN\NEEN N @ @ &
SN SR O

)
~N

~ RN A Ka@dityh@teria indi@ in study
o 2 > | © @ @
. X
Mortali water contr 0% N 0%
g & sy ™
L Y %G ® N L
Corrected mortahty@rené& item . 2, > 58% S 87%
T S
N
Mean reproduction pe ale ipwatercontro @_ 5 $ 31
p \)@ p :@@n i o B O e
Number of vﬁgps in the w@con Q &) S
producin%s%ro values for repro on .~ % 2 0
N Sy S
Conclusion: % @ @§ N

Th&Rso was estlmated@’ be 36}5 0 g a.3./haST'he NOER for mortality was > 75.0 g a.s./ha.

The ERso was (Biculat ted to 2N 7. .S. /h@ he NOER for reproduction was < 7.5 g a.s./ha.

The figures @ a1 @ validity gjteria of the extended laboratory method (MEAD-BRIGGS ET
AL., 2010 R
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Report: KCP 10.3.2.2/02; | 2017; M-608958-01-1
Title: Toxicity to the predatory mite Typhlodromus pyri (Acari: Phytoseiidae) using a
laboratory test on bean BCS-CN88460 EC 50 g/L @ @b
Report No.: CW16/037 N
Document No.: M-608958-01-1 S @® S
Guideline(s): EU Directive 91/414/EEC @JQ LR
Regulation (EC) No. 1107/2009 Q> S
US EPA OCSPP Not Applicable % . O § 2]
BLUMEL ET AL. (2000) Y DN
CANDOLFI ET AL. (2001) T @ < Q\ @ &@
Guideline deviation(s):  none & @Q %@ N é\” ©
GLP/GEP: ves ) & o R 0O EN
S) R o & A © &
o @ R 9O o @
Objective: XY Q} S\ ‘?\7 <
9 R O X

The objective of this extended laboratory st@q@%y wasZio in&s igagesthe Iéthal a sub ethal icity of
BCS-CN88460 EC 50 to the predatory ml%T yphl@rom@ pyri<Rhe @rfa@s

&\@}&6&%°\©§%§

Material and methods: Q@ @s% é\g @ w\g© é\ﬁ @ & O
Test item: BCS-CN88460 EC ©Sup@fier batch Ne: 00]@2 %E} n§ 102@@0031262
analysed content of active substan 1sc@ucyp1@gn 5, @% W (5 4@ /I§) S

@

The test item was applied o@%detm}le n lgaves (Ph%seo @ zs) rates 0@7 5, 13.3, 23.7,
42.2 and 75.0 g a.s./ha méOO L onls§ a usih g a cahbra%éf@ feack sprayer (mean
measured application rate; 193 L/ha). Fhe ef e tesgitem oxﬁﬁthe& dat mite Typhlodromus
pyri were compared ta those de@gmsed@vater&ated@)ntr E{erenee%m (active substance:
was

dimethoate) apphe 0. 0 @ A@in 209 L de@wegyater/h ludeg

Mortality of 10 ed. 9 ml‘ugs protonym&% at ©y statF (St &wateﬁ/lth 20 individuals per test
group), was a sed day and fte e%osu@%)y nt1ng§ numbBer of living and dead mites
(food = polle ixt on&part irch : o]% ne) e nu@oer &@éscaped mites was calculated as
the differerfée from the total nus@ er ¢ sed &
The re uction rate ¢Psurvalng s in the contsol and a@es‘[ 1@:} group was then evaluated on day
7,10, 12°and 14 aft&%applf&gtlon by cou@g the\totakélumbegnf offspring (eggs and larvae)

produced. Q
The climatic test@ﬁond s d&g t tu ere 5- 2@ °C temperature and 60 - 72% relative

humidity. The@ght /@ (45 wa@6 8 lowith aQight ifigensity range of 96 - 399 Lux.
\ N AN
@
Findings % @ § %g @

preda@ry mite Typhilodromys pyty we ned at the rates of 7.5, 13.3, 23.7, 42.2 and 75.0 g
applied to detach @}eaves haseylus vulgaris)
The mortality / @s%apmg rate fu th trol&xposure units up to day 7 after application was 11.0%.
At the rates gh)7.5 1 .7 ga’s./ha, no statistically significantly different mortality compared to
the contro cun% istigally sigpificant mortality was found in the group treated with 42.2 g
a.s./ha (Kgy er xact fost, opersided, o = 0.05). At the highest rate of 75.0 g a.s./ha, no statistically
significant mortality tvas deeted.
3.3 and 23.7 g a.s./ha , the corrected mortality was 6.7%, 9.0% and 4.5%,
tively, At the 428 a.s./ha rate, a corrected mortality of 19.9% was found. 10.1% corrected
mortalj ere detected at the highest test item rate of 75.0 g a.s./ha.
In the reference item group the corrected mortality was 84.3% on day 7 of the study.
Reproduction was assessed for all rates of BCS-CN88460 EC 50 g/L. At the lower rates of 7.5, 13.3
and 23.7 g a.s./ha, the reduction of reproduction was 44.4%, 31.3% and 19.2%, respectively, which

e o
In this nded labgi tory te@th@ffe{g@§8@@CN8846O EC 50 g/L residues on the survival of the
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was statistically significantly different compared to the control (Welch test, one-sided, a = 0.05). A
reduction of 21.2% was found in the 42.2 g a.s./ha rate which was not statistically significant. At the

highest test item rate of 75.0 g a.s./ha, a statistically significant reduction of reproduction of 64:(%
was found (Welch test, one-sided, a = 0.05). . S
Q\ g
Test item BCS-CN88460 EC 50 & @ @Q
Test organism Typlodromus pyri (& A ‘N
Exposure on Detached bean leaves % S) § %@
Mortality after 7 days [%] @ Repr@ﬂ:uction R > @Q
Treat- o ate @Ction @w @D é\g &
ment uncorr. | corr.* | P-Value® @&(eggs per |«eélative to alue @ Q N
a.s./ha ) ° @) @
female) Ontf@{ QIS & &
o2 ~| . O o W
Control 0 11.0 & 49 o> | - N N
Test item 75 17.0 6.7 | 0308%sign. 19" 27 V444 | ad5sign | ™
Testitem | 13.3 19.0 9.0 [0.247 nsign,] G4 P 318 [0004Sign. @% %
Testitem | 23.7 15.0 45 | 0308 nsigh. | s 4.0 A19.2 £ 0.021 sign. ¢ @
Testitem | 42.2 288 | 199 |50.012.3en. fo> 3.9 & 212% | 0037 sign, ©§
Testitem | 750 | 200 | 10.1.00.238nsigey &8 S 6407 [K9002,gen.
@ N | ™ YA O G
Reference 20.0 86.0 8& .a. ®\ @.a. < Q
item - 2 . @%}) S @@ P S) @9 \J@ S
LRso> 75 ga.s./ha S <~ 7
ERso>42.2 ga.s./ha & S Q> v S @)Q & @ é
A Corrected mortality according tO%HNE@QER-O 1( 19 (%od AN N % 2
B Fisher’s Exact test (one-sidgd,@@= 0.05@ 2 Q@ . § @ '
n.a. = not assessed, n. sign = ndt signi%ant, sign?= siant.@ § R NN
v S O .9 s 7.9
@ © @ RY $ l%éalidi criterf2 | Finding in study
S > oD Q T @
Mortality/Escape fate intfiecontgdb group Sn d g Q2 20% > 11.0%
y %\)@Q A te gép §7 yé\ é@— @ IO o
O
Average corrected r@alit '19116 reference ftem 2) >&% @ 84.3%
& e N & N ’
Average number of eggsgﬁmal alculdtgd as suth of Q@ S o 4.9
assesss@t dates — frogy day ) in the contral group) v, ’
i N
, RO A S N
Conclusion: <> N &)
9 S QoY .
The LRso was @tlma@to 75.@g a.s@a. T}@OE@r mortality was > 75.0 g a.s./ha.
The ERso waSkalculated tabe >42:2 g dys./ha. The NQER for reproduction was < 7.5 g a.s./ha.

@,

The ﬁgur%obtained fulfi the
BLUME@P AL., 2000)%
D

<&

oratory method for exposure on glass plates

\ y
he w@didity.exfteri
e@@ 1}@ eriacg
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Report: KCP 10.3.2.2/03; | 2017; M-601137-01-1
Title: Toxicity to the green lacewing Chrysoperla carnea (Neuroptera: Chrysopidae) using
an extended laboratory test on bean - BCS-CN88460 EC 50 g/L R
Report No.: CW16/039 @ >
Document No.: M-601137-01-1 N §
Guideline(s): EU Directive 91/414/EEC @ @®
Regulation (EC) No. 1107/2009 S & @Q
US EPA OCSPP Not Applicable v N
VOGT ET AL. (2000) modificd A\ o & @
CANDOLFI ET AL. (2001) 0 Y O ON Q
Guideline deviation(s):  none \a @ < Q\ @ @
GLP/GEP: yes g @Q %@ N é\” é
%@ Q& o &© Q @© @%}
Objective: @@9 Q >

9
The purpose of this study was to investigate tgl{{: lethaland ethai,toxm@ of @ c&@%o& 50
g/L to the green lacewing Chrysoperla carne@whq&@xpo@é to t@ted @Y surfapes. & % .
o\ \@ Q % @ @ @ @&
Material and methods: & \ @} &6 % \© é\ﬁ §
Test item: BCS-CN88460 EC 50, Qup %r batchi Ne@\zm 010 ) spéé@ n(@%2(%0031262
analysed content of active substa 1soﬂ1@$/prarﬁ% 5. 18%’W/\§50 46 ) N,

The test item was applied to @ch %ean le@es (@ase @s v rzs) at@ates§7 5‘5”\1,3 3,23.7,42.2
and 75.0 g a.s/ha in 200 k&, sed er/h& using a cahQ ted Fﬂ)ora@ry trac@ sprayer (mean
measured application rateg] 95 ). T@ effe@s of the’test 1tem %@en laéewing Chrysoperla
carnea were compared~to thqse of @ deiotised ter feated %ontr rence item (active
substance: dimethoat pph 364 a.s./Hain 208 @use@watq{ha wa&%ﬂuded to indicate the

relative susceptibilifggof the s &g@‘msn@and @ testystem.
The preimaginal aligghof 4,0 va §@er test grox§ old at stu(@ start, was assessed till the

hatch of the imagihes up to 2Q\days (larv&g\food SUV- sﬁn§ @f Ephestia kuehniella). The
fertility and fi § th@urvw& hag§ d a@ﬁs W@}e thensevaluated over the period of one week
(adult food = artificial diet) @
The climatf@ test condl&@ns dmng %tudy@rere 2@5 . 5 C@%mperature and 69 - 76% relative
humidi he light / :8 h with @ght @nsﬁ&ange of 1770 - 3585 Lux during the
mortality phase and 274& ZSQLuX 1ng the re oductlgpphase of the study.
The computer pro@ m SA% (Vggsion % wa@Sed erfrm the statistical analyses.
v

Findings: @ @Q @? . @@ &) . § @’Q

O © SN N
In this extended laborato@’tesk@ eff of C@460 EC 50 g/L residues on the survival of the
green la %ng Chrysapgrla @ea @te rmmédz at the rates of 7.5, 13.3,23.7,42.2and 75.0 g
a.s./ha ag%lV ed to

S. d ed bea eQ/es (P@ eoh@vulgarzs)
No statistically si iffefent n@ah mpared to the control was found

(FIS%I‘ s Exact test, one@’ded)@} all testitenfyates with a corrected mortality below 14%.
Reproduction Wés' assegzﬁall \,\\ S of BES-CN88460 EC 50 g/L. There were no adverse effects of

the test item gyt th ﬁrod 1ve pésformgnce. The mean number of eggs/female/day was above the
lower limit give vali crigerion fépthe glass plate method (mean number of eggs/female/day: >
15, mea atcg rate:$ 70@
AL., 2
2909 & & &
&g T

&

ccording to the historical database of the ring testing group (VOGT ET
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Isoflucypram EC 50 (50 g/L)
Test item BCS-CN88460 EC 50 g/L.
Test organism Chrysoperla carnea o
Exposure on Detached bean leaves . @5/ @@6
Preimaginal mortality [%] @epmduction@® @)
g Corrected P-Value Fei&tlh.ty <
Treatment a.s./ha Uncorrected *) %) p%female tch
o dday |, ‘rdte inGp] 5@
Conirol 0.0 5.0 ] S5l R 80T o g
Test item 75 0.0 53 1.000 nsign Y. 183 @ BT A ©&
Test item 13.3 17.5 132 o] 0.386 nsign. 2200 Q79.60 EN
Test item 23.7 5.0 04°) | 1.000nsign. o 238 J& 837 o
) %
Test item 422 17.5 <94 0.38¢wsign,_ @%ﬁ RN
Test item 75.0 15.0 &10.5 G 0395 nsighy | 2,200 | S 827
© g Y
Reference item 36.0 60.0 57@% @@ Q@ < n.a@ § @ é °
LRso: >75 gas./ha §
* Corrected mortality according to SCHNEIDER-GR LLI 6 §% "\@ & %, §
** Fisher's Exact test (one-sided), p-values argad JuSt@% cor %rrong\{ﬁ@hn v N S)
N @ S @
n.a. not assessed  n.sign. not significant Q) 3 S S @ &
S v > O &S s

G m@g) (@ahdl@yrltK“ﬁ)f F%@ing\ @Q

Mortality in water control NN Ol<20% @ % © &

Corrected mortality reference iter ' @ S [ Z80% AN ‘457.09@@ e

Mean number of eggs per fgl@le andday u@vater @*ntrol& 215 fa %, | 250
Mean hatching rate of tlg eggs (@hty)@jg wat %)ntrs%l%@ >70%

a

% e & & 0 O 8
@ ENIRS A &
The LRso was ¢ \< pmate to be §%75 g a.s./ \Th ER*@r mhty@s >75.0 ga.s./ha.
The reproduc@rmar@ Was®ot aﬁg @mc @’\\’ g the test item rate of 75.0 g a.s./ha.
The figure btamg@’ fulfitvthe @hdlt%crltcﬁ of t@ aboratory suethod for the exposure on glass
plates (V&G ET AL. 2&&0) @ » [~
S @ w\a . O

@&% &\KQ\

S)
Report: @ ‘P §§§
Title: @ ox{ y ta tl@la

R.&; 2018 608806 01-1
bge@ Cocc@élla septempunctata (Coleoptera: Coccinellidae)
tendeébora@/ test@n bean BCS-CN88460 EC 50 g/L
Report No % 17/ % %@
DocumegfNo.: @/I 608&306-01 @

Guldehne(s) @\ Schquck ekal. (20 )chﬁ@d

Y 1fi et=al. ( ) @
Gul\llne dev1at10n(s) fohe \ @

GLP/GEP
& §” é\

Objectw@ @ S §9
The p@ hls dy w@ to investigate the lethal and sublethal toxicity of BCS-CN88460 EC 50
g/L etl@ Coccinella septempunctata when exposed to treated leaf surfaces.

Conclusion:

©®
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Material and methods:

Test item: BCS-CN88460 EC 50, Supplier batch No: 2016-001002, Spec. no: 102000031262,
analysed content of active substance isoflucypram: 5.28% w/w (51.45 g/L). @o @@
The test item was applied to detached bean leaves (Phaseolus vulgaris) at rates@gf 7.5, 13.3, @?, 4 Z@j
and 75.0 g a.s./ha in 200 L deionised water/ha using a calibrated labora@ track sprayer (
measured application rate: 203 L/ha). The effects of the test item on the ladybird beetle. Cogginella
septempunctata were compared to those of a deionised water treated cog{ﬁ%l A referenée 1ten$tly§g
substance: dimethoate) applied at 12 g a.s./ha in 200 L deféhnised water/Ba was 1nclude§
The preimaginal mortality of 40 larvae, 4 days old at st%y start (pe st group), @Q §ed tigl@he &
hatch of the imagines up to 15 days (food = Acyrthos@gzon pzsum) e reprodu n n as f th&©
surviving hatched adults started one week after t st eggs 1 control %) sel@d 1@
number of fertile eggs laid per viable female wa orded overa per1 f tww

The climatic test conditions during the study were 2 3 OC émper@vre a 60 - %5% é@tlve
humidity. The light / dark cycle was 16:8 h mﬁg§slty fange @189 $3470 Rx d%rmg the

©

study. The computer program SAS (Ver51(%9 4) }%S us mt statlst al a@iyse@j @§
NS D

Findings: & N N @} 6 §

In this extended laboratory study théffeétg of B@ﬁ CI\F@’%O @ 50 ue § the rv1va1 of

the ladybird beetle Coccinella se punc@fta were dete att -\w tes 3,287,42.2 and

75 g a.s./ha applied to detached be le@es ( siﬁvul

All test item rates of BCS— 46& C 50 N0 onléﬁhght 1nﬂue@e r@ e prelmaglnal

mortality.

Reproduction was assessed@for al@ate @N884% EC 50 g/@h 1@ adverse effects of

the test item rates of 7.5:3.3,93.7, 42: /ha g the ré%rodugwe §ormance. The mean

number of fertile egggiper fi day \@s we 1t &Ven as validity criterion. Since
the reproductive pe anc §lth a§ @e istorical @ta baSe for control beetles (> 2
fertile eggs per feéﬁrébday\ E&AL 20@ thigp ran%ter is @ns1dered as not affected at
all test item rate@ D t

N
©@©©K@f§9@©©§@
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Test item BCS-CN88460 EC 50 g/L.
Test organism Coccinella septempunctata
Exposure on Detached bean leaves @°
Preimaginal mortality [%] Reproduction - @
Treat- g a.s./ha uncorrected corrected P-Value Fer&@eggs per fen@g@ &
ment (*) (*%) gy andday & O
I
Control | 0.0 15.0 : & 1008 \@© %
. 1.000 N R
Testitem | 7.5 10.5 53 Y nsien @3@ $i \Q\ <\g@ &
‘ & 1.000 Xv > -
Testitem | 133 13.2 22@ | | . Osg N S AZ s
‘ ’ 1000 @0 N O ¢ @
Test item 23.7 5.0 m-@ . Q{@%gn& L\?@ Q©\7.0° R N
2
, O o @ | 2100 >
Testitem | 42.2 17.5 s 2.(&% &S nsigh %6 - (o 6:3: @ @
. SV 8OO & @
.0 12.5 29 . o
Test item 75 Q@) g&\ %\ \@.mgn.& N §7.6 % @§
Reference | 139 97.5 & N o | $
item §© é S \)}@7 @ UQ & s:k®
LRso: >75.0 g a.s./ha © > (<) N
* Corrected mortality according to S NEID@%ORR@@ (194(@6 @® ©©> @@)
** Fisher's Exact test (one-sided, agS), ﬁ%galue%@ adjust@ accorfiing to By err(z%i-Holm é
n.a. not assessed  n.sign. not sigﬁizﬁcarg& @) & @ °N
o O N O Q& 92
2 %) @ &S X § A
S o © ¢ .9 Vilidity eriteria | Finding
Preimaginal mortalit@}l Water@ont@ Y < > <3 S 15.0%
Preimaginal morta@ refe@ce it&ﬁ@ %, .Q B & 40% @ 97.5%
Mean number o,jgértile%gs per%mal@\\amd da@m water tontrol” §@ > 2, 10.0
¥ & .0 ° & & O o
Conclusio% KO © N ¢§ © X
N R > % @ @ o
The L as estimatgto bes>"75 .s./ha.%The R mor@}ity was > 75 g a.s./ha.
The reproductive pexformance’is got con@ered%tg e impactethby the test item.
The figures obtai FulfifMthe 'dity@rlteri@f th&bo atory method for exposure on glass plates
(SCHMUCK ET A5 20 > . & o
o O & .9 & .0 @
M AN
AN L 4+ 9 @
& @ @ Y Ko
& & Vs &
¥ N
N N
SECSIV N
@ < Q & ©@
& ES
SRS
SR
S @ .
S
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Report: KCP 10.3.2.2/05; i}, D-; 2017; M-600692-01-1
Title: Toxicity to the parasitoid wasp Aphidius rhopalosiphi in an extended laboratory test
with aged residues on maize Isoflucypram EC 50 g/L R
Report No.: CW17/014 @
Document No.: M-600692-01-1 N >
Guideline(s): EU Directive 91/414/EEC @ @®
Regulation (EC) No. 1107/2009 S & @Q
US EPA OCSPP Not Applicable v & &
MEAD-BRIGGS ET AL. (2010) modified A\ o & @
CANDOLFI ET AL. (2001) 0 Y O ON Q
Guideline deviation(s): none V @ < Q\ @
GLP/GEP: yes @Q %@ N é\ﬁ O
%@} @ &© A & &
Objective: QS@ @@9 QR o - @§
9 N N Low
The objective of this study was to investigat%he lethgt and\%@blet@ tox&c@y o@oﬂwpram& 50
to the parasitoid wasp Aphidius rhopalosiphz@vhel&@pos@{o fr@l an%@ed Ry due{of th%est item
on maize. N LB @ Q o Q @7 @&
RAES @}\ &@ O O & o £
Material and methods: Q@ &\ N v\g© @3\9 N S
Q < @

N
Test item: BCS-CN88460 EC 50, Supflier batch No: 2016-001002, Spec. 1@@ 102060031262,
nce O

analysed content of active substa is C :5@"/ W 51 /10O A
y taice isofjucypiom: 5,289 il B §

The test item was applied 6f potted maj plan@ (Zed&may.s@ agate of @5 g&./ha in 400 L

deionised water/ha using a %libﬁa@d p %fpra@er (megn medsured-application r%e: 393 L/ha). The
control plants were treate@with @eionisgl w in ihe same, way:a the@s‘c item. A reference item
(active substance: dimethoate}\ wa appligd>at 4@g a.s&a in 400 Lvdeiogysed water/ha on the
application day of t]és;}\”test i on potted maizexplan [$\as w& Fhe fitsther exposure dates the
reference item wa@ppli&d dire@ 0 tached maige leaygs (with™4 g@a. J/ha in 400 L deionised
water/ha). S QNN N \© §2 @& N

A
Aging of the?%y &@}osit f th@st i @ on\:ﬂ}e poted m@% plar%é took place under semi-field
conditions with UVigrérmeable rain protec 1on{@ing Who@stu%@l' wo bioassays were performed,
the first stdfted on the application da DATY = ys afer tredtiment) and the last two weeks later
(DATHY (O ST NI

ey @ O o O O
Parasitoid wasps (@idiu&%op@szﬂi@vere@}pos%@to these residues on the treated leaf surfaces.

Mortality of 30 emal asps@ot @er thén 48 h at s%@ start (6 replicates with 5 wasps per test
group), was agsessed@;>24 48 @ afte@)(pg)s@ye in Koth bioassays (food = 10% fructose solution

sprayed onto®st pl:@ts).©© O Q\ o O

Repelle %of the test%em ass@%@d %goth@@{nitial 3 h after the release of the females. Five

separatéxdbservationfwere maede {[30—% te i@\vals starting 15 - 30 minutes after the introduction
of al\l:gzyasps. %, @ s @ @

A
The reproducti\@qperfor@nc&@as a@essek@ both bioassays. For this 20 impartially chosen females
from the watex contreland test¥&m gréup were each transferred to a cylinder containing untreated
barley see s infested &ith Riz%palo@fphum padi for a period of 24 h. The number of mummies

(parasitizeqd aphids“in h w pup@ subsequently develop) was assessed 12 days later in the first
and 10s la§ﬁm the Secon®bioassay.

The @E?écts @%he K@ iterivon the test organisms were compared to those of the control with suitable
st@caléﬁ)cedur ] usi@ the computer program SAS (Version 9.4).

&
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Findings:

In this extended laboratory test the effects of Isoflucypram EC 50 g/L residues (fresh and aged under
semi-field conditions, with rain protection during the whole study) on the parasitoid wasp Ap

s O

rhopalosiphi were determined after an application of 75 g a.s./ha onto maize plants (Zea mays);~, >

The bioassays were started on the application day of the test item (OD 1) and 14%%ys
(14DATI). These bioassays resulted for the test item group in 3.3% mortality in thecfirst §d no
mortality in the second bioassay. All data for the test item group were, D t statlstlcall@mgn cant&i/ﬂ
different compared to the control group (Fisher’s Exact tdsf) one-sided).&,

In both bioassays the exposure to the reference item resulted in IO(@

after 48 h of exposure. @& & @ @ @
In the first bioassay a mean of 54.0% of the wa&g&ettled on t& leaV@%l the@@)nt o@rou 1th1@1e
first 3 h after the release of the females. In the test item gr an of($2.8 f th&was $Were
found on the leaves, indicating a statlstlcalléﬁlgm@nt repel em\ fec&)un test, One-si %ded). In
the reference item group 50.2% of the wasps settl eav ® <’
In the second bioassay a mean of 54. 2%@9 he masps SQtt ed e control upgéhin

the first 3 h; this compared to 46.7%:) \est 1 gr(& an as mt statg ca%mgrtl@l antly
different (Wilcoxon test, one-sided), Ql th{m ere@e 1te®gr0u 7. 3‘@ f tl@évasgy ere tound on
O\%

the leaves.
@

y G
The reproduction was assessed@n botahf?loas@’ys %9 atlst@ ly mﬁc@t regtidtion, in reproductive
success relative to the contl;% oRof 443% found in the-first @0388%’ (one—way OVA, Dunnett
bi

test, one-sided). In the sec (&S g@duc@n in r@roduc on@lS &0 as @hserved which was
not statistically significantly diffe t(@mne@st Qne- md@@ R S
% §

IS A SIS
& o @Qé@@@@@&
@@"\%\@@&@
PN NN S
o O SRS S o
DS 0 O &7 S
¥ N 9 & o |9°
s I
S & & & o &\
A @"\@& @%\(@&\@
FUFSE e
> & & 5 = &
QS b LS
o O ¢ .09 o O @
MRS
S § &S
2 @"@o%
& N Q\&Q\
> %@@Q@’Q@@
S @ﬂ&@\ O
@%
RS
2 Q

mortality (étghe ‘@ or%@@%m &@
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Test item Isoflucypram EC 50 g/L
Application 75 g a.s./ha
Test organism Aphidius rhopalosiphi &
Exposure on Dried spray deposits on maize leaves (from treated maize plants) -
Start bioassay ODATI® | 14DATI2 >
Mortality (%) after 48 h @\5’ AN Qq
Control: 0.0 0.0 m@ S
Test item: 3.3 s f\aw 00 = 2 |&
Reference item: 100.0 N 9 100.0¢5 QS D
Corregted Mortality @.ﬁ O [\@ Q>
33 @ Q\\, S @g}
Test item: (p-value %’.ﬁ @/alu @
0.500, not significan®) al @ 00(},410 canﬁg(‘@ @
Reference item: 100.0 & 9 N % v 1 S
) Rg&\ﬁen%@meat}\@ues)@U (Y % o
©
ﬁ\% 7 W@sps 0 plant » L & &
Control: &4.0 . \ @ &\, (&& N S@v "y
Qﬁz. NS Qs O T o>
Test item: o %, © N {prval )
(@&)5 s1gn1ﬁcapt°) S N @@) 1885hot s@ﬁca&ﬁ‘%’
Reference item: @ «@5%.2 @ L& @@) S 3B,
YRS Reproductié~ ¢, MES
; (\ I\Le%ﬁ nu@er of fAiummies pe@nale@gsp ©
Control: KN 7 %5.8 @ & S ‘z"\\ Q\@
Test item: % Q) 930 ;;x @ . a4
@ MRS Y R@ctlolﬁml to_control®%) &
S N
N & \\@ 3. T - @ ol & & 138
Test item: ©) (p- Val @ w,” (p-value
@ 0. (é% si cantf § 0 205, not significant®)
@ & & 4
2DAT = days fter treatl@%nt b Fkﬁé’her s@(act t% (one%{ed) @way ANJOVA;\\Dunnett test (one-sided)
d Wllcoxon&%}(one sided) s, @7 @ \@j’
@ m Q _Q
@\) &\ é\g & N N\ Findings
@@ Q \é{j’idit&g@i’teria@ S, Start of bioassay
Q & & - & | S opaTre 14DAT1:
Mortality in @Qrol t@){me%@ RN ES 1%}}» LT 0.0% 0.0%
Q 9 >
Corrected %ortahty in refefence 1@ %%% . © @ 100.0% 100.0%
treatmentQy 9 /\ N
Mean number of mugjtnies per N < S
survisgng female wagp'in cépl AN @ 16.8 28.3
treatment (e 2R Q
Number of survigjng female wasps in (@ &
control treat tpro%ﬁng w <2 Q 0 0
values for r A ductien S _\?)@
2DAT = days after t ent X S
S

ConeixSmn@@ % @

Bgtim blo@%ays (started@ODATl and 14DAT1) resulted in a corrected mortality of < 50% as well a

reductj

laboratory method (MEAD-BRIGGS ET AL., 2010).

of reproduction of < 50%. The figures obtained fulfil the validity criteria of the extended
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CP10.3.2.3 Semi-field studies with non-target arthropods

In view of the results presented above, no semi-field studies were deemed necessary.
CP10.3.24 Field studies with non-target arthropods @b @ ©®

)
@ N
CP 10.3.2.5 Other routes of exposure for lg)n-target a@opods

No relevant exposure of non-target arthropods is eted by oth@rout% of ex osure& )
NN A \
@ O @ D W §
CP 104 Effects on non-target s@ll %& aé}f ma@ofa& §
The risk assessment procedure follows t@%qu‘l@ment\s\as gl@ﬂ in 11 Dlrectlve @j T
(Annex III), Council Directive 97/57@C (g& ex e
Ecotoxicology. ©Q % \éﬁ § @ §
& e nt©
Predicted environmental con(@n atI@s us@m risk ass

For details of PECsil calculzﬁ@ls refé to g@P Simmary%ectl& P agpt 9. 1@3 @)
& & S & v N 2

Table 10.4- 1: PEC,; Vah@r ls%ucyp tsgétam@@B@%C 8 -ca xyhc acid (M12) and
the @uct u@am EC 50 @detag@ee MCP Sectjén 9, P@w 1.3)

Compound § é o\\@ N (“}reals Q @U 'S @
¢ S AxBgasha) > O ¢
©© Q EC@, initlal Q E ({@jplate cm @PEC@MCU
@] Img/kg] ©
2 D\ 1 &
Iso ram  |¢;20.0 0.070 0.
7 @ﬁ | 0080
BCS-CN88460- © \
carboxylic acid (M Q%OZ @ \ O'QQ’ & Q%oz
O
Isoﬂucypram E?SO C@) 39@ ) @ @j
PECSOI] accu m%@ls the M}’l ofs S()l] la] an soil, p] \

D The PECsqifivalue for the pro ypr 5083 calcul@ed based on the initial rate of the product (1.5 L/ha) in a
single a@tlon the porgign rea g soil @BC 69 Lititerception of 80%), the standard soil density (1.5 g/cm?), the
standartxSoil depth (5@1 and the nS\Of the & ula@(O 974 g/mL).

Ny N

\
The Tier 1 risk @sessme@{s a@@ga e@vn w case PEC,i values for the application in cereals.

& E TS

@ S R ©
& P &
{x’ O @o”\a
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CP 104.1 Earthworms
For the earthworm studies ECio values were not calculable as explained in the study summari@;ld &
the risk assessment is based on the NOEC values from the studies. @\ @§
§ @
, . o N g ©®
Table 10.4.1- 1: Endpoints used in risk assessment @ & °
a
. Test species, . . . ) & %)
Test item test design Ecotoxwologma@ndpomt g\g Referenge . R
Eisenia fetida NOEC  =280mg prod/k é
Isoflucypram EC 50 reproduction N“ S5mga.s./ @WS*#
56 d, mixed . %)
, mixe ECio %gqot calculable®Q &
Isoflucypram g;fgéi é‘t@i’(’)ﬁa NOECY >1 63 mg?./k%\@* @
. .f.~ )
56 d, mixed EC‘\ cal&ﬁ le @}7
BCS-CN88460- f;;fgé‘l’lﬁ’éﬁ“ %%)EC @’ 50 n@p m. f@ dwg* @( -
A D
carboxylic acid (M12) 56 d, mixed Clo\ %calcu le & & 2. 4%02

dws = dry weight soil; a.s. = active substance{im. = Pure me 11te,\@\ Lo N

@
*Endpoint corrected due to lipophilic subs @e (logé?%] Q %, @17 ; § @
]éd ulati

# Endpoint calculated on the basis of ana isoflucypram conte%}m the fi 5.18%v/w; iven, 1ﬁ§9tudy report)
1) for details see study summaries &@ @@J) @ @@ & ©©> ®

N e T R S &
Risk assessment for earthv;%’rm @) SN Q DN
o O N W <

2) ' &@
o, & N %
Table 10.4.1- 2: TER%alc@;;ionéjor ea§o ~®-’7’ fgr@ plggduca I%ﬂt’lgc@am EC50

. i @ @lpoi PEGQw & .
Compound é Speges, stu@ype@ [mg Ik gd%@ lmg prody/kg] TERLT Trigger

Isoflucypram E(E@@Y) %rthwor%l rep&@ductl% N@C ?28(&%390@ >718 5

o,

Table 10.&%’)3: TEIK(;alculat@i))m‘@ ear@worm@?for @()ﬂl{@ram and its metabolite
N F@C}V@ﬁo- box &llc acih (ML) O

@ & %lldp PECsuil,max .
Compound Speciés, y t & TER Trigger
P P &@ y& fmg/ke? & [mg/kg] . &8

Isoflucypram @ @%’thv@?n rq@»duct@ }®EC Q=163 |0.030 > 5433 5
BCS_CN.8848§2 Ear@wor prog\“@lon C%OE@ 50 0.002 25000 5

carboxyh%i%ld M12)
&@

The LER values c@ly ed t@ m@ of 5 indicating that no unacceptable adverse effects
on earthworms are to be@(pec@ fro m@nded use of Isoflucypram EC 50 in cereals.
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CP104.1.1 Earthworms sub-lethal effects

s
Report: KcP 10.4.1.1/01; || G 2016; M-574897-01-1 @ @
Title: BCS-CN88460 EC 50 G: Effects on survival, growth and repggduction of th@@
earthworm Eisenia fetida tested in artificial soil L ©®

Report No.: E 312 04951-5 v @
Document No.: M-574897-01-1 <
Guideline(s): EU Directive 91/414/EEC; Regulatu@EC) No. 110@’%009 UsS EPQ?OCSP&%M

@ @

N
Applicable NS
Guideline deviation(s): minor deviations V @Q @ Q§ é\” é

GLP/GEP: yes @ & o S &
N
N

%@9)
ANy

= RV e & &
& . & VO &
F o> oD N
The purpose of this study was to assess the e@ct of®C 884@ EC X 0 G (I@%uc&)ram 50 on

survival and reproduction of the earthwo% Eis fet in Qlﬁmal The te§h 'wa
according to the International Standard k ]{&8 -2 &?98) angl OE 222 pr1l§g3 200

& Q
o %

S & @' § §9 @ @

Test item: BCS-CN88460 EC 50% 5.48 % alenti3 50,46 o/ Suppli Shatiisode: 2016-

001002; Spec. no.: 10200003@2 s@ple de§rip (&%02 0; d sity: 74§gmL

Adult Eisenia fetida, approx® 7 ﬁs@nths @d 8@@ 10 @rthwoﬁns fi the dentrol_group and 4 x 10

animals per test concentra@)n of e tr oupi WeEr eg;pose\g (0] ce@ol treatment. Non-re-
usable plastic boxes (lengt @Mt}k@x he1@$I ®.5 cr@ cm X 6%m, gea approximately 200

Objective:

Material and methods:

m?) were used as t ess Nomginal est cong tr Tons of , 18832, 565 100, 180, 320 and 560
mg test item/kg drik@eight artifi ere n‘i&ed 1@3 the@“uﬁma oil, &rmg the study they were
fed with animal mip ure terhperatu?ea of 20+ 2 c<®and ight fegi \-\,\- 400 — 800 lux, 16 h light
and 8 h dark dééhg t@ conduct oftthe stu@ werélapplied” Th ifictal soil was prepared according
to the guldeh@ with&he f l@wmg Cdnstituents @'rce e digiributign on dry weight basis): 70% fine
quartz sandy 10% hagnum , %ﬁled d fi ground, 2§% Kaolin clay. Each test vessel
contain n amount @x y 500 g antificratysoil(dry weight) to obtain a depth of
appro%mately 5 cm $8il i it test Vesse@&Af;e@S days the\erber of surviving adult earthworms
and their weight a@tlon@/as d@"rmm@ Thve@efore%hey weke removed from the artificial soil. After

further 28 days, @ nur%er of@‘sprmg\va%@ferm1@d S
@ @ @ @ o § @

Findings: Q © ©© Q\\ Q\ 6@@\ @@
Biologic@%esults: @ v\a
Effects on mortalitys d g v%’h of the adylts a@ an exposure period of 28 days and the number of

offspting per test vessel afte 56\&@ @ﬁhow@n the following table (values in this table are rounded

values). After 28 days Fexpésiire, > §o Mo ity in the control group was observed. No statistically

significant eff&@s u%‘f)@ andgncluding S6@umg test item/kg dry weight artificial soil (the hlghest test

concentrati were d (ﬁsher@ exact binominal test, one-sided greater,, « = 0.05).No

statlstlcall ant ¢ffects for the@rowth relative to the control were observed in any test item

concen (@ﬂllam S t-te€D) two-sided, « = 0.05).

No s tlca@emg an‘rs,»\g ferences concerning the number of juveniles relative to the control were
zﬁ ny kP 1te1§oncentrauon up to and including 560 mg test item /kg dry weight artificial

(Wi ’s t-test, one-sided smaller, o« = 0.05).
Due toédhe lack of a clear concentration-response relationship no reliable ECioz0 calculation was
possible.
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Test object Eisenia fetida

Test item BCS-CN88460 EC 50 G

mg test item/kg dry | Control 10 18 32 56 100 180 320 @o

weight artificial soil o >

Mortality of adult 0 0 0 7.5 0 0 ) 0 @20

earthworms [%] S N @Q

g .

after 28 days a N

Significance - - - - - e & - 2

(Mortality®) ) > SN

Mean change of 43.6 43.9 45.6 45.7 §> 44.6 4575 40.2 € 36. 29

body fresh weight g @ %@ § é\”

of the adults from @ )& Q R @© a

day 0 to day 28 [%] S R o] A R

9 | N
Standard Deviation 8.1 8.2 46 )53 104, | 180 | 86[Y 669 3@

Significance (body - - - -e° @g %, v . O S LN
fresh weight)** & @@ R S @ @§
Mean number of 1389 | 1430 | 1188 @20 @8l 13259 | 1518 @\m,@ 1243 °
offspring per test w, ) N > % ® @
vessel after 56 days S @} & N (Z\% 9, §
Standard Deviation | 34.5 3344 180, | 3.1 [530.6 394 14 |89 985
% of control - 103.607 885 .. 95.0 9220 9.3 (89206 89.5
Coefficient of 248 | 284 [ 151 | 22. 239 | @98 [©94 30V | 6.9
variance (%) RN B A N S T
Significance ERCERNNET TSN . © o - -
(reproduction)*** & @)Q N @ Sl 2 )
CAdult foortality O Growth O Réproduction

NOEC S 560 7 > K560 vl X >560
[mg test item/kg § 9 S) 6@ o\© é}% & o\®
dyweightsoil] & T & g &« MY
LOEC KEFESEES N @ SN a > 560
[mg test item/k V> \© &\ \\ \© NS @& <
dry weight soll® O q& v S @ v
ECio (mg test@%mﬂ@}y welght artl%lal o) 9 &7 © @ n.d.
95% confidence limits D S 2 (n.d.)
ECy (mglest item/kg d@\’vmﬁ@amﬁ@@? soil) @ @ N n.d.

95% ¢onfidence limjts@ , O O° N (n.d.)

* (Fisher's Exact Bmo@l Teégone si great@ a =v{\1>5) +§ngﬁca“n\§ not significant

*% (William’s t- test -s1d =8 mﬁ -= no@1gm@aﬂt
** (William’s t- test one- @’05) ngmﬁc@t f@j@gmﬁcant

n.d. — could no eter@ d se@ sersvations an oncLus

AN &
Experlmﬁl condltlons § @'jg @ %@
The pH@lues meas’uigjd in & control a@h atments ranged from 5.87 to 6.14 at test start and
froms«0.03 to 6.14 @th%st e@ Thegyater @ te@durmg the whole study was between 49.14 to 60.82 of
WI—T@maX N Q Q

S

SIS

B
Validity crx@ 1a: % § ©@

All Vahd@ocrlt & Weet §9

S N
Val@ty c;@wﬁa aﬁl})di s Yo OECD 222 (13 April 2004) Obtained in this study
lé%rtali;@?? the adults in?%i control should be < 10% 0%
Num@éf juveniles (earthworms per control vessel) should be > 30 103 to 197

f@

Coefficient of variation of reproduction in the control should be <30 % | 24.8 %
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Reference test:

The most recent toxic standard reference test, with the reference test item mixed into the artificial soil,

was performed from August 25 to November 19, 2015 (Report No. kra-Rg-R-Ref 26/15; NON- ). S

Effects on mortality and growth of the adults after an exposure period of 28 days and the numbgr on

offspring after 56 days were determined. %

No mortality of the adult earthworms was observed 28 days after apphcatl O The chang&b b@@y
weight of the adult earthworms of the test concentration of 5.0 mg a. s@’g dry weigh

statistically 51gn1ﬁcant reduced in comparison to the control (results of a S%ﬂhams multipte se@n‘ua]@

t-test, two-sided, a = 0.05). The number of Juveml per test vessel of the two highest

concentrations of 2.50 and 5.00 mg a.s./kg dry weightartificial sd¢ib’ were statlﬁféall ~Signifi@ant @

reduced in comparison to the control (results of a&Wllhams rnle sequeq&g@l} t- onéfded@

smaller, a = 0.05). @ Q

According to the guideline significant effects d be observ& be@/een@and&mg a.s. /kg &ry

weight artificial soil. g \ @9

Thus the results of this reference test mdlcateg that t(hj: testq@rsterjgwras S@@UV@@) thé%gefereﬁee test

item. .
% : @9 & §FY @ S @ )
LS D NS

ST @} RIS S &

O O O o & &

Based on the effects observed on n‘@ah growt@and T@rod on,éﬁs caficluded@that %e overall

NOEC for the study is determing® to be 56(Nng tes 1te@ékg d eight soilyThusgghe overall

LOEC is determined to be > 5 m@test O @1 Sil. @e t(@@tﬁlﬁe lack of a clear

@y \
concentration-response relatllp né%“ehable ECi6o cal& atloﬁa %)smble@ é&

Conclusion:

o 2

o O & @ @ T &2

CP10.4.12  Earthwor sﬁelﬁtud§ AN @@
N

In view of the results@resen& al@@ no@geld s@@ es y@re nec@sar%x &

N) é °\® v N o\© @ & @@

@ \ AN AN & g R
CP10.4.2 ©© Sé@cts on non&arg&%oil@%ﬂeso-@md ro@una (other than
rthworm
K N &
The riske@ssessment %cula@ of values) ba§@ on @ie NOEC values calculated from the
studies performed wi the§g t, the ﬁn‘\/e &U stance or metabolite. In case ECy values were
lower than the N@ ant the &lcul W@reh t}gy ere used for the calculations of TER

alues.
e @@©®§@@®§§
Q O &N NS
Y S K 9 O
3 S g 2 P
& o & Tes
N Q\ S S
. T T F e
h @ﬂ&@\ Q@
@%
RS
% Q
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Table 10.4.2- 1: Endpoints used in risk assessment
Test substance Test SPecies, Ecotoxicological endpoint Reference @
test design R 4

Collembola, reproduction

Folsomia candida NOEC 50 mg prod./kg dws*

Isoflucypram EC 50 | reproduction 2.59 mgas./kgdws*# | 2017; M-591
28 d, mixed Q%K

ECio 49 m%grod./kg dws*ﬂ& CP 10.4. 2\

Folsomia candida NOEC 49. S%g a.s./kg dw, @

O

Isoflucypram reproduction
P 28 d, mixed EC1o n@gcalculablel)&©
BCS—CN.8846.0- Folsomia .candida % mg p.m. /kg (ﬁs* " .
carboxylic acid reproduction BC 6 7 p @ | M 87& 201- 1@@
(M12) 28 d, mixed “’ mep ke dvs %A@.z.u&f
Soil mites, reproduction @ @ é\ﬁ @% h@’ @: < N .

Hypoaspis aculeifer %]OE(@ 15{%@ pgé\%(g % H
i 8,8 /k #o . N
Isoflucypram EC 50 reprodu.ctlon @} \\ @ mg& g @dgv 017; 59225\971 01

14 d, mixed Q | ECh J8I @prod,@dw@ KCR10.4.29/02

Hypoaspis acaléifer ONOEL > 495 m§%g c@?‘

Isoflucypram reproductim@ 15; ®4=528194-01-1
14d, mixeg) .2 ECo cale

1 1) @
: 0 GKCARA2,1/03
BCS-CN88460- Hypoq@% aculeéfer NOEC > 495%115, a s@&g dvs@‘ L;
carboxylic acid reproduction, $) 5: M5524464-01-1

D
(M12) 14-Fnixed® & n"@galc‘ﬂable o NKCARA2.1/04
dws = dry weight soil, a.s. = active subktance, p.m. = pie m\ \Tlte RS @
* Endpoint corrected due 'pophﬁ'ﬁsubs& e (log P
# Endpoint calculated o basis anac@ed isoffdeypra ntegn the forrnulatu&S 18%§w/w as given in study report)
U for details see study §ammari€g < @
°\ R \ N

@ @
Risk assess for@ -tz@get s@%meg&%nd y@%cro una @er le%’n earthworms)

Table 10.42- 2 TER&galculfgﬁ@on @ the@oduc@sof@cypr@’ EC 50 for other non-target soil

S i 3 @@f@@

Q @ % En % PECsoil
Compound N Sp&les @ > @& d [mg TER | Trigger
9 @U S [m%pro X prod./kg]
“EC | e ke
Isofl 50 JF 0@ d EC» 49 0.390 126 5
SO ucyprzg oa% a p Cn@
0asp @ y v
Isoflucygiifim EC 50 @e " @ &®)ECQ§ 158 0.390 405 5
X SIS
S . @ &@\ @Q O
< SR
& S @
O - N
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Table 10.4.2-3: TER calculations for Isoflucypram and its metabolite BCS-CN88460-
carboxylic acid (M12) for other non-target soil meso- and macrofauna
. Endpoint PECisoit,max rg
Compound Species ’ TER Trigger
P P [mg/kg] [mg/kg] TS
Folsomia & @\)D
Isoflucypram, a.s. candida NOEC 49.5 0.030 @§ 1650 5©®
BCS-CN88460- Folsomia < :
carboxylic acid (M12) | candida ECuo 6.7 Oé&é% 3§5® @Q (‘2&@
Hypoaspis VKJ -
2! q
Isoflucypram, a.s. aculeifer NOEC ) > 495 QY .030 é%SO (&Qg
BCS-CN88460- Hypoaspis @ O @&
carboxylic acid (M12) | aculeifer NOEC% 2495 g %002 = 2@ 500 ©5 &

# Endpoint calculated on the basis of analysed 1s0ﬂucypram%tent in the f@ulaﬂ&% 18"/@7w/w %@Wen g&j@udy @/rt)
N R

All TER values clearly exceed the trigger alue 0 1nd1@§tﬂ @ no lﬁacce t@ble erg@ect gon
use of Ts

soil macro-organisms are to be expected@ thQ ten@@ o@cyp EC 5

&
K "\a \ % &
CP10.4.2.1  Species level téstingg> N §@ ¥ § §” %@9
S

o O S O & ©©
Report: KCP 2.1@?5 g@@ M- 59@34 a1
Title: BCS*CN88460 EC 1 ﬂuenc n mor&@ ity a.n\g@epro@ﬁctlon oghe collembolan
spegies Faispmia egndid @ted 1n?’;t1ﬁ01a1 NI QOIS ©
Report No.: &314 05007-0 9 § IS $ <
Document No.: M-591&4-01¢h,  © 6@ Q" &« - Q
Guideline(s): & EU Birect 1/4 I@/EEC %\ ) & &\
R@ulaho&)% 110712009 < 2
N @ EPQ%O PPWNot z&ﬁphcak&e@ @ @
Guideline deviatiQH(s): one & @ AN §
GLP/GEP: & O ye O & L
© & SOV
A O NN \
Ob]ect@ @ ) @ % @

N Ro &°

The purpose of th dy‘was tdassess the e t 0@(18 C1%88460 EC 50 (Isoflucypram EC 50) on
survival and rep uctlé\%) of t 011%b01an@pem Isdwiia candida during an exposure of 28 days
in an artificial goil co ontr@ha tm @a

r@yand
Q O @ NN N
Materi:g@d method © § %g &’ @©
& @

%

BCS-CN88460 EC@G alytical findifigs: 5. 1@4 w/w BCS-CN88460 (Isoflucypram) equivalent to

% g/L, densif§e 0.9 g/x&@j (2@ s&@her batch no.: 2016-001002, sample description:

X20246-00, spemﬁca@jon n6.2°10200003 1 562, sample ID: M16001677001)

10 collembola@@(lo 12 day 1d) g@r replcate (8 replicates for the control group and 4 replicates for
each treatmefip group)w xposed to gontrol and treatment. Concentrations of 18, 32, 56, 100, 178,
316, 562 and 10 gt itengkg dryWeight artificial soil were mixed into the artificial soil. During
the stud hey @ere fet Wlt}§%nulated dry yeast. A temperature of 20 + 2 °C and a light regime of
400 —800 lu @ht 8 darkness during the conduct of the study was applied. The artificial soil
was epa accapding® the guideline with the following constituents (percentage distribution on
dr@wel a51s) 75% Tihe quartz sand, 5% Sphagnum peat, air dried and finely ground, 20% Kaolin

clay. ahty and reproduction were determined after 28 days.
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Findings:
Biological results:
o°
Test item BCS-CN88460 EC 50 G S
Test object Folsomia candida Q\ @
Exposure Artificial soil o @ Sy
mg test item/kg Adult Significance | Mean number of Reprod@ion Slgnfﬁcan &
dry weight mortality *) juveniles per test | (% ogontrol) @(**)@\
artificial soil (%) vessel N O e 4
(nominal + sta@rd N &\ N
concentrations) devigtion @@ L © @
Control 8.8 - 1146.0£1537 |© -- NEES
15> 6.7 - 18274969 o 11209 [, < .
32 5.0 - 07758+ 875 FUR O o @
56 7.5 - 11930520 ' 10@2 h N - O
100 7.5 - A 10993 4391 5952 -
178 20.0 - w6148 4982 [0  &53.7 " S & o
316 25.0 = o B56:0106.4 31&\ S @
562 100.0 % D009 IV 00 5 + D
1000 100.0 A % 0.0 0.0 P00 @ | & +O
Q c& RN O Mortality  £LRepraduction
NOEC (mg test item/kg dry weight a%\hﬁmal s3il) ~ N m® 306 N *J00
LOEC (mg test item/kg dry welgh; aﬁlﬁm@soﬂ)f@ NSO 2582 7 178
& 7 A Mortality | “Reproduction
LCio/ECio (mg test item/kg dr‘§@wel§h\t artlﬁc‘@ﬁ> 5011)& S & “@ 23p, 98
95% confidence limits @ « . @(13@290)&@ (66 —122)
\
LC20/ECy0 (mg test 1te1%kg dry@%lght@tlﬁma@oﬂ)l 6@ § & 277 @ 127
95% confidence limitd” © 5o QD O K84 336 (95— 151)

The calculations were piformegd with u ndeﬂ@alues N

(*) = Fisher’s Exact @omm@st with Bonferfeni Cm&ectlon‘, (@ md@reate@ Oé’r = significant, - = not

significant)

(**) = (Bonfen\(})\@els est st one&ed s{%@er a% 05, %51gn1§ t -—not significant)
eibull %

1) Mortality y51s %prodlg;@tlon Probit analygis
2)= Evalua‘u@@wnh 3 repllc%s %

S) @ ©

o X < T
Obser’é@ ions: O\@ ) %@7 Q> \@ %o §\©
Mortality § S N ?4;9\© @% (&
In the control I‘O@up 8 @ of ﬁd ola c@lda@d which is below the allowed maximum of
< 20% mort
Concerning the moﬁahty*th@ult t orgggﬁs @tisﬁcal analysis (Fisher's Exact Binominal Test
with B@om Corregtion, md@ gregr a *%.0.05) revealed no significant difference between
control “and any tr nt ro k@i’ng 316 mg test item/kg dry weight artificial soil.
Thergfore the No-sQ Effe@’ Co (NOEC) for mortality is 316 mg test item/kg dry
wel\ht artificial soil. Thi w@f Obser ed ect-Concentration (LOEC) for mortality is 562 mg test
item/kg dry weight artificial
The LCyp andnpCs V%mes morl%llty re calculated to be 230 mg test item/kg soil dry weight (95%
conﬁdencg itsrJ31 -@90) and 27A@ng test item/kg soil dry weight (95% confidence limits: 184 -
336), res t1V §

Reprgdaucn@@ @ §
C@@ rni he nu@ber@ juveniles statistical analysis (Bonferroni-Welsh-t-test, one-sided smaller, o

= 0.05)-vealed no significant difference between control and any treatment group up to and including
100 mgtest item/kg dry weight artificial soil.
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Therefore the No-Observed-Effect-Concentration (NOEC) for reproduction is 100 mg test item/kg dry
weight artificial soil. The Lowest-Observed-Effect-Concentration (LOEC) for reproduction is 178 mg
test item/kg dry weight artificial soil.

The ECio and ECy values for reproduction were calculated to be 98 mg test item/kg soil dry v@ ght
(95% confidence limits: 66 - 122) and 127 mg test item/kg soil dry weight (95‘%conﬁdence h@ts 95@

- 151), respectively.
& &
<
Experimental conditions: &% . © . @)@ \;45@
All values were within the range recommended by the gu@line. @& %\ \\ @@
W wmes T o
pH Water cdatent (%) WHCnax” %
Test item ﬁ S i Q . R O E
concentration" Start End St@ End\ %art Q © Endo @&
CARNEE R\ N SERN

control 5.68 5.50 99.62 2 [1939 v [50 & 4937

18 5.79 5.51 873, A970 & &30 T 45036 |
32 5.77 550 _=\|18,79" 1921°% 47.49 ) 48. @
56 5.76 552 ¢ 7 |20T8 SOT[1983 < P5L9BY x. [50.16 0§

100 5.70 550 [18.81,°9 [1887 . O [4355 oy &75 O

178 5.60 560 «J18.680 Y934y 4916 & 4923

316 5.67 50 "07118.63 18.9%  O46.9%,7  O[4797

562 5.57 5496 1864 O 1898 4R Y 4809

1000 568 ~0]5485" “% 06> 1900 S 48%”5 S %18.15

D mg test item/kg dry weight artlﬁe@?soﬂ \g
2% WHCmax = percent of maxn%lm wat%\boldn% pam@f 48. 7@ water per l@dry &K@ht a ial soil

> NS o
U @ o O ¥¥ .9 « )
Validity criteria: &7 @ @ § N Q é& &\
)
e @% o @ s O f@@ & @

All validity criteria’ werethet in'this study. v S @

Validity criter@® accq@ng t;gOECP@Z"Z (2@6) Obtained i his stuﬁ*y

Mean adult moftalitys 20%. 9188 O @

Mean number of juveniles per repltéate >QR)O S 1995 o, oy

Coefﬁg@t of variation ¢glculated for t@ﬁumber of @3.4%@ A

Juven&s per repllca;e @30% . N, O

@ Y
@ "\a
Toxic reference p& %P © S
C4 .

The most reC@t no —te@t (L@ Co %(ef—?@ 6, D@la Ivonne _ November
16, 2016) with the fofer e r1 c1d S pe ormed at test concentrations 44, 67, 100, 150,
225 mg Bgyic acid/kg d artl or@amd showed an ECso of 82 mg test item/kg dry
weight @mal soil (%890 ¢ denc@hml rom 5% mg to 112 mg Boric acid/kg dry weight artificial

soil) for reproduct@ accqrding sProbit analysi®using linear maximum likelihood regression. The
resw%fl\ls in the reé&mmeéd r&@’e ofciite g é@%line (about 100 mg Boric acid/kg artificial soil dry
weight)

The NOECreI& CEOH was ¢ 1ate®@o b@< 44 mg Boric acid/kg dry weight artificial soil and
accordingly @ reprodiuion 15 24 mgdgoric acid/kg dry weight artificial soil according Welsh-t-test
after Bon@ oni é@lm ©= 0. § onésided smaller. This shows that test organisms are sufficiently
sensm% @ Q
R
< g T

&
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Conclusions:
NOECrortatity: 316 mg test item/kg dry weight artificial soil
LOEChortality: 562 mg test item/kg dry weight artificial soil

NOECreproduction:
LOECreproduction:

EC 10-reproduction:
ECZO—reproduction:

Report:
Title:

Report No.:
Document No.:
Guideline(s):

Guideline deviation(s):

GLP/GEP:

Objective:

mortality and reproduction ofq%e soil mite s

100 mg test item/kg dry weight artificial soil @ g
178 mg test item/kg dry weight artificial soil @b &@ @@
g .
98 mg test item/kg dry weight artificial soil N S @\ %
127 mg test item/kg dry weight artiﬁci@oil {w SN é\a
\a @ ¢ S 0 9@
Q o S S o
& Q) %G SHERS)
@ N o VN O &

KCP 10.4.2.1/02; %; 20%7; Me592574501-1 & O
BCS-CN88460 EC 50 G: ence on mogtality an@repr ducti B\(@ the&@ mi%@

species Hypoaspis aculeifer tested in artificial sei]
E 428 05008-7 % @? é}’ @% @’ @Q > A\
M-592571-01-1 o Q & 5 @f &
EU Dircctive 9TARBECS. S\ 5, & S @
Regulation (EC) No. 11@2009@} 'S RN Q x §
US EPA OCSRE; otszgpphcggﬁ S @ & O
none &© %% o § \@’ @@ D §y ©
yes Q S S o < W
9 Q L S
¢ W & F G TS
SO N E e 0
<
The purpose of this study @as to &3sess thd effect of C@CNQ&S%Q;& 5@ (Is&@cypram EC 50) on
N Cl ypo@is uleiferstest d@ring an exposure of

14 days in artificial s@bby c@par'

Material and

C
contr atment. .
AN S s <
BN

0d5§© §\ N N3 @

IR %
BCS-CN884§EC G, Watch I&20l}é@01 ; sarfiple @pt' n: TOX20246-00; specification
no.: 10200 03126f,@’sam§“}e ID@/IM%OM% ; (apglytical m%Qgs: 5.18% w/w (BCS-CN88460)
0 °Q)).

equivalent o 50.46 g/L@dens' ~0.97 I§Q N

d@i@, fertilized female Rypoaspis ac &ifef replicate (83eplicates for the control group and 4
replicates for eac
56, 100, 178, 316
soil. During the test,

Ten a

During the

air drie

a t@@per ure of.

were applied” The arti @d wafprepdred
constiu@ (percenta% distrikition

nd finely

After@ period of L\g
temperature gradient usix§ a @Fadye ap

mL

h@?@tmﬁ@ﬁgro werey po&% to gontrol @\ treatments. Concentrations of 18, 32,
<362 and 100@uhg tgis}item/@ dry Weighgartificial soil were mixed into the artificial
Hypwaspi @’cule@ wege fed @ith nematodes bred on watered oat flakes.

£ 2 %0 and Plight gime of 400 — 800 Lux, 16 h light : 8 h dark

rding to the guideline with the following
dryweightasis): 75% fine quartz sand, 5% Sphagnum peat,

und, 20% Kaolin ¢ § s

ays Q%lgle sugyiving@dultssand the living juveniles were extracted by applying a

; tus. Extracted mites were collected in a fixing solution

(20% ethylenegglycol, 80%<deionised \@‘er; 2 g detergent/L fixing solution were added). All
Hypoaspis @eif(ﬁ%@re @ted@ der 2 binocular.
2
Sg&FEF T
& Q
{x’ O~ @ o
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Findings:

Biological results:

o°
Test item BCS-CN88460 EC 50 G S
test object Hypoaspis aculeifer Q\ @
exposure artificial soil o @ Sy
mg test adult significance mean number of 7] S s S
item/kg dry mortality *) juveniles per test vessel repr%:ction si 'fic@ %
weight (%) + standard dev. % gf control) |, © G 20
artificial soil @) N > S
Control 38 - 3129+ 357 | &P —gf O =7
18 15.0 - 311.04& 60.9 P 04| & S O
32 5.0 - 35%%@_» 20) . W27, G- W
56 5.0 - 35078 + 256 | @7 NI210 -@
100 0.0 - 3475+, @86 o Ry N N
178 0.0 - o 4s8f w208 o 1495 -
316 0.0 -4 o e’ WO %65 &) -4A[
562 7.5 ST C855Ey 8324 BN © 497 N &
1000 12.5 @ [~ 185% L S 1007 o S| & o

&§ @% Ry < (og @It m@lity @epr@lction
NOEC (mg test item/kg dry weight é@iﬁci%soil) 2 S § >~ @%)OO @\) o\\?, 16
LOEC (mg test item/kg dry weigl@artificigl soil) %’ (§ @ é @1 00(?&@) g 62
ECio mg test item/kg dry Welg®rt1ﬁ01§P soﬂ@l@ ~ @ & O™ 362
(95% confidence limits) @ S @ .9 ¢| (349 -375)
ECyo mg test item/kg dry we@%ht artl@mal ?1) § %, @ %> 422
(95% confidence limits) K) Q & v @\? (410 —432)

Calculations were done w n-ro ed v ue//s N

Q A
(*) = Fisher’s exact mlal Test Bo@om (@ctlo ?O\oone @md greftor, 0=0%5, “ non-significant; “+:

significant

@
(1»;*) Prz\t/:llth:ll?;l; g t’@ ne ska@ sma&x agi (%ﬂ @\n m{&ﬁcant & mgn@%ant@
&o oL & S & e

N .

Observatiaps: 9 N 4

~ & & @ o @ ST
Morta@ @ ) o ®) % . Q
In the control gro S%Q}the@ﬁult Ji@oa% acufer df&i which is below the allowed maximum
of <20% mortalj
Concerning the mort f ad@es‘c O, am @cal analysis (Fisher’s Exact Binomial Test
with Bonfergy i Co@ectlo@ one-sided éeater g = revealed no significant difference between

clu g test item/kg dry weight artificial soil.

control an%fmy treatmen@rou an
Therefo e No- ObS@I @%t C@ncenfration, (NOEC) for mortality is 21000 mg test item/kg dry
weight artificial so \The 1%0 estObserve Eff@ ~Concentration (LOEC) for mortality is >1000 mg

test {E‘sm/kg dry weig 1aél) $oil. Q@ §
Reproduction @° & @ &

Concerning n T (g&enﬂm sta@stical analysis (William's t-test, one-sided smaller, a = 0.05)

revealed ignificant difference betw@en control and any treatment group up and including 316 mg

test item/Rg dwﬁlght@tlﬁc@ soil.

There ﬁ% the-No-Observed@®ifect-Concentration (NOEC) for reproduction is 316 mg test item/kg dry

wei artlf@a he Bowest-Observed-Effect-Concentration (LOEC) for reproduction is 562 mg
em/, dry welght ificial soil.

The E and ECy values for reproduction were calculated to be 362 mg (95% confidence limits: 349-

375) and 422 mg (95% confidence limits: 410-432) test item/kg soil dry weight, respectively.
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Experimental conditions:
All values were within the range recommended by the guideline.

Test item pH Water content (%) WHCmax @ Q
concentration ! Start End Start End Start End & v
Control 5.68 5.72 19.36 19.14 49.82-Y 4860071 &
18 5.70 5.71 19.04 18.85 48.29 47.69 <
32 5.70 5.74 19.07 18.74 48.36 TSRS &
56 5.70 5.74 18.73 _18.99 247732 4811, G %
100 5.69 5.71 19.39 (M8.87 o>49.37 SATT5 @§
178 5.69 5.70 18.72 19.00  1Q 4728 [y 484% % S
316 5.70 5.70 19.14 S5 1834 P 48.60 &NV 4QI2 @& &
562 5.72 5.69 18.83 18.73 Q 47.62¢ | (4730 © @
1000 5.73 5.68 19.46°0°" 18.77 @ 49432 | ©47.43, @}

1 : : 3
mg/kg soil dry weight . &' Q@' %\ %@ @6 \% N

Q @ AN N
Validity criteria: W\% \@’ \@ N % N © @j @
validity criteria were met in this y NN

@)
Validity criteria according to OEC@@% ( 6) Obtained i@uﬁzﬁs s;@f N
Mean adult mortality <20% Q 8% & O )Q @Q O\W\?
Mean number of juveniles per repgjcate 2 50 @5/ 729 ¢ S ©© N
Coefficient of variation calculated for the nu%@r of [F1.4%% &@ & O

juveniles per replicate < 30% S S Qp % o
© \7? \Y AN
\@ % § S @xj
Toxic reference test: « @ @

The most recent nopGLP-t&8 (
with the referenc d&ethoa@wa@
dimethoate/kg d&v artlﬁgal il °

Dimethoate s@ §‘Cso S@ formortal of t@dult mites according Probit analysis
using maximum liké& oo&egreéglon (¢onfidenc &li from@ 6 r@% 1.s./kg to 2.0 mg a.s./kg).

The repr@d@tlon of thewsoil miteS wagnot s1g@ﬁcantly red@ived m@()mparlson to the control up to and
includi .2 mg a. sé@ dr@mgh‘@tiﬁci@l so@ herefor: @ NOEC is calculated to be 3.2 mg
a.s./kg dry weight gstificialssoil and acc@ng@\e OEC ig&ﬁ mg a.s./kg dry weight artificial soil.
Since variances o§ e Qom&g@noug@ 1li tgest, oo = 0.05, one-sided smaller was used.
Dimethoate EC @2)0

limits from 5@ m
max1mum 11 ithoo

e data’w
§ 0 of Svd mga.s ry weight artificial soil (95% confidence
/k@ 59m§@s /kgor r@Toductlon according Probit analysis using

10n \

This is inthe recommen e oe uf@eh @ﬁldlcatmg that an ECsy based on the number of
juvenilegwf 3.0 — 7. 0 a.s. 7@ dry welgh«értlﬁ soil shows that the test organisms are sufficiently
sensgjge AN @ &
?”\g @@ ° Q @
< Q

@ &

Conclusion: SN & Q
NOECduit m @ >18§0 st itdm/kg dry weight artificial soil
LOECaduh owality: 321, %OO tesgé\t;em/ ry weight artificial soil

NOEC@OM@ 16 shg test@@m/kg dry weight artificial soil
Lo%&epmd@gﬁn: 562 mg testitem/kg dry weight artificial soil
ECIO'r@%ﬁon: 362 mg test item/kg dry weight artificial soil
ECao-reproduction: 422 mg test item/kg dry weight artificial soil
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CP10.4.2.2 Higher tier testing

In view of the results presented in Section CP 10.4.2, no further testing is necessary.

& &
S I
CP 10.5 Effects on soil nitrogen transformation S &@ ©®
SIS
Table 8.5-1: Endpoints used in risk assessment p &% °\© . § \y\f@
£y N
Test species, . . . @ N @ @
Test substance test design Ecotoxicological enmlnt mQ @(Refe@e A é
N-transformation @ & Q) RO
Study no unacceptablegffects at a ratedf 9. @ mg S m@
Isoflucypram EC 50 | duration, 28 | prod./kg (7. rod./ha) e(%@valept @0.5 mgQ -574633-02-©
days a.s./kg sojhl (375 g,ra S. /ha) > Q 10
NS
Isoflucypram jfﬁgt};on 5g | moun cepta ffe @t an %i@iicati@ rate o :
yp durarion. 0. 53@ a. s°%g som@ 5 ga%}s a) % S | 5320580119
o &Y K 8.5/0§i
- - LA .
BCS CN.8846.0 Study un %ptabl@effec@ an @ catiod rate 01
carboxylic acid duration, 28 < 0.54 @ a.5./kg soil (403 ha) S 2538@9H-01-1
(M12) days - gRMMNG &7 IRca®s/02
a.s. = active substance; p.m. = pure me@b(ﬁite&@ @“(J) @U @@D & @K\) o
° AN & &
& @)
AN
N %)

¥ NS .
Risk assessment for Soil Hjitrogen Tra«@%’or 10n KL S
S y\a
9 e s

~
Table 8.5 - 2: RlsgﬂAsses@%&nt féy the [@)duc@oﬂu&)@ranﬁc SQ{or s01,l l%ro -organisms
<

Compound @ @ecl § AN e int @ ) PECso ax Refinement

P (,Q & *o N &I@ rO@g] @ﬂmg d./kg] required

O & S 953
Isoﬂucypram 1@? 50 & S&iﬂ@rﬂcro-@gani%@s @f @4 ©§ 0390 No
K% A ) @

TS S P I
Table @3: Ri@%ss@ent ‘@7 Isofkucyp@ a@s m&bolite BCS-CN88460-carboxylic acid
ggg% s0il{1ﬁcro-&(§ganis§ N N g\

N} o3 O
Compound @ é%pe§ Q@Z\g R §dp01@ PECsoil,max Refinement
N _

& U® 65) O © g/kgpy [mg/kg] required

S Q
Isoﬂucyprg @il m@-org ms @g@ @®0.5 0.030 No

& Q@ @ o@“
BCS-CNBBA60- = N
D
carbwhc acid (M12§© Sc&mlcrwrgan%@s N D 0.54 0.002 No
S
& Q o

According to la‘%ly req@remends the 1@&( is acceptable, if the effect on nitrogen transformation at
the maxim is < 75% afger 100 days. In no case, deviations from the control exceeded
25% after% da;@mdw@ng lgy risk ¥'soil micro-organisms.

<\9@
N) @’
Q& >

&




“B Page 89 of 103

BAYER 2018-04-
E Document MCP — Section 10: Ecotoxicological studies
= Isoflucypram EC 50 (50 g/L)
Report: KCP 10.5/01; | 2017; M-574633-02-1
Title: Amendment no. 1 to the final report - BCS-CN88460 EC 50 G: Effects on the activity
of soil microflora (Nitrogen transformation test) - Final report
Report No.: 16 1048 062 N
Document No.: M-574633-02-1
Guideline(s): EU Directive 91/414/EEC @
Regulation (EC) No. 1107/2009 (2009) S
US EPA OCSPP Not Applicable v
Guideline deviation(s):  none &%
GLP/GEP: yes @ & %\
V @ S
- N @
Objective: & “\a Q

The aim of this study was to determine the effe @f the test 1%

with regard to nitrogen transformation in a laborafory test. T est er@grmeﬂn acqg?r(%l)a

OECD guideline 216 (2000) by measuring thé@ntro%@%umo%r g& %, @
Y

%G @
@
Material and methods: @ \@ \ @Q % §
& & o v )
Test item: BCS-CN88460 EC 50 @ &@pheny\g@ﬁtch ‘No 0i6- GQ}OOZ am@ desgyiption:
T0X20246-00, Specification No.: @OOO% 262@nal al ﬁ g( 18‘%§ﬁw @ 6@L) BCS-

CN88460, Density (20 °C): 0974@4@ whiter soiﬁbﬂg dls@slbl N
@ @J) @ @ @Q \

A loamy sand soil (DIN 4 ) Was%xp for Z@day&to O lﬁ acg./kg so§ dry@zeight 0.5 mg
a.s./kg soil dry weight and a co tre ent c@imste f hc%@ Apgplication rates were
equivalent to 75 g a.s./h %7 5Lp du ) 37%g as. /&@%(7 S procf@t/h%{&orrespondmg to test
concentrations of 0.1 mg a. s S0} dry ght 05 n@pro%/kg soﬁ‘ﬁ' and@S mg a.s’kg soil dry
weight (9.74 mg predi/kg s’@r) n1t pgen @nsfo tion Was rml&%d in soil enriched with
lucerne meal (con rat n 1n saih0. 5‘%@ NH4 itr NC@ and trogen were determined by
an autoanalyzer 1ff@t sap hng iiitervals, (0, Ta I 1@8 d@ afteatment) A reference item

is not requir eline. gevertl@ ng b is t@d roﬁiﬁmnely as reference item in a

separate stud Q@ the.\ﬂ nm(%v of the tesl@gystel@ Q @

>
N & & » © Q@ N4
Findingss’ @ @ o <§ ¥, @
Experimental con@ns & \© ‘?\,\ (& %
The test cond1t1@ 1% 19.7434.0 °&m a&@latlc and davk room, 43.29 to 45.24% of WHCmax and
pH values of n the}oil. r co@t ofgthe soil in each test vessel was determined at

test start (aft@apph@tlonéﬂ a\gfustedmce a'week to the required range of 40-50% of WHCax. The
pH valuesyn the soil uséd in § tes re suréat test start (after application) and at the final
samphn@ day 28. ¢ %

of the'

A statistical evaluagk e tes&resultg as @rfomed by means of a 2-sided Student-t-test (for

hor{)’geneous vari#nces a@/o slﬁﬁc le\@

/?f

N
The test item %&S-CN@%(&%}C S@G (Is Qucypram EC 50) caused temporary stimulation of the
daily nitratz@t@ at t@‘}test ratlon of 0.1 mg a.s./kg soil dry weight at time interval 7-14 days
ft li @
after applic % « O

No adv eff@ of B@S C@@&%O EC 50 G on nitrogen transformation in soil could be observed at
both tested cen E%%lons@ the end of the test, 28 days after application (time interval 14-28).
Differences@rom contrdl of + 6.3% (test concentration 0.1 mg test item/kg soil d.w.) and -9.7%
(t@ con@%)[ration 0.5 a.s./kg soil d.w.) were measured at the end of the 28-day incubation period

(time igfprval 14-28).
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Control 0.1 mg a.s./kg soil dry weight 0.5 mg a.s./kg soil dry weight
Time equivalent to 75 g a.s./ha equivalent to 375 g a.s./ha
interval Nitrate-N ! Nitrate-N ! % difference Nitrate-N ! % differenc S
(days) to control to control IS
0-7 460 | £ | 0.11 | 431 + [ 016 |-62" 449 | £ |0.26]-24" 1N Q
7-14 1.50 |+ | 0.12|1.87 |+ |0.17 |+252" 180 [+ [@41]+204%,2 A
14-28 1.51 |+ | 0.08 | 1.61 + | 019 | +63"% 137 [ £5p0.17 [ -9.7% @J

The calculations were performed with unrounded values. Q @
' Rate: Nitrate-N in mg/kg soil dry weight/time interval/day, mean of 3 replicates and sta%grd deviation © 2) 2]
ns- No statistically significant difference to the control (Student-t- teséghomogeneous i%iances 2- mdgd*p <0.08 é\’

*s Statistically significantly different to control (Student-t-test for hegiogeneous varia@gs, 2-sided, p @ @ &@
X
@ ~ 69 QQ S 8
Reference test: (@) &@
In a separate study the reference item Dinoterbspdiised an 1nla§blt10n @ 37‘@/0 an@a stiggulatiogof
nitrogen transformation of + 37.6% at 6.80 mg and,27.0 ote@per & sqﬂ%lry Y\@@ght,
respectively, determined 28 days after applicatjon (t& integrval 14% ). @, @Q
y & & & & &
Validity criteria: w\% \ N @ % § @j @
All validity criteria were met in this stl,@'. N @} % é’ é\g ©§
) K & @\ ro%ﬁ & &
Validity criteria according to OECQ\116 (@0) Obgggned 1@%1’;15 s;,@’y 9
The coefficient of variation in the cOfrol @){ NOs& < 15% 388 O <
Effect of toxic standard > 25% @ AN @\zﬂ O‘V@%epare{@ studyy’ &
AN S @ v & O
A N & "\ @@
Conclusion: o O @ @ @ N %@@
BCS-CN88460 EC 50 & (Ise§uc ra?n O @}use dverse %ﬂ‘ects ifference to control
< 25%, OECD 216) the@ nigrogen transfo tloNexpr d #&s NOsz*N-production rate) at the
end of the 28-day §ubatlon pe Q’ tudy@va d in a §eld soil at concentrations up to
0.5 mg a.s./kg s o 1ght 74 s?mg plgd /kg),whiclgare eduiva to application rates up to
375 gas./ha. (é@L p /ha) & &k §1§ @
S © K & & 6 @
T N N S N
N & & @ © Q@ SN
A o O R
PFOUFSITEE S
2 @ § & NS Qb
o O ¢ .09 o O @
Q0O S & b
O o K & o
=) % N @% y %
@7 N Q @ @\
Q A\ N @§ N
R o @ N @ @
N (g @\ R Q
@° S @ S
S SR
&3 o
% Q
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CP 10.6 Effects on terrestrial non-target higher plants

For the product Isoflucypram EC 50 a dose response study on Terrestrial Plant Vegetative Vigour and
a single dose study as well as a dose response study on Terrestrial Plant Seedling Emergence a#ere &
conducted to determine possible effects on seedling emergence and plant growth. The veggtativ
vigour and seedling emergence tests were carried out according to the OECB;227 and O %8
guidelines for the testing of chemicals, respectively. @JQ
Table 10.6- 1: Effect values relevant for the risk assessment for non- ta{g t terrestrwl@lant@or tlkg
S
product Isoflucypram EC 50 v® @& \:4\? N O@ @
- NS
Mos sitive

Test i Study t Max. effect @ @ SEERS)

est organism udy type ax. effec s& @%@ ere o &

species @
Maximum application rate: 75 g a.s./ha (equnvalen;ﬁ 1.5 L producttha) 22 (@x ™

_ @
oo [ Ve o o> 0 feon”
’ "
10 species 21 days a ra@f 75 @%S'/}}C%ﬂ (Z@$ a)g@’ .
Maximum application rate: 75 g a.s./ha (equivalengyo 1 5®pr0d@t/hag ~ D
= . O

target plants; Tier 1 single dose

10 species ’ 21 days @Q ar&@ 0f7§’as@§ %& um @a) ‘;
. N

il E T i IRy SRS
Eetp ’ é «y\g@a rat@p 75@?_5./}1@; (C@cine@

4 species 21 days &S
\@ (f@ )

v %
In the case of Isoflucyprasm EC& @ ‘§ etShive Vlgour@ud d tlg@l“ier 1 and Tier 2
seedling emergence study sh%red no hy Xic ectb@égo % it the, te st@ate of 75 g a.s./ha

(equivalent to 1.5 L ptaduct/
DRAuctif).” S S o

@
Risk assessment § Te@&estn&@on@?rg&nghé@%la ts @x @
The risk as @@ﬁnen@s based %g the@“G ds&nce Docu §At ofiv Terrestrial Ecotoxicology”,
02

(SANCO/10329/20g> rev Qﬁnal )¢ s r@rlct 0 offSteld s@uations, as non-target plants are
defined as @pn- crop plants loc%g@ out&ﬁe th@eated@fea ffect non-target plants are of concern

in the of@%eld enV1ron nt @ere -target plan@ma@@ exed to spray drift.
As it is clearly in g@d tHat the@ xi L@l sn}g atlon%ate of 75 g a.s./ha (corresponding to 1.5
(1]

L product/ha) d sults effe , accordi the “Guidance Document on Terrestrial
Ecotoxicology” (SA / 1@3 re§\2 ﬁr@ 2002), no risk for non-target terrestrial plants is
expected. Thas, no @mhe@ isk amssme\n is glulre&and no risk mitigation measures are regarded

necessary% ©\ ,%:

@ @ 4 ‘%
Conclu@ Q @ @
N

F rom%he data pres%ted@ve °i{, 1S cor@ude@a unacceptable effects of Isoflucypram EC 50 on
non-target terre@xalal plan r{Qfot taghe ex& cted when the product is used as recommended.

; i} 3 LS
Terrestrial non Sf:edllng emergence; d No ¢ @cts @ o a&i> Oni o
Rﬂ;l

/)

”\a
©@
CP 10.63" QSulﬁmar@f screening data

Not &essa (} g@hn&f studies for terrestrial non-target plants are available (see Point 10.6.2

in @ MCE umn@’ry) @
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CP 10.6.2 Testing on non-target plants
Report: kcp 10.6.2/01; [ 2017; M-589028-01-1 & D
Title: BCS-CN88460 EC 50 g/L - Effects on the vegetative vigor of ten species of n- <
target terrestrial plants (Tier 2) @ @
Report No.: VV17/001 N & @g
Document No.: M-589028-01-1 v N
Guideline(s): EU Directive 91/414/EEC % Q § 9
Regulation (EC) No. 1107/2009 ¢, @a N é\a
US EPA OCSPP 850.4150 @ & S @ @
OECD 227 Vegetative vigor ©Q @ S é\ﬁ O
Guideline deviation(s):  none @ & o @) LN
GLP/GEP: yes 2V R o & o © &
o & | O @
\% AR D NN
Objective: & 2) %Q % IS T

L

@ S
The objective of this specific study was t eval@ﬂe th fect@@j BCS2CNZ8460 @ 50 ondthe
vegetative vigour of ten non-target terrestgidl plant s@ies f(&owinx po eggence ap icatgan of

the test item onto the foliage of plants fthe eaf @age, & S NS $
@Q@ %56 & @@ & §” @Q @©
Material and methods: > A @Kﬂ Q\ @b < @Q \%

Test item: BCS-CN88460 EC &9 g/qL?Z\fgmp1@’@?16s<f§tion)(@246-@%> 5.@4 w/w (51.45 g/L).
Supplier batch no: 2016-001002, sp%ciﬁo@}?on no.: 10208003196 .. Appeargnce: Bfown light turbid
liquid. A total of 10 spe%es, 6 é@otylé%nou@nd 4%onoco yle@aou&g&cies@yere tested in this
vegetative vigour test representing 8 plant fa§lies. Lhe plants wete grq@ in eenhouse in 15 cm
pots (filled with approx. 1.2 éoil)@T he ugs so@@vag @31t leam. Planting density included 2 or 4
plants per pot with 16pr 8 r@iica@o‘cs, @spec@ly, §ﬁr\a totdPof 3élant@r treatment level.

The plants were ted @the &%eaﬁﬁgwim 5 Yeit ite@@ates@nd a Water control. The stock and
application S§OHS \were fﬁsepa@ in %e 1a®atory®and nspg?ed to the application site

immediately gfore @pplicatipn. Sétial dilution B QLW 50 g/L were sprayed onto the

foliage of plants us@ a céﬁi”brat@ lab(%‘?ry rack sprayer at Volm{ne rate of 200 L/ha. Details of the
range of test item rates spedies a@l ma zed@ the@owi&g@fable:
S o = .0

A 9.9 ISP
S © : -
spsesmame 7" S0 | commotiiame” [ 1y e
Beta vulgarigy, (@Q BﬁVA @%\gugqﬁbeet @3% QP X X X X X
Brassica ndgys ~ © @iiSN{@% Ojlseed r@ (wirigsr) X X X X X
Cucumis%tivus §yCUl\i@A é‘@ﬁur{;ﬂ@ﬂ @ X X X X X
Glycirénax .. 7| GEXMA [Soybéan s X X X X X
Heljanthus annuugg\@ %ELA%}@J Su@owef\ X X X X X
Sotanum lycopersicum Q%LYP@S f%ato@ X X X X X
Allium cepa  @° AFLCE \p@@nio® X X X X X
Avena satiy@® =) | AVESAS | Og, X X X X X
Lolium perenne . QOLOLRE | Kyegrass X X X X X
Zeamg¥ @ | ZEBMA [ Com X X X X X
X: Pla eciesdested test jtom rate.
S S S
C({ﬁtrol s were sprayed with 200 L/ha of deionized water. After application, the plants were
transfz back to the greenhouse and placed on the tables in a randomized design.

Following application, the pots with plants were maintained under greenhouse conditions, natural
daylight was supplemented by artificial lighting. The temperature was regulated to maintain 19°C to
31°C during the light cycle (16 h) and 14°C to 26°C during the dark cycle (8 h). The relative humidity
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was regulated to maintain 55-85 %. Assessments were made 7, 14 and 21 days after application. On
day 7 and 14, only plant survival and visual phytotoxicity were recorded. Final assessments were
made for plant survival, visual phytotoxicity, plant growth stage, shoot length and shoot dry weighg - S
Statistical analyses of the data were performed to obtain NOER (No Observed Effect Rate), R
(Lowest Observed Effect Rate), ER2s/ERso (Effect Rate producing 25 %/50 % effect) for @Vival@’
IR25/IRso (Inhibition Rate producing 25 %/ 50% effect) for shoot length and@ot dry we&@t, using
ToxRat statistical software. <

SEES
< O o \zs@
Findings: @ {N AR S
gs: @ é}” Q\ 2%@ &@

The germination rate of the seeds used in this study was > 70%. ©Q
All plant species in this study met the validity crite@%n for surviy@l in the contéﬁ% (at <@ast
accordance with US EPA guideline (OCSPP 85@50) and OE @ehne@EC BN 27) there v&gas
no visible phytotoxicity, and normal growth o ed in th ntr [@of ®@stedeThe
control plants of each species showed nomlalq&arlatlc@in gr@vth nt dey t arfdgnorph@ ogy.
The environmental conditions during the tesPtim: Were g};’)t 1d§acal hm @ach &emes %he pots
used for all species of this study were ﬁlled%n equ@l’ manffer witfthe same s @

The analysis of BCS-CN88460 conte@xﬁm t&e 1n1t4g¥ test @em & k s@mongeveale m@red
concentrations of 114 % of nominal. @ @

The symptoms observed at the ﬁnssé&gment @n d@l m@r a cat eta e vigour
testing include chlorosis, necrosi %efon@tlon and tuxhng the nts. h1 yi&the severity
and occurrence of phytotoxic symp omfﬁlffe&g ame#ng spe m ) and test 1@ rat nd was slight.

The NOER, LOER, Est/E% or survival 25/ V&0 V% hoot gtl@nd ot dry weight
expressed in g a.s./ha are suﬁamar%ed for ch o{the p}ipt speeles m\ fol@wm%@t les for the final

assessment (on day 21 aft appli€@tion)sy
(on day epepp @tion)s § « RS
Survival @ o O ¥ & N ~ §
urviva %, > s @@\ o S $> o
o 8% v @y 9%
Plant Species § &st N b CG‘nﬁden&e 0@150 @ C 1de LOER N?ER
P ©© §g a.s. /#a) & le}% &g a.s./h imits (g a.s./ha) &
fow 9 % a.s./ha)
(SRS er fLupper}” ¢ er_joupper
Beta vulga@j; Y1 >750 @ n.d ngﬁ g5° o Ndsy nd >75 75
Brasszc@npus (RS @ nd. | &>7530] nd, n.d. >75 75
Cucuimis sativus — « P >7§@ nd. [Qhd. ] >75% @ n.d. >75 75
Glycine max @\) Sys52 f§ n.ds n.@% %S a n.d. n.d. >75 75
Helianthus annuf® %75 S r@’ L. | & >75 a@g n.d. n.d. >75 75
Solanum lyco@szcup@ >'@}‘)jV Wd. |Ond, P >75% | nd. n.d. >75 75
Allium cepa > %95 fr ndQl ndH 5@% a n.d. n.d. >75 75
Avena sg@ivu . >7589] ng' | ad [ x>75° | nd | nd >75 75
Lolium'perenne N >ZS\\“‘< nd. k ond. D™ >75¢ n.d. n.d. >75 75
Zeg%wys Ro @5 n. d@ n @ >752 n.d. n.d. >75 75

n.d.: Confidence limits not de@m @outm@the ray g%%ested)

2 No effects wi% obseryed up &theh st co ntratlon tested.
L obrery § %Q%

§‘“§©© 2 ©@
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Shoot Length
95% . 95%
Planf IRas Confidence Limits IRs0 Confidence Limits| FOER NOER
Species (g a.s./ha) (g a.s./ha) (g a.s./ha)| (ga.s./
lower upper lower upper o >
Beta >75° | nd. nd. >75° | nd. nd., S>75 a5 &
Brassica >75" | nd. n.d. >75° | nd. nd. g >75 S15 &F
Cucumis >75* | nd. n.d. >75* | nd. nd | >75 NS
Glycine max >75° n.d. n.d. >75°  ppnad. n.d* >75 ° i@ N
Helianthus >75°b n.d. n.d. >75° ¢ nd. 1@ >750 @75 @
Solanum >75° | nd. n.d. >75¢ | nd | Qid 275 [ 158 A
Allium cepa >75° n.d. n.d. >ﬁ n.d. @\\' nd. &@)75 . By W
Avena sativa >75b n.d. n.d. @@g b n.d lﬁ) Q'>7150 a1 @
Lolium >750 n.d. n.d. >75) & “\@ Snd. @ >@ > 7%
Zea mays >75° n.d. nd. >@fl/ Y”%md S nd@y (5?55 B 37.5
*: IRso corresponds to ERso. N Q 2
n.d.: Confidence limits not determined (outside tbgﬁ%nge"t@ted) N ©Q % § @j @
b Not calculated (outside the range tested). @ . @ & & N é% % §
LSS TS
Shoot Dry Weight &© ‘% \@ > \@ § &S %
@ € fJ P @? %© @r\@ c ° i
v, | @ :
plant Rae | Co fidencedLimit Ry Confidgyte Limits GOERS| NOER
pecies (g a.s./ha) loser «upperc) (g{.s. a)@ lowerd lggpgr 7@(g a.s./kka)| (g a.s./ha)
Beta b © ) 7 o | %oo 4 O it
walearis >75° fsnd | nd? f§ >735 | nds | 7 375
; D 3 4
Brassica >7550 | 0@ | Snd @ | S50 g0 P o o 375
napus < PR T NN —
. o %
Cucumis @%b ©n.d.& nd >78% %ﬁ @ ndS >75 75
sativus A D & N 5§ o
X S (@) ) " >
Glyeine | a5 | g nd > L. D50 & ndO] B 75 375
max & 9 a > oY
Helian b @\’ N ’ N -
Helianle @ 75" 51 . N S [nd, O nd 75 375
Solanum ) SRS N
Leomersic ;@ | nd [R@@ b, BST5"0 ad nd, 75 37.5
3 Z Q? O S S
Allium @>75<Q n@ . Gd ©] @ [ond n.d. >75 75
cepa Q (@) e N S L@\ S
Avena b O QD 2 o)
e @ >750 | nd 1@%\? w07 | nd n.d. >75 75
Lolium > S N & b
pershae >7§© é%i |orte | LT n.d. n.d. >75 75
. ¢ SN
Zea mays @5(5 n.de @d. >75 n.d. n.d. 18.8 9.4
& {K\ Q
*: IRso corr }\md toBRs0.
n.d.: Confid hm;t\Qg\l d 1ne§1%ﬁ0ut51 ’i;v range tested)
b: Not ulate t51d ¢ ranggjtested)
c: No@a culat tlstlca ignificant rate response was found).
%
& &
N

&
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Shoot Length
95% 95%
Confidence Confidence D
. IR2s . IRs0* o . LOER NOER
Plant Species (g a.s./ha) Limits (g a.s./ha) Limits (g as./ha) | (ga.s./ha) «§
lower | upper lower| upper S @ %
Beta vulgaris >75° n.d. n.d. >75° nd. | nd. @;75 m@ 75 @ %
@ Z
Brassica >75°b n.d n.d >75°b Q n.d n.d& > >75 > ng St
napus o o i @ . ’ § @ o
Cucumis b Q @)
e >75 nd. | nd >78% | nd &@.d. T8 | Q750 EN
N 4 4
Glycine max >75" | nd. | nd Qi) | nd | ne? Qs S
m’ Q
Helianthus b Q@ |V, | Y [ s RS
RS >75 n.d. n.d. D ;7@ (}p.d. f&n.d.% >§ 75%\ .
Solanum b % .0 9 N < S @
Iycopersicum >75 n.d. g@ \>75b\\ @ @g}. 0>, ggsj S
@ g, Q N
Allium cepa >75° n.d. QQn.%:% @" Q n.d.@v n.d.@@ @ § és@
> o © @ v,
Avena sativa >75° R | ad >75 N | &d |55 s
Lolium N RN @ d
>75 d. d >75 49 n. >75 © 75
perenne b é\ n@d@@ @ Oy n(& id@ %) .
2 D
Zea mays >75% d | @d. >780 Qund. wad O 25y 37.5
& 2 C§ 5 « - %
*: IRso corresponds to N S
n.d.: Confidence limits determ@ed (@@’mde th@yange §ed) §9 © & AN
b Not calculated 5 1de thgrange t@d) @ @ @@ & @
QO Ol N
Growth stage @Cm-l\@x at tést 1te%@tes @w ga &@a) a6§ ﬁl@l assessment
Plant specigs ControP | M7 & . 188 375 75
Beta vylgeris ¢ @@’ 19 @19 @ 9 19 19
Brassicd napus < "\?@ @Q 3{9 & 30 30 30
Cucumis sativus Q\’)U ~ 69@Q °\\6/9 o 69 69 69
Glycine max @ 5 6385|6365 | 6365 o] 63-65 63-65 63-65
Helianthus gpus (O] &1 . P s©° [O 51 O 51 51 51
Solanum Iycopersicum | 31-63 | $362 /9 5162 51-63 51-62 51-61
Allium cgged a 14},\@ @ 41| 1 14-41 14-41 41
Avena sutiva Q| 3233 3233 [NO32-33 32-33 32-33 32-33
Lalitm perenne | €22-26"0] 2328 < 13-29 23-29 21-28 22-29
Zea mays . 93159 |5,31-33Y] 3233 31-33 32-33 31-33
NS N
@ < Q" & ©@
& & Es
Ol
S G
¢ g v
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Phytotoxicity summary (mean damage in %) at test item rates (in g a.s./ha) at the final assessment

Plant species Control 4.7 9.4 18.8 37.5 75
Beta vulgaris 0.0 0.0 0.0 0.6¢ 0.6¢ 10.0 ¥
Brassica napus 0.0 0.6b 0.0 13D 7.5d 10’.Q?)d §
Cucumis sativus 0.0 0.0 1.9 ae 1.9 ab @.3 ae @)/%bem
Glycine max 0.0 0.6 ad 0.6¢ 19bd  |@p3.1abd | °9.5pd&>
Helianthus annuus 0.0 0.0 1.3 ab 1.3 be 13ab  AS13.1@bde ¢
Solanum lycopersicum 0.0 2.5 abe 1.3 abg 2.5 e&@\ﬁ 1.3be’s °{f/be g\*
Allium cepa 0.0 0.0 0%~ 040 000 |« 0.0 @
Avena sativa 0.0 13¢ $0e 0@\% k@g\% (\5} 8.§\®e Q)
Lolium perenne 0.0 0.0 Y13 @\\13 de . @% de, @\\{)den @
Zea mays 0.0 0.0 ¥ 06e 0.68° | N.9bd" | ep.3 bdey
; . o S v N

Codes for_phytotom_c symptoms: _ N & N 2, w @6 N %,

a: chlorosis (yellowing of green shoot tissue) Ao S 3 >

b: necrosis (e.g. brown shoot tissue, parts of the plant die) %o O Q@ @ ©§ % & °

d: deformation (e.g. leaf curl, abnormal leaf shape %wrm 1@ant l%b@%us) N @j @

e: stunting (e.g. plant height reduced with shorte& ern ngt ant i h re %on)\© é\g N §

Fl e s 5 &L
Conclusion: @ S @ RS ©
TN y & § N

This vegetative vigour and growt%tud@ in h th&éffec %QN 60 @50 g/I on ten non-
target terrestrial plant spec1e VS teé%d under grégnho @con@ons resultedin n&adverse effects
on survival, visual phytotoxi%lty, géomh @ge d&velopent shoot le %h ar@) shoot dry weight above
the 50% effect level. @ N @ %@

For survival of all spemés no fects v%re o§rve p t @e hlgiiﬁst tesfite te tested, there was
100 % survival of sp fm@ll ra@s @OE was de the range tested
(>75 g a.s./ha) and NOE g &the est e test (75Qa.s. /Ha) and the ER»s and ERs
values could not alc ed an rted as >7@ a.s (,- ; for@l spedips.

For shoot lengtlgg e | and ﬂiso \é&lues could n {‘be cal@ ated@hd &eported as >75 g a.s./ha for

all species te OER) was @1‘[51d&@ %ge tested g a. @/ha) and the NOER reported as
the highest %ate tes (75" a.s./ ) exgept f§ S. Fo easays, the LOER was calculated to
be 75 g a../ha and the NOER ‘ha.

For sb@@ dry Welg@@ the dR»s a I o, Vah§ covﬁ no&e calculated and are reported as
>75 g a.s./ha for g pec§ test ER~was utmde@e range tested (>75 g a.s./ha) and the
NOER reported a$y estgpte temd (7@yrg a.sCha) for the following species Cucumis sativus,
Allium cepa, Av@z a Loligih peienne. For Betd vulgaris, Brassica napus, Glycine max,

Helianthus an@uus @l Solggum. Q@open@um the LO@ was calculated to be 75 g a.s./ha and the
NOER 37.5 g a.s./ha. F@eays @ LO@ Qealculated to be 18.8 g a.s./ha and the NOER

9.4 g as/hy. The mosté@senm sp@@s fi @ﬁns Kg ameter was Helianthus anuus, showing 16.0 %
inhibitigw at the test rat of 7@ a. i /ha. é @

Ny v\g ®°\@ Q@§

%

4 ﬁ@”
‘v
%ﬁ

Vd
Be
®@
ye)




“B Page 97 of 103

BAYER 2018-04-
E Document MCP — Section 10: Ecotoxicological studies
= Isoflucypram EC 50 (50 g/L)
Report: KcP 10.6.2/02; | 2017; M-596298-01-1
Title: BCS-CN88460 EC 50 g/L - Effects on the seedling emergence and growth of ten
species of non-target terrestrial plants (Tier 2) - Final report - N
Report No.: SE17/008 @ ©©
Document No.: M-596298-01-1 @
Guideline(s): EU Directive 91/414/EEC; Regulation (EC) No. 1107/2009; @ EPA OCSP@® @
850.4100; OECD 208 Seedling Emergence @J@ Q
Guideline deviation(s):  none Q @
GLP/GEP: yes =) Q & 2
< < SIS
e @ ¢ S 0 9@
Objective: ©Q %@ S é\a é
The objective of this specific study was to evaluat Qhe potentialegffect of BC NS 84 E€;50 g@
on the seedling emergence and growth of ten s@s of non-target t%strla@lan llo%mg a @e—
emergence application of the product to the soil strface. Q} N o 6\ v,
A A S SN "\f
© & & ¥
Material and methods: % @ Q Q @7 @&
Test item: BCS-CN88460 EC 50 g/L, «gampléxiesc 1on "@X 2&%&%@5 2 W/ (51. @/L)
Supplier batch no: 2016-001002, spgsi 103’%% nost, 20@@ 31 Br hgl@ turbid
liquid. A total of 10 species, 6 dlc@ le@ous} and 4 nono @ied @us s§ ¢ tegtgd in this
\ %v e Gown_oh thé™day of the

seedling emergence test repres g 8 plan famil @
application of the test item to t@ soﬂx fac@ 15 ¢n po‘@%lle&wnh aD ro% L S(}]) The used
soil was a silt loam. ANTERN v &

Planting density included 2 or 4 seeds pg@ot

'\

by ith 20@; 10 réphc@%pot ref@hcatg@pots respectively,
The test was conducted a% a hzéfg)lt te% the so¥ s of@ pkt spec‘ises We@rea‘ced with a single

test item apphcatlon @% wate{g ontrol. S

The stock and app soluti W repa§§ in @ lab@atory Qd trar%’ported to the application
site 1mmed1ately@ ore @ lication. Q@ & <

The single rate (3 g 35S Yha of BCS QQNSS@Q EC @E g/L %s a %l?' epce at test initiation to the soil

surface usmg‘cah?@ted la@rator@rac&pray T4t a
&)

for a total of 40 seeds (20 S@eds) @r tr

O\ = } &» é\ = &est item rates in g a.s./ha
Spec1§®me Xe O]@ m[(gl%nam N S 75
Beta vulgaris @ B&kVA ASugarbeet Q X
Brassica napus @Q &RSN}(@ O@d r@g@wmtéﬁ @ X
Cucumis sativys - @%Ul\@ @;%um]ggex (@Q Q X
Glycine maxQ ©) Q\@MA\ NSoybkan N & X
Helianthu$\gnnuus @LA@ Su&%wer @)// @ X
Solanu@copersicum @YP@ Tgﬁiato@ °N X
Alliym cepa S ALLCE f$0ni01@} N X
Avena sativa @/ ESAN 0atR & X
Lolium perenne@y® LOLEE &grag&x X
Zea mays f@ % ZE@IA @om@“ X

X: Plant sp&é%s tested w1ﬂ®st 1te1g19 rate.~Q
Contr T%otﬁé sp ed w@@ 200 L/ha of deionized water.
¥

Aft §pph G on pcl§"‘wlth seeds were transferred back to the greenhouse and placed on the tables
zed design.<During the course of the experimental study part the pots of each plant species

were i\@ nged within each species plot.

Followinig application, the pots with plants were maintained under greenhouse conditions, natural

daylight was supplemented by artificial lighting The temperature was regulated to maintain 19°C to
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31°C during the light cycle (16 h) and 14°C to 26°C during the dark cycle (8 h).The relative humidity
was regulated to maintain 55 to 85%.

The control pots of each species were observed daily for the number of seedlings emerged until §0% >
of the seedlings had emerged (= day 0). Assessments were made individually for each species his
day (= day 0) and 7, 14 and 21 days post emergence of 50 % of the control see%mgs On day®7 and0’
14, only plant emergence, survival and visual phytotoxicity were recorded. ©)
Final assessments (21 days post emergence of 50 % of the control s&hngs) Were made Mor
emergence, plant survival, visual phytotoxicity, plant growth stage, shoot l&ngth and sho@ ght.¢

Statistical analysis of emergence, survival, shoot length apd shoot dry wgetght data wa§mrr1 W@w
the Mann-Whitney-U-Test (one sided smaller; p < 0.05)sgHcluded in TQ@ at statlstlc@ @ v\g
& S) 7 QQ $
Findings: @ > © @© @Q}
g8 ~ R & & &

The germination rate of the seeds used in this stady was > 70 R R @ @9 @@
All species in this study met the validity critetia for@edh@emeﬁgence&@lea@ "/&and strvival
(at least 90 %) in the controls. In accord4sce fth O@D eli @’OE@’@ 20@ and%s EPA
guideline (OCSPP 850.4100), there was n%wsﬂi@’ phyt&foxici ar%norm@egrow@ occ@éd igthe
controls of the ten species tested. Theg\eontr&ﬁplam@ of edth Specles sl@zved%ggormal vari in
growth, plant development and morpl@logy, The @frono 1ental c@ldltl@ du @st time were
kept identical within each spec1es p’%s use&or @@spec@ @é?s st w@ﬁlle% in equal

manner with the same soil.

The analysis of BCS- CN88460 %nte@ in & @ te@@em@@%ek@lutu@@eveaﬁd measured

concentrations of 113 % of s&au ale \ @y LS

As a result of this seedllng*emelz%ence e grawth study, 1n%%1ch\@38 @12\18846O©EC 50 g/ was
tested on 10 species of no@@targe@erre%ﬁal S w1th he test iteiQate f@/ha minor effects
on the growth stage of Beta\vulgari

th@ann@ andw\\Zea mﬂys ¢ seen at the final

@ é&@teste(@lo @rse effe rowtlk e development were
to th

§r @mssz@ na@ C@gumls @twus& Glycine max, Solanum
atixg an Lolzum@ren@ Xhl@ted n(@nal variation in the growth

assessment. For all ot
found in compari
lycopersicum, AllE

cepdy Ave

stage developm@ CORIY ared th the ontrol\

At the final n(@phyt@nﬂc s W@ ob - ed or Beta vulgaris, Glycine max,
Helianthus annuus, @"olan%m ly rsz Ave 7 sa&a Lolium perenne and Zea mays
at the tes&%em rate ofxy5 g ht yto Xic @to {Gvere observed in a few cases for
Brassz@apus (1.5 ‘V@@é?tunt ) an s Sar@ s (1:Q, %, cl@broms necrosis).

At the test item ratgief 75 &a.s./ eme for ngum p@ne was reduced by 11.1 %, compared
to the water treat&y’ controls. re ‘Ecctlon @as ndDstatistically significant. There was no negative

effect on emerg@@lce he Gther spgcies %%’sted@eta @ulgaris, Brassica napus, Cucumis sativus,
Glycine max, Helianfhis angius, gﬁbnun@/cope@wum@llmm cepa, Avena sativa and Zea mays).
There was nnegatlve effect o% urv1 at tl@ est rate of 75 g a.s./ha for any species tested at
the final ssment. %
Compargd to the corrtg/{l})plan@ Shoot eg&@ ﬁduced by 4.0 % for Beta vulgaris and for Brassica
napu%by 6.2 % at the te@tem @e ass./ha. This reduction was statistically significant. The
redisstion of shoot leng cine fx (@%), Helianthus annuus (1.5 %), Allium cepa (7.4 %)
and Zea maysg2.5 %) wasqnot st@histically significant. There was no reduction of shoot length
observed fo@acum{%mn , Solanum éécersicum, Avena sativa and Lolium perenne, compared to
the control ©
At the tegfitem rate of @9 ga ﬁa compared to the control plants shoot dry weight for Beta vulgaris,
GlycineQnax, \;(:ZJ AHliu was statistical significantly reduced by 7.3 %, 1.9 % and 19.4 % ,
respeéﬁ’\fely @br Hefi ntlms annuus and Zea mays shoot dry weight was not statistical significantly
d b @ 0 ‘@and@7 %, respectively. For all other plants tested (Brassica napus, Cucumis
satlvuj@ﬁanum lycopersicum, Avena sativa and Lolium perenne) no reduction was observed
comp to the control plants.
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The following table summarises per cent inhibition of emergence, survival, shoot dry weight and shoot
length as calculated for the final assessment (21 days after 50 % emergence of the control seedlings).

In addition, ratings of phytotoxicity and growth stage (BBCH) are provided for all species tested@o S
N Q§
&
Observation.s at the test item rate of 75 g a.s./ha @CH B%CH@Q
. Emergence| Survival . Shoot | Phyto- |@¢ontrol
PlantSpecies |~ (o, inhi- | (% inhi- | S100tdry Weight | yop00 | (osicity|  min - @%{rezﬁé o
bition)* | bitiony* | (70 MMIPIOM® | o0y | “0p0 T may .| MM |
Nt 12 @
Beta vulgaris 0.0 0.0 73 X7 40 | <9 16- Q6-1
2 & A rSEIS
Brassica 2.9 0.0 6.8 %@ 62 O Q 15e | a1 e g
napus - oo @@J) A é - @
Cucumis 0.0 2.6 44 | @ oeegs SIS | U515
sativus & & N ”\7 & N v
Q @ T &3
Glycine max 0.0 0.0 1. 071000 &7 | Hisod 9
y < \?@ g 'R “ & O @
i D
Helianthus 0.0 26 S50 o o5 S0Pl e nad
annuus 2N D Ry o D Q
Solanum 0.0 0097 & —7%® N o > §4-5 @ @5-51
lycopersicum ' ((% Y % @ ¢ $ %o
5 8. OS5 L8 S
Allium cepa -18.2 7.2 ©19.4 S 4 0 @ 4 12-14
P \@@ ’ S @ 4 @ @Q - @ )
R o
4 ti 2.6 0 < | 58 |0 .|P1a- 14-33
vena sativa \@ 8% I ? §@8 . - Q & B
Lolium 1 [ S00g| G130 O3 | 0 325 13-27
perenne A A ° Q) (g\\ °
¥ | @ v QO
Zea mays 4 § & O @s 0 16-32 15-32
§% N Q e o @

* A negative valugindic an indsease,comparéd to th c%ntml@

Bold figures a§> atisigeally sigpifica alr 1 % Whl@y U-&§ ong 51ded smaller; p < 0.05).
Codes for phytoto 1fg 0 en sh&dt tissud) f, b: necrosis (e.g. brown shoot

xic @mptofns: a: ghlorosis (yell@
tissue, parts 6f the plant dlg)g, e: stu%t ng plan 1ght reducedzyith sl@rter internode length, plant growth
reductiopiy’ < S

@ @ @ Q° @) RV Q\©

S

Conclusion: §§3 & é’ \© i~ é& S
This Tier 1 seedﬁ%g e@g%ﬁ%md @%ﬁow l& dy 4n whm@@he effect of BCS-CN88460 EC 50 g/L on
ten non-targ \g rre%@ pl spe&@ es t@c@lnder@eenhouse conditions resulted in no adverse
effects on emergence, su@al 00 é&th @@ shdry weight above the 50 % effect level at the

s
p
test item of 75 gas./ha. & . %,
Q% . \@ &@
D @ @ o
ST R §

g
<)
“o
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Report: KCP 10.6.2/03; | P.; 2017; M-607264-01-1
Title: Effects on the seedling emergence and growth of four species of non-target terrestrial
plants (Tier 2) Isoflucypram EC 50 g/L @ S
Report No.: SE17/056 N 93
Document No.: M-607264-01-1 S @Q
Guideline(s): US EPA OCSPP 850.4100 (2012) @J@ & @®
OECD 208 (2006) Q N
Guideline deviation(s):  none % . O § 2]
GLP/GEP: yes © {*’ %\ ‘S é\”
T @ < Q\ @ @
@Q oS
Objective: & é\a Q o @@}
The objective of this specific study was to eval Cl\@%o E SOéqéL

on the seedling emergence and growth of four sp¢
emergence application of the product to the S%L surf N7 & %, §

S

RN
Material and methods: W\’ \\ \ @ x% @ X

@ o

Test item: BCS-CN88460 EC 50 gs %ie de pt1 024@61 (51@5 g/L).
Supplier batch no: 2016-001002, §p 1ﬁ<%on 1Q.: 1020 003% 62. @pea@ce W f%@ht turbid
liquid. Four crop species, 3 dic@yle(@lous apd 1 anonogdtyledddous @ cies@/ere °tgsted in this
seedling emergence test repreg@nting=4 diffétent t spéBics. see ow& on the day of
application of the test item t@%e smﬁurf&@e in 15 ¢m po (ﬁl{c@? w1t1@ppro@%1matel@l .2 L soil). The
used soil was a silt loam. @ @& @

Planting density mcluded%?or 4 seeds per potywith 20 or ]@%epllwe pgi@re&@lvely, for a total of
40 seeds per treatmen;\ﬂevel (tesb iterarates,@yater Cg htrol)O

N
The sown seeds of eagh of tl‘i@’p pe01 Wer§eatee§%lth 5Gst 1t@ rate@%r a water control.
The stock and ap thIlQOlutl Weil@prepar lab@yator{ and t@nsported to the application
for

site 1mmed1ately phc atfon. N @ S
Serial diluti ®of 190t lucy; ram @L %e sp@y §he soil surface using a calibrated
laboratory track sprgyer ata volume rate q(§f200 D'ha. Retails of the @ge of test item rates per species

d in the foll @bl S
are summi@e m (§] &QOWII}% c % @ @ @’

QO & S S o
Species name E@O CQﬁE @Omm (@Qnamg;\ . Fest item rates in g a.s./ha
S ~ gy 041 94 | 188 | 375 75
Beta vulgaris | BEAYD) Sug@%eet N X X

Brassica @ B < | Qilsked répe wint®? | ®

Y

Glycine mgx GLXM@J ~Soybed) @ ﬂ© X

Allium cgg@® | ALLGE,  SPOoni@’ . . X
X: Tez:t%“\m rate tested Q\ N @ . \@
Cornitrol pots were tso?)gray@§wit °200 L/Kof @nized water.

After applicatigp,sthe pots with see@verensferred back to the greenhouse and placed on the tables
in a random des%ﬁ Wall pots of ore species arranged together in a species plot. During the
course of t@i Srime é’% study panb e pots of each plant species were rearranged within each
species p@ﬁ Q) @

Followifig application, the with plants were maintained under greenhouse conditions and natural
dayh&ﬁf was'su ppl@%m‘te& y artificial lighting The temperature was regulated to maintain 19°C to
3 durirgg the ll@t cy@ (16 h) and 14°C to 26°C during the dark cycle (8 h). The relative humidity
was reggtated to maintain 55 to 85% during dark and light cycle.

The control pots of each species were observed daily for the number of seedlings emerged until 50%

of the seedlings had emerged (= day 0). Assessments were made individually for each species on this

X R R
il

il ;
ikl ialls
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day (= day 0) and 7, 14 and 21 days post emergence of 50% of the control seedlings. On day 0, 7 and
14, only plant emergence, survival and visual phytotoxicity were recorded.

Final assessments were made for emergence, plant survival, visual phytotoxicity, plant growth stage
shoot length and shoot dry weight 21 days post emergence of 50% of the control seedlings. gg

P @@

Statistical analysis of the data were performed to obtain NOER (No Observed Effect Rate @ OERV’
(Lowest Observed Effect Rate), ER»s/ERso (Effect Rate) for emergence, survigal, IR»s/IRs0 é@hlblt@ﬂ
Rate) for shoot length and shoot dry weight, using ToxRat statistical softwaréd? o @\Q
Findings: %% \@ 2

The germination rate of the seeds used in this study was!ﬁ 0%. Z @

All species in this study met the validity criteria for ségdling emer &ace (at least 0 %) sur al (
least 90%) in the controls. In accordance with O@gguldehne 208) EPA gunidelif®
(OCSPP 850.4100), there was no visible phytot@ﬁy, and ne&mal gr th oé@lrr theggontrofs of
the four species tested. The control plants of each spegies gﬁveg@mmal@’aﬂa in §§0wth\§§1
development and morphology. The environmental ditiegs d rﬁgg th {gwere}ept identical
within each species. The pots used for all%speme@af th]@@tud ere t@’ed 1n qua 1th@h%
same soil. @ @

The analysis of isoflucypram (BCS-C 846®cont@ in tlge 1n1t@§test ‘item s@k solution r§aled
measured concentrations of 108% of fid W\? < ©

Symptoms observed at the final as e@me

emergence testing include chloro@ negrosis,

the severity and occurrence of@hytot@uc S}@fpto

was mainly slight and spora% ly. ~

The NOER, LOER, ER»s/ERs5 fo

MeEr, (5] a

%day&%afte&%& tro

stunt@ng of

]ﬁlff@a@ r@ng sp es

surviddal, IRﬁlR lu far sh

O

edh@eme nce&% seedling
ings:n'this study,
te@&ltem rates and

shagt length and shoot

dry weight expressed ine %@ s./haare s@nmariged ngeach ~the plant s @the following tables
for the final assessmeg%(Zl d@ afte@JSO% erg ¢ of @ comgol seedlin gs)@
@ @ <\r\ @ @ ((C%x &\
§§g RN Emergel@ 2 @
T B | | st ] cabigs
. s @ Co ‘@leo &y Coufidence LOER NOER
Plant spec1es© (@ a.s./lia) limits @ as é@ Olimits® (g a.s./ha)| (g a.s./ha)
.9 ltg\y)ér @per [ Iewer | Gipper
Beta viilsaris x5 Bnd. § nd &5 nd. Q" nd >75 75
Brassica napus | AJ75" & nd @ N>758 nd> n.d. >75 75
Glycine max i,@ >78¢ @ Shd. @ >780 2a.d. n.d. >75 75
Allium cepa >\;?@> \\n d. @-@7 n. @};j\ }\@5 mj@n.d. n.d. >75 75
n.d.: Conﬁden its et d (outside t nge tested)
2: Not calculated (outs1de ther 5@3 IK % @
= %f' % N
S
& 5
I @ m% @ j%@ Survival
(7] N 95% q 95% Confidence NOER
Plant species @) ERzs &QCOQI}\@CHC?\& ERso limits LOER (g
S (g%aas ./ha ) i (g a.s./ha) (g a.s./ha) h
OwWer, | uppe lower upper a.s./ha)
Beta vulgg%g >T) | ad. | sQud. >75P n.d. nd. >75 75
Bmssigf@apus@ >7sp @\?ﬂd. n.d. >75b n.d. n.d. >75 75
Ghycingmax e | 295* L nd. | nd >750 n.d. n.d. >75 75
Allign cepd? |>15 | nd. | nd >75° n.d. n.d. >75 75

n.d¥ Conf@ﬁce limits not determined (outside the range tested)

a.
b.

N@lculated (outside the range tested).
Noftcalculated (no effect observed).
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Shoot Length
' IRas* 95% C.OITﬁdence Rso* 95% C.OITﬁdence LOER NOER
Plant species (g a.s./ha) limits (g a.s./ha) limits (g a.s./ha) (8 @
ga.s. lower | upper gas. lower | upper gas. a.s,/ S
Beta vulgaris >75% n.d. n.d. >75% n.d. n.d. 578 @ v
Brassica napus >75° n.d. n.d. >75% n.d. n.d. N >75 &\‘%5 &\@@
Glycine max >752 n.d. n.d. >75° n.d. T 575 N
Allium cepa >752 n.d. n.d. >75* | nd. n@ >75, © B 5@
*: IR corresponds to ER. @) Ro
n.d.: Confidence limits not determined (outside the range tested) v Q@ @@ Q\ y\g@ &
2: Not calculated (outside the range tested). & Q % N L @)
@ N o R O &
=\ R &« <
Shoot @% Weight | @ ~ O 9 «\@
95% Confid : % Cenfidencd | O - R,
. IR:s* Y limdts O x &g o Conli o | LoER OER
Plant species limits 1ts>\ @7
(g a.s./ha) %ﬂ.s.ﬂ@t g a.@aa) s./h@ ©
lower upk\er lo upper N @)
Beta vulgaris >75% n.d. é}’.d. > |, Q. §%n.dk© 275 7@
Brassica napus >752 n.d. (@ n.%\ &%a R n.d@\\h) & | @>75 Q\\j @
Glycine max >752 n.d&© 1@%b L 5750 &(f@? d. >@/ & 75
Allium cepa >75% n® " d. o >78 %@1 @Vn.d.@%g @\% X 75
*: IR corresponds to ER. @ (o4 @ J S Q
n.d.: Confidence limits not determitfld (outsﬁiﬂ the@ge teste@g @)Q @ é
2 Not calculated (outside the rihge te@&d) & AN &)
@ @ SRR
5 O S
S I - S B
Gro&@ st%@(BBC@) M@/Iam t\‘”est raggs (in gﬁf\s@ha) at the final
Plant species ,,(Q?,) issessment S
< Copfrol . 4@\ &9 Yy 315 75
Beta vulgaris O] 0§-16 N[ (15-17 N @-16 N g 15-17 15-16
Brassica napey. | _Q16-170 ©16-1<7§“’ 15170 13-17 16-17
Glycine mags, Y1321 28, N 1 f 21 12-21
Allium cépa @913 ’ @@13 £-13 ¢ % 12-13 12-13
@ SR N
Q\ & N &,\ N
@C <&rmt 1ty %unm § amage in %) at test item rates
Plant species @ ha) e final assessment
%on;@ }%\ 4.@ \ 9.4y 18.8 37.5 75
Beta wg\;s b‘j}fe . L@ yggje 3.0e 20¢ 25e
Brassidnapus N 6}.0 R 0.0 («Q\) \;@\1.5 € 15e 42¢ 1.0e
Glyeige max N0, Q\% @09@ & 4.0 ade 1.5 de 2.0 abe 2.5 abe
Alliim cepa & h@ 3.0e 40e¢ 3.0e 3.0e
Codes for phytotos#% sym toms
a: chlorosis (y wmg dree ot tisgy! )
b: necrosis ( hoot tfSsue, parts of t ant dle)
c: bleaching(e.g. t tiss @Vltho igment on)
d: defo on (¢@leaf cugy abnaginal leaf shape, abnormal plant habitus)
e: stuﬂ{\ﬁ (e. nt h t redﬁ@d with shorter internode length, plant growth reduction)
f:  reddening kgg geé%ﬂshoot tissue)
An@nt caBsidered as’bein ad was not rated for phytotoxicity.

&
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Conclusion:

This seedling emergence and growth study, in which the effect of Isoflucypram EC 50 g/L on four
non-target terrestrial plant species was tested under greenhouse conditions, resulted in no a@se S
effects on emergence, survival, shoot length, shoot dry weight, growth stage development OR Vis ua@§
phytotoxicity above the 50% effect level.

No statistically significant differences were found for emergence, survival, @ot length 0&%00@'
weight between treated plants and plants in the control of any species teste all measgs and
species, the LOER was outside the range tested and the NOER reported Sthe hlghes‘g t@t 1terﬁ§rate

75 g a.s./ha. The ER»s/IR»s and ERso/IRso values for all spgeies tested e higher thaag, he }hest&t @
item rate and could not be calculated and are therefore reported as > g as. /ha.

&’ S
Q S
@ & & | © @%}
CP 10.6.3 Extended laboratory stu@ on non-t&rget ]@ﬂs R © & @@
In view of the results presented under Point CKIO 6. @S@boveﬁao fl{hher SEQ@ a@eem%nec%ssary.
& & @@’ T s S
% @’ R @@ ) @j @
CP 10.6.4 Semi-field and figld tes@on npn- talgg§t p@%ts O N & ©§
In view of the results presented und@@om%g@b\P 10@ ab& no@rth&&%dr re ed agcessary.
"\9
€5 o 5 § o & &
o .~ TS @ & ¥«
§ RS S @ & S
CP 10.7 Effects;on oth her t%ﬁq%st orgz@}sms (ﬂof‘@an@aun&@
No further tests on other>err jal opganis to b@le ary duco th@w to moderate acute

and chronic ecotoxie@ of Ky u@ram @C 50@ pre?sgated er %ﬁ Pm&& CP 10.1 to CP 10.6 in
this MCP Surnrnen@ & S)

o : < 5 & @
N &\ NN S @ X
© @\ % > L& %

@ QO  « N §
L9 & 0O @
CP 10.8 @ ﬁonltorlng%lata > © @ @;\’
No m(}&ﬁ)ﬂng data @é’ bee@colle d by .the a(§ 1ca1$0r have they been reported in any of the
public literature r nees: sSas ev ate D ‘(’mrne MCA&Sectron 9. Due to the low to moderate
acute and chrom § ﬂucypr@r E %bpresented under the Points CP 10.1 to
r

CP 10.7, no mon@orm@ get@rgara& is (@emed@j € necessary.
O )
O @\ >

@7

=
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