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CA7 FATE AND BEHAVIOUR IN THE ENVIRONMENT .
& &
@\ g
Information on the updated dossier for the Annex I Renewal @b &@ ©)

Data on the fate and behaviour of isoxaflutole (RPA 201772) in soil, watdPand air wete subinjtted
within the EU Basic Dossier for Annex I inclusion in the year 1995. Th@iﬁ%}ocument ﬂl\t@fo;e@ﬁ)cus&sg@
on those environmental fate studies which were not sub@ed within i@ile EU Basi@Dos%@ @Q @
© S &
R < S
For a better overview existing data and their e%@%ation res g from thi@)rocessQof nex
ew data\genera@ in @der@ fulfil cu@n‘[
requirements. The numbering and the headlingi corre%ond t&@tes@U req@rem@s. o\% §
O @ NS &
SHC I RPN P oA
. @
The studies investigating into the e@%ﬁ‘or})m@}tal o&@%oxa@&%ole\@ere @@rforgeg with’ the
following position of 14C—rad101abel:© Q@ g&\ v, SN s L SHENS)

inclusion are summarized shortly amended

QYr
¢

L ) @’§) §y@o%@
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CAT1 Fate and behaviour in soil .
CA7.1.1 Route of degradation in soil \@ @6
CA 7.1.1.1 Aerobic degradation &) @® @
Documents given in grey text were submitted within the EU Basic Dossiet@or Annex énc usiQn in
1995, S\ o & @
R N X
N %, <
Report:
Title: ®
Report No: R000347 Q 0 & ' © &@
Document No: M-158435-01-1 oY o X O o @
Guidelines: USEPA (=EPA): N, 162-1, (1982);Deviatibh nof Specifiédr 3 . O
GLP/GEP: yes Q) @L‘/)} e & ap <
@) O O RN o
> & TE TS
Report: ] J1995M-213410-01<x S S
Title: Herbicides: RPA 2iN772Route o@egradatlon (@)blc thetaboli§m) 111@&96 s01§erim
report) QL N & & | & & g
Report No: co244s O oo - & > Ny & &9
Document No: M-213110-61:1 NN AN
Guidelines: EU (=EEg§): ann@f I se@on 7,\<§fl995@ﬁ%v1§ﬁ0n no@pea @
GLP/GEP: yes O N & @> e ¥
5 < Q 2 o
Report: b1996:M-240821-0k,° O &
Title: egr@atiorg(AerobiﬁMeta@sm) in one Soil
Report No: %0038@% X7 S K
Document No: &0 M-240821-6)1 o @ @ ~
Guidelines: S | D&viatiofrnot spéeifieds,. .. ¥ @O N Y
GLP/GEP: Y [&es N RS V § 7,
S; ,
Report: & =
'S 2408220 &
Title: AL BPA 2@3772 Rate o;@@egrad@on under Aerébic Conditions in Three Soil Types
Report No: AB003827T N © S
Document No: <y NLZIOSZ@l 1S @ @ S
Guidelines: “ @) 7@9NU®¥EN rev 1; F@ Draft Rev.3, Part 1,1.1;Deviation not
@
GLP/GEP: "V &
Report:@ o
Title: q
RepartNo:
Document No: Mg2758§201 lo, &
Guidelines: &w \ OEC 75 @EPAQPPTS 835.4100 and OPPTS 835.4200; EU 95/36/EC amending
FOENRY, JEECinot s spegified
GLP/GEP; > N | ye® &
@ @ © N
S S
& S
@ é@@ R
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The route of degradation in aerobic soil had been investigated under laboratory conditions in three

studies: T

e two soils at 21°C and moisture at 75% of the field capacity at 0.33 bar following applicag§f o§§
phenyl-UL-'*C-labeled active substance (KCA 7.1.1.1 /01); @

e one soil under standard conditions at 20°C and moisture at 45% maximuyywater holdidg cap@%
(MWHC) after application of phenyl-UL-'*C-labeled active substege (KCA 7.1¢h.1 /@& and@
KCA 7.1.1.1 /03); < NG

e three soils under standard conditions at 20°C and mgisture at 40 ‘V@MWHC fol%&mngw@\\p}lica@n @
of phenyl-UL-'*C-labeled active substance (KCA 7.I111.1 /04). & @ § 2o N

O S R O &
. S . . @y

The data requirement was addressed under Pomt.l.l.l of the D&fer m1tt@ and &alu

within the process of evaluation for Annex I inglySion as published if@the co s&@ling\? 84onogfaph

of RMS The Netherlands (February 1997) aggts am dmgg@’ > @@’ @6 N
Consequently there is no detailed descriptio this@xisti ata 1. thi ate
a Y P R (g % & % ' °

. S L ® . o &
The evaluation revealed that the degradation of" fsoxa‘%ﬁ:;ole p@domm%pﬂy @cee&gd via ring ogening
at the isoxazole heterocyclic ring syst@and%@ rran@gmentin the@rmq‘g@n of e majer (>10% AR)
: o 7 > . Q
and predominant metabolite dlketoﬁﬂe A2 48.@&: S ca@@)e 1n.§8ed chemical and
biotical processes. The biotic degradationtof RPA 202248 resulted the formatidh® of &izoic acid
RPA 203328 as a major metabolite. Fipally, metabolite RRA 205834 wagobserted attrace level in
aerobic soil degradation tests. Whe dse%padati(@’ in a@bic $6i wccoﬁnie@@y fegmation of non-

extractable residues (NER) @ile the extet of minerali%tio&@asol@ un%ar the €dnditions of the
laboratory. % & @@ @& @ @ @ %@

~ D SIS NS
At the time of reviewfor An@% I iaglusiof) metlitgs@PA 202248 Z\\ﬁd R@ 203328 occurred as
major compounds infltests G ro@ of dggradation in@robic,@éoil. e t\&F compounds were thus
considered as resid&i€s in the envitpnmehtal risk asse@entg,@%r so&, grou@l water and surface water.

N) Q) &\ RN NS
ents\no fu@ier 1&?&001@% we@cons@ed witen following the introduction
s r
(S

For current ri @%sse N @n
of new data rte%uire nts including new trigger @lues@s laid Qut ir&@émmission Regulation 283/2013
amending Regulation 11@7/20@% > ‘v @ Q@
&Q\ @ @? o o QY
Th 1. . . % R o f h 1 . . .
e metabolic pak]% ay é@ er&tﬁnc osun?igr co@r&iltlongw the laboratory is summarized in

Figure 7.1.1.1. &9 NEENEE 5

9 & S
In order to de@nstrhe@@grqd&ty @pote@%l re@ues originating from the cyclopropane ring
in aerobic $6il, a &ﬁdy S pQ%form stargi frgap the rapidly formed metabolite diketonitrile
RPA 2022%3; rather than @)m @corréquﬁ@ y laBeéled active substance (KCA 7.1.1.1 /05).
2 @ N
o ©\

Q AN N @} N
Invalidation of stiidy KEA'7.L13 018) <&
During the review in preparatjé for @nnex{@enewal it was found that extraction of soil samples was
performed by.a plyi% sev % suc&Sssive@xtraction steps in the course of the study. These included
ambient exttadtiorng 0 twg\furﬂ@r extraction steps, i.e. extraction with acidified solvent and
further extractiopinethods lik oxhléBextraction. The latter steps of extraction started for both soils
either 1 gys of incuba@on (sandy loam) or straight after application at day zero (clay) till study
end. For exapple, ®leve,§s§of radioactivity amounted to 8.5% of applied radioactivity for the sandy
lo oil ay W&ror 4% for the clay soil by day zero to be 16.0% (sandy loam) and 10.5% (clay)

aftér 12 onths of incubation

Howe@@he radioactivity in these additional extracts was not subject to analysis. Therefore their
contribution to the overall distribution of components in the extractable portion of radioactivity
formed must be unknown. Consequently, there is no adequate description of the total pattern of
metabolites possible for this study.
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Study KCA 7.1.1.1 /01 is therefore regarded as invalid with no consideration within the process of
Annex I renewal of isoxaflutole. ’

&
%

> @@\

Figure 7.1.1.1-1 Proposed pathway of metabolism of isoxaflutole (RPA 201772) f@ﬁaQerobic soil S

A

@ N S
o) SO,CH, ¢~ @ Q) ©\
N

O O

CN

(minor)

@)
éﬁ A Ti§2248

S

j S iketonitriie, DK
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Report: I I >0 1 2:\1-427583-01 &Y
Title: [Cyclopropyl-1-14C]RPA 202248:: Aerobic degradation/metabolism in one Eufepéan sgi
Report No: MEF-11/486 > oD
Document No: M-427583-01-1 < L
Guidelines: OECD 307; US EPA OPPTS 835.4100 and OPPTS 835. 4%0 EU 95/36(EC @ending
91/414/EEC;not specified QO & 9
GLP/GEP: yes C» N SN O
Ve Q@ & Q ?”\g@
> . s @ & 8
%@ Q& . &© % @ @
Executive Summary @) S @&

The degradation of [cyclopropyl-1-1*C]-RPA t’ 248 was ag?’est i%}ed m@ane opem@soﬂ%der
aerobic conditions by incubation in the darksat 2 G o % of MWHC for

91 days in maximum. The test was performed at% test o cel@hon 53 mg &st s nc%kg

soil, equivalent to a field application rate@%ZOO% s./ha. > @
% N \

Recovery of radioactivity was 96. 6"/ 3 7%\To iiéﬁxtr &bley@ 10a 1t rea from@Ol 5%

on day zero to 5.9% on day 91. @ de xtractabl f&adio 1ty parfigd by the

formation of non-extractable residues ) accopn t for 9% h@aerahsa‘mon

was significant to account for 47.5 %aof AR tern@ed on @md%@/ d%i Formation
of other organic volatile com@j@lents\vas @gmﬁc t (< &1%

kN
As a result of rapid bm@nsfor@a‘[m@@ n 'Q no the grnatl%l of @ab s than '*C-carbon

dioxide was observed at }s1g@canf@evel ipSH c‘@se ofdhe sgﬁdy
S = O
The biotic charact@f degradatioy Of$ -RP@ 20, in @robic gl vegs clearly underlined by the

formation of '* @r%@mx@%%as the aj\Kprod&ugt of @ @ alowg with the formation of non-
Y

extractable (bb d) r@ ues© & K@ (%% S S @

The degradation of?y oprop&l(-%? 14 PA%@2248@1 acggbic s@was fast to result in a half-life of
14 dayK@ed on an S@ besi{it ki model. @@ § ©\

@%
O ) oS
§ s @ Nat@’al an&\’[e@ods
A. Materials @ @ N @ \%

1. Test Maal° [@@cloléﬁpyl:’l\%]@g 20@2,@28 %E 0540092 BCS-AB59005)

SN Speci \CUV 4 08N Bg/itag (110.26 pCi/mg)
@7 R‘a(fﬁ)che@cal pu@ty @8% HPLC, radiodetection)
. @em purl@’ > 9@ (I%&L, -UV)
S Sam@ ID: @ML 9
2. Soil: & % soil N fre collected from the field followed by sieving to 2 mm.
1co- cﬁ%"m1c@characterlstlcs are summarized in Table 7.1.1.1-1.
> S
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& O
N @§
Table 7.1.1.1-1: Characteristics of test soil @Q
: O
Soil . N
Geographic Location \r&\\ &
(City / State / Country) & é\y
GPS coordinates & @ @
& &
Pesticide use history No ygk for previous &years 8 @Q}
Collection procedures =)| Sample takel witleshoveland tradsport in
P QO?(@ ’ N p@lgiic bag SH @@}
Sampling depth & b S 0-20€m © M
Storage conditions Q 2o oy Afbient Y %
Storage length @ Q2 days%frior oue O & &7
Soil preparation RS %,  Steyed (2anm) @
Soil Series / Taxonomic name (Z3DA) )’ Loatyy, miggd, mesie Typi@Argudalfs )
Texture Class (USDA) R & Ay siftloam Q)
Sand [50 pm - 2 mm] (%) < RN RN @Q § NG
Silt [2 um - 50 pm] (%) o & § O B O N
Clay[<2um] (%) @ .% @ @ ég% RS &
pH, saturated paste ¢ ©6.8 O
pH in water -~ é% § @ g N @ 6.7\@ &
pHin 1 N aq. KG%\@Z) © § S 6L @to\a
pH in CaCl, (0.01 M) =\ & D [
Organic Matte? (%) 7 A S O K28
Organic Caf8on (%) % N § P > 1@
Microbialhioma®®)® °~ = %o . 9 N &
(mg mj aﬁ%al@kg dwSoil) N 6§\ & > §@ ~z§
Day sty © O w7 S S & g 668
Day 91 (study end)* S~ <7 551
Q%% (study emd, solvé&as ,,@5% @ @ o 477
MCEC (meq/1007) & O S o 12.2
55% of MWHC (/190 ) NN S 28.6
MWHC (gyvater /100 g 591}~ g ) 52
Moistur&at 0.3 r=§2.5 D> N 21
(g watgy /100@Soil) - O o ol @
Bulllensitysieve@® (/mL)> v . [x 1.12
M) organic matterZ % dfganic %@\;bop @72 ;
@ : Cation exéange Qpacityw@ Maxinfum Water Holding Capacity; n.d.: not determined
N N A9
%o %, S ® @ S
N S
> @ N
& A g SR
@ < Q" & ©@
NN
S
FFe S
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B. Study design

1. Experimental conditions: Samples of 100 g dry weight of soil each were filled in‘go§iws©©
incubation flasks and pre-equilibrated prior to treatment at approximate studbconditions essf@j
20 °C, moisture content of 55% MWHC) for 4 days. At start, each samp]f§eceived 0.583 m, t
substance/kg soil, a dose representing a field rate of 200 g a.s./ha. Following applicatihe s@ple%

were attached to ‘static’ systems with traps to collect '“C-carbopdioxide and, other_vola
components. Samples were incubated at 20 = 1 °C and &moisture copént of 55% I\@V H@x the @rk @

S
for 91 days in maximum. In addition, untreated soil samples were ii@lated undem%e s@ cowngi(@
for determination of soil microbial activity. %@ Q . &© & ) @

& S N

Q
2. Sampling: Duplicate samples were removed@wor@k—up @r 0:, 3, 7@14, 58 an@l d@% of
incubation. Samples for determination of soi@aicro bi@ss W@i%'e in@tiga@@’ after 0 an 29%’ days
of incubation. The complete samples wer imm@@%ltelyoce@ by @(tra tion ar@HP nal¥sis

was usually performed the same day. T@@ref(&‘é\no a{%ﬁtion%inve@%atipt@ of sorage sta ilit@ere
necessary. Q@ é\ %@ N %© Q\ o~ é\g S)
NN
3. Analytical procedures: The e&;@e sd‘%?%sani’pie in &ach t @es@wa@oce d b&@a’) stepwise
extraction procedure. The initial p was peﬂ@gj@rmeé@/ith § ml&gue(@aceéﬂtrile%olution (4:1,
. . R . @ Q 2t o .

v/v) three times successively\dy shaking the soﬂ/s@%nt@lxtu@ t ax%‘blent t per@are for 30 min.
After separation by centrifu%atioﬁ\the ¢l Wa@ex‘[rao@d agatn with, the, i@ie V@Jlume of the same
solvent mixture twice s%:@@essiw@y b%§eat§ in %micr@bave extractdR at for 10 min with

@

B
stirring, followed by gentrifugation.ylicrowave am{@nt e%gractkwere Qc\@bined and an aliquot

(10 mL) concentratggito a sr@ll v@%’me @mL).prior tganalysig ) AN
The '*C-materia anc@&vas»@ tablished for eachSample, by ektractig®y analysis of volatiles and
combustion of, n-e@ctable&resi@es. E@lowirﬁg\qu ntitatio @f radlipactivity in extracts by LSC,
analysis was @erfo@d Qgﬂ@evers@d ph%\se Hl@@ amd” “C-ow-th@ugh detection techniques. The
determinaglﬁl of non—e&&rﬁactab@@es@ (N@ was@erfo@ned bombustion/LSC of aliquots of the
air—drig@ctracted soi@Q § . @Q § . ©\
The LOQ of the H@Q ani&tica eth}o@as Os%imat@g to be@9% AR on the basis of the LOD of the
radio-detector a@ase%on th@nalle@}peeﬂé@bsen@d ingwarious chromatograms in the course of the
study. @ ©Q @© . @@ ©\ § @§

VOO0 S o
C. Det@paﬁon of degradn k@tlcs; @egra&gg@on data were kinetically evaluated by use of the
softwa inGui, version I.QF%owin& lcu®0ns of fits with kinetic models SFO, FOMC and
DFOR, the best fitgas e@atced@(’) be@nin@m in the significance test and the error of chi-square

2 : N Q
(x )}ollowed béy}{lsual @éesiﬁent. @

PR ) SR
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II. Results and Discussion

A. Data: The results of acrobic biotransformation of [cyclopropyl-1-"*C]RPA 202248 after incu&ﬁon @6

in one European soil are summarized in Table 7.1.1.1-2. @
& @
Table 7.1.1.1-2: Degradation of [cyclopropyl-1-'“C]RPA 202248 in silt loam soil ﬁunder%eroh@
conditions (mean + SD @
( ) AN fﬁ &
@Samplmg ugkrval (days) %\ \ @Q @
Component 0 1 d 3 Q 14 §8 @%1 é
P N j% Q" 4
RPA 202248 Mean* | 100.9 @ 91.7 @6.8 C@°57'3 § 17.8 339 2 1(,

SD 1.2 ([@be | 1.2 059 0.0° a@@ .0 @5@2

Total other unidentified** Mean* | 05| 005] 00| g0 | =00 |34 N2 38
SD 00 :@, ﬁéﬁo @0.0 §@£o.o 00 K | 208 | +0.1-

Total extractable Mean* |«{01.5 °K.95.0 gyl 7 STy 212 &7 &9
radioactivity D @A) 0@ a@% «20.0 [$20.6 040250500
Non-extractable Meart®>| 67" | €3 ["®3 [pi78 @27.§ 4 40,9 | 38.9
radioactivity sBY | £0.0 | R0k | 2010) +047] 2@ | 204 | %03 | 203
“co, @eanm” 0.0 o@§ @° @7 Q1.6 5@02& 432 | 47.5
< 'SD 200 |, 200 | 200 %006 204 | 208 204 | 200

Other volatiles \@ Mean* @§0.1§7 0.1 <0.1 f&@ 20 @g@l <0.1 | <0.1
SD [ 40 Zj@ 60 Dﬂco.o %to.oo\@ £0.0 | £0.0 | 20.0

TOtalradloacnmy@ Of Medo” @@92.1 §8.5@300.@9) 9735y 959>| 93.8 | 91.8 | 923

S | 07| QR 03 | g0l |4 | 205 | 205 | 403

Values given rcentdges ot§1tlall wpplied@rdio t%lty
SD = standard déviatj values of tw%reph@es *EDistrib@fed int@six components in maximum with

none of the @thdual cong&onents @erveé?t mo@}\than 8% A@m the@urse of the study
&@ @ @ Q° @Q % o @
B. Mass balance@% to@“ ma@@al be@nces@\f rad%xgactlvr-t%; showed a complete recovery to range

from 91.8 — 102@5% A% The ults%are s@anse@m nb*re detail in Table 7.1.1.1-3. Conclusively

there were no @gns f@%ss@f rad@ac'u@/ frO@Qamp@w ork-up and processing.
Y O \\ NN

Table 7.1. %3 Total m;t@lal nce “Q adA@ctlwty@f 14C-202248 in one EU soil
Y'Soil N 7T RS
%, | Total Recgvery (6AR) @ U 3 91.8—102.1
N [Mean (% AR) @& &> X 0 96.6
Rel. s@yitlard deviatich @ 3.7
Valu @%lven ﬁ%per@ges@mtl@lﬂpphed radioactivity

@ Q & 9
C. Bou(:’ an%‘ktr ct@i)le idues: Values of extractable radioactivity decreased rapidly with time
acco@ame@y atioh, of non-extractable residues to finally undergo ultimate degradation as
SU@ in Ta@e 7@ 1-4. Starting from a complete extractability given by day zero (101.5%)
valuesgdetreased to 5.9% after the maximum incubation period of 91 days.
In turn, values for non-extractable radioactivity (NER) were low by day zero starting from 0.7% to
increase to 42.4% by day 30 and to decrease to 38.9% at the last sampling interval (day 91).
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Table 7.1.1.1-4: Extractable and non-extractable residues of “C-RPA 202248 in one EU soil (mean + SD)

Soil Extractable residues (%) Non-extractable residues (%@ l§
Day 0 Day 91 Day 0 Day 91
r— 101.5 5.9 0.7 QCQ} 3”&
+0.7 +0.0 +0.07 $03
Values given as percentages of initially applied radioactivity. % @Q § &

)
© & -
D. Volatile radioactivity: '“C-RPA 202248 was exte%ively mine@%sed to 14 rbc@im%d; to
account for 47.5% AR at study end (day 91).rrnation ogc%ther Vola® radiQuctivity’ wis,
insignificant at any sampling interval (<0.1% AR o S A &
& RN @Q ©\© N
E. Transformation of test substance: 14C-@%bon @%}Zid%ﬁs f(@ied @ﬁthe 1@0r arfﬁ“pre%mmant
transformation product observed in the c%rse o@e stugly. N ngle@om@nent @s obgerved @34 a
significant level while other unidentiﬁe{é@m&ﬁents&%@urre@at tr&@%leve@n the.course 0 th§1dy.

.. - D - N .
The biotic character of RPA 202248 %ad@@@n 1rlt%ob1&%oll is ¢ @derh@%cﬁe fo@a‘mor@ non-

extractable (bound) residues that s&@z %ﬂecli@ut @d n\(@be %@%ert lly@ carbpn dioxide
during the runtime of the study. Q > & © © @Q N
9 9 S) Q S
RSN N - A Y

F. Degradation kinetics: Thg*,@de ra@ttioéﬁneti{s was ex%lua@byo iﬁﬁng %data t6¢he three kinetic
models SFO, FOMC (Gustafson-Holdegyand P! for the test s@nc@ﬂly \gé@l the quality of fits
assessed according to FO%CUS%%neti guid . T. @}niti@on entratiofiat timgeyzero was included in
the parameter optim@ﬁon.@zl data points Wer@veig@ed eq@lly. &@r op@nal goodness of fit, the
initial value was a@alloﬂed to &y estithated by he@del. The be@t—ﬁt k@etic model was selected by
applying the cr@i©chi—sg\uar (Y)?f) se@%d—eif@r to &g a \'Q'ﬁ' imuthtand on the basis of visual
assessment. T@res », of tl® kinet{® evad@%?n%te provided ©=§ abl@7.1.1.1-5 .

The fits.d @c)ribing degradati %C?R@m%%\ in@e@syoii@@sul i;‘s low chi-square (y?) errors for all
S &

models%pplied Wit}\

rall, nges of X%@?ors\b@m%xn%rgi&ai with the SFO kinetic model to result
N A

also in a visually @eptab% fit, .S e > Q S
The degradation%lf-l@f @20@%@8 v@é\*’M é@s as@s@gelated with a DTgo-value of 47 days.
@ Q . Qo
Q O 9 N S
Table 71 -5: Kinetics @(;f aeregiojn& (& RP%%ZMS in one soil at 20°C
Soil S inetic |« > DT DToo Chi?Err Visual
%, < C% médel 0 (days) (days) (%) assessment
@ SFO VY Ol4 47 5.1 +
@° &FC;% a 14 48 5.6 +
S A" &p 47 59 +

14
Best fits accéeding é@\the c@ria set are m&d bold.
Visual ass@ssmeng*+ goodyo medivim; - bad
imens i

@@& @§@®§
@ & <

&

' SFO = Single first order; FOMC = First order multi compartment; DFOP = Double first order in parallel
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II1. Conclusion

©

Qb
Following application of cyclopropyl-1-'*C-RPA 202248 to one aerobic soil the formation &f otheft?
metabolites than '*C-carbon dioxide was insignificant when considering’ its contr{@tlo%@y
N

investigations into the route of degradation of isoxaflutole residues in acrobic®oil. & D
R O o 2
% ° Q, %
The degradation of cyclopropyl-1-"*C-RPA 202248 in aerobic soi@%vas fast to %s?lt in\a\halfﬁe @
of 14 days following SFO as the best fit kinetic model. ©Q @ § é\a &
> >y RO &
Results of kinetic evaluation of this study were @sed in re&rt C@@J.ll@ /O@ ord@%r to dedive
modeling input parameters. « & @f@’ w;\ %@J N\ \% §
S LTSS
R TR @Q S & © &
CA 7.1.1.2  Anaerobic degradatipn \\ @} RN & %\ é\’ o ©§
R > & © o & &
O S & o
Report: ) R I (905 V92288501
Title: RPA201772 An O
Report No: ROIGTEQS S, NS
Document No: M-197288-04-1 < & Oy )
Guidelines: USEPA (=KPA): )&@mgmsz); Deviation not specified ?
GLP/GEP: yesy o S

) (@) Y .
S ¢§ o @ @© S QNS
The route of degra@tion of isow ut ana%robic&%bil I@d been@nvestﬁ?ated in one study under
laboratory condi SRsip® NT R N - QW v A @@
SN N oY @

o O S B O >
e one Wategogg soilm©cier tandard%ondig@hs
1abelg:£@ctive substance ( 7. /0

&
() f(@owi&gﬁpplication of UL-“C-phenyl-
@ W

S S o

The dz% requireme%@zvas"&%res@d un@%oi@.{[@l .1}\.92.1&& the Dossier submitted and evaluated
within the processpT evaluatiog for Annex I@&élusi@ as published in the corresponding Monograph
of RMS The Net@erla@ Fe aryé&ﬂ @%’ its athendndents.

Consequent \@EZ) ere no d@led"é@scri @n ofthis e%stmg data in this update.
o ? @

The evalgation revealéd tha@xaﬂ@ole @grad@@slowly under anaerobic conditions of the test to
form \Zéhe same patt@\a of %etab ifes a@j@bser@ under aerobic conditions. The degradation of the
active substance ig?\)gxaﬂ@@e t efore@mlu@ the formation of the diketonitrile RPA 202248 as a
major metabolig@*Metabolit %@I

compound@ be&i%gbs ed asva n@or compound in aerobic soil. Its transient character was
demonstrate by@y dec@tﬁ@se 1$1he curse of the test. Finally, the benzoic acid RPA 203328 was

A 834 4yas observed as a major component in addition, while this

observs a nifnor compo@.
No oth mht@ eresgbserved at levels requiring further assessment as laid out in the actual data
re@emg@ acco@ing@Commission Regulation 283/2013 amending Regulation 1107/2009.

Based on the results it has been concluded that the route of anaerobic soil degradation is identical to
that observed in aerobic soil.
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CA 7.1.1.3  Soil photolysis

Report: I I 09-:\1-158351-01 ST
Title: RPA201772 - Soil photolysis S RS
Report No: R000311 (453
Document No: M-158351-01-1 NP &
Guidelines: USEPA: 161-3 (1982); not specified ~, D ’ S 2 &Y
GLP/GEP: yes NG @ NS @ @
S @ $
@ ~ o QQ S 8
©) @
The route of degradation on irradiated soil su@%es had been 1r@?tlga@ éne S%de u@er
laboratory conditions in: Q} S 6 w\? N
R B
Q &
e one US soil under standard conditions (2 7@ % of@eld apacit 0 33@%&) OWé@
cht @

application of UL-'*C-phenyl- labele% ive 8 sta% a 1a ion withrartific 1 su
(xenon burner, cutoff of wave length§ <29’@g1m) in 1<£ga 1m& (K%& 7.1 1 3 /01

S
The data requirement was addressg@%nd%é?’omé?l 1@ 2& g&swr bmij & ané'@valuated
within the process of evaluation for Amgex 1 1@§1us10®as p@shec@n th @orr ndlﬂg onograph
of RMS The Netherlands (Fe ry J\§97) angg\ijts a@dn&cﬁs w@@no de ailed scr1 jon here.

v
The evaluation revealed that 1s@aﬂ @apl ly de @ded@ 1rra®ted asg?nples and in dark
controls under the condEon@ﬁ the@est I—@ he c@hta@ge patté%h (i.&youte) of metabolites

formed as well ?@%ﬁr qlf@ﬁtlt@w OC@rren§(1 e. @ e) wad pr@ﬁcally@fhe same for irradiated

samples and for d rgsol sa,n@?as @bat{d in pa@el g@tabc@tes R@ 202248 and RPA 203328
were observec§ e aily maf& > lyg% oran}ents v @

d ad%gg@l obs&ved % 1rra@§ted ple@ﬁs mginly due to the contribution of
biotic degr@gatlon gradatlogg@tes W&bre si@ar fo@i’radf@ted s&éples and dark controls to result in
values farthe half-lif & 22 s@ 95 days) for rra@ed @nples and 19.7 hours (0.82 days) for
dark controls under® t%e co&&monmf the@t "\ §\
S 5

Consequently, photﬁ ﬁse@%o %i‘}?coute Significantly to the overall elimination of
1soxaﬂutole<@1due rom so&“&nwrmment@\ >

© @
No othe@etabohtes vg@re ob@rved a@ 1ev£re®ung further assessment as laid out in the actual data
requl&ments acco@g to égmm@'lon 1@%11 @Qn 283/2013 amending Regulation 1107/2009.

Conclusively

@j&@}@ &

@%

@\%%é@y@@Q
%o o KQ
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CA7.1.2 Rate of degradation in soil .
CA 7.1.2.1 Laboratory studies \@ @@6
CA 7.1.2.1.1 Aerobic degradation of the active substance S @® S
N & QS
g .
Q&
Report: I ;1994,MO58435501 9
Title: RPA201772: Aerobic soil metabohsn(’@ & SN N
Report No: R000347 Y O O Y
Document No: M-158435-01-1 ® v Ny S .0
Guidelines: USEPA (=EPA): N, 162-1, (19@ Dewatnon;p&tspeclﬁed O N o
GLP/GEP: yes > Q & . N
Q @ ) &
d IR I S
Report: S; OSMNZ00T N &S
Title: Herbicides: RPA 20177 oute\g) de@@@’atm@@erob@ﬁetab@ﬁ’sm) one (mt{lm
report)
Report No: C022444 I O ). @ %
Document No: M-213110-01- I@ern@%port%@ o @ Ry % D @
Guidelines: EU (=EEC): a@féx I%gectlon@l (1995); De@tmn@@%’t spe@ﬁed & %
GLP/GEP: yes S @) N w,”
S © S
& N 9 < § o
Report: ) , 1996;:M-24521-01, ©
Title: Herbicides: L@oxaﬂu ole Route of Dgg;adatldh (Aerqbic Me@oohsm) in one Soil
Report No: B0 © & U LT QD i
Document No: M3240824-01-1 (Fihal repdrt) o> & S R
Guidelines: %Qevm;@%ot @aﬁe(@ Q > ;\& @ oD
GLP/GEP: ovyes < @ S & © S
S
Report: @)
S Q
Title: . o RPNOIU;?.\ Ratq\ofi)eg@k@atloq;ﬁder AtrobicConditions in Three Soil Types
Report No; 2 BOO3827,” o) O ~ & (g
DocumeifNo: M-240829-01- K S <> O
Guidelines: L EU (sEﬁC)a\'Zﬂl/ @94 EN rev 1; FAO:Praft Rev.3, Part 1,1.1; Deviation not
NS specified m g% @"
GLP/GEP: o lyy & N =, S
) &
o O .0 o O @
Report: 9 ] b1996;M-213113-01
Title: ¥2: R dedfadatio fnder aerobic conditions in one soil at 10 degrees C
Report N . @)2244@ .
Document No: SOM2B3113-0%1 S LN
Gui{éﬁnes: S E \EEQ@?H /94:EX rev.1, section 7.1.1.1 (1994); FAO: Annex to
Emvironfaental,..., rev1@n I;Deviation not specified
GLP/GEP: ,© yes @7 Q
@ Qﬁ Q %& ©@
& &S
& S
@ é@@ R
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Report: - 00 3. V464601-01

Title: Isoxaflutole: Kinetic modelling evaluation of aerobic soil degradation study data t orive@
trigger endpoints

Report No: VC/13/007C S S 0@

Document No: M-464601-01-1 7 RS

Guidelines: EU Council Directive 91/414/EEC, as amended by Comiffission Directive 95/36, \/‘FC of
July 1995, Section 5, Point 7 and Commission Regulat;%n (EC) No I@ZO@f 219
October 2009; not applicable o 2

GLP/GEP: no i @ €5 @ @ ¢

AR 9 & & o

Report: ; 13;M-464596-01 Q. R O X

Title: Isoxaflutole: Kinetic modelling=yaluation of acidbic spil de%dation&tudy datd to derrve
modelling endpoints Q @ S &

Report No: VC/13/007B o a° N ‘o @

Document No: M-464596-01-1 © @ N S Q

Guidelines: EU Council Dlrectlv%ol/ﬂ C Kamel@%l by E6mmission l@ct @@/36/@@ of
July 1995, Section &, Point<J and &mm@lon R%ylatl CX)\QNO 110
October 2009; nofapplicable o S A

GLP/GEP: no Q{) NN A ) Yy & &0

NP
Ry o D @ @ S O N

For the active substance @utole\tabm@orv data on the ratp'% de@adat;,o n in adedbic soil can be
derived from studies perfq{%ned u@’er th@é’%lg&@&ng cor@itlons @ @“@ %@
R
~ v X
e two soils at 21°C@qd m@urez@@ﬁ% o@the@d capacny &O 33%9,ar aff&g%pphcahon of phenyl-
UL4C. 1abei§cu subst§ e (KEA 7.121.1 /0) g

e one soil undefstand4rd conditions™at 20%C and %?stur 45 mam water holding
capacity, (@V (&fter aﬁ)hca&on of@aeny&% 14C-Tabelded actise substance (KCA 7.1.2.1.1

/02 and KGA 7 /03);
e three s@gls under standard 00@111210 at 2 and @’018'{ e at "v. MWHC following application

of yl-UL-"C- @’elle@ctlv stance (K@A 7.81.1
. oil at 10°C a4 409 WH an@fmpl& ion o?\phemé -14C-labelled active substance

(KCA7.121@5) & & ES @
© % @ > 5 IS
This data requgreme @1 ad@sse@lder@nt 72¥.1.2 of the Dossier submitted and evaluated

within the p%@:ess o@ev@tlon\ﬁ\r Anapx 1 @umo@as published in the corresponding Monograph

of RMS@ Netherlan%s (Feery ]@7) &g@hs amg%dments

N
Fol@mg latest anc@ km@i’c e@ﬁatl@he data from existing studies have been re-evaluated
therefore supers@gdmg the@éms{ﬁ& ku@tlc ev&@atlons
) ~N Q

The evalua@s %e egiﬁsepar in order to derive values for the half-lives and the DTy, for
compari w1t@®‘1gge@end@ts and half-lives for modeling endpoints for input into environmental
risk assg sm@ % @

1a1 und@g((? 7.1.1.1 in more detail, study KCA 7.1.2.1.1 /01 had been invalidated and
th% no@@luded into the current evaluations.
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Report: I B 001346460101
Title: Isoxaflutole: Kinetic modelling evaluation of aerobic soil degradation study data t orive@
trigger endpoints
Report No: VC/13/007C S S 0@
Document No: M-464601-01-1 7 RS
Guidelines: EU Council Directive 91/414/EEC, as amended by Comiffission Directive 95/36, \/‘FC of
July 1995, Section 5, Point 7 and Commission Regulat;%n (EC) No I@ZO@f 219
October 2009; not applicable o 2
GLP/GEP: no i Q@ €5 @ @ %@
Y A
S o SIS
@ & o S ¢
Executive Summary Q 23 S N &
For the active substance isoxaflutole degrada

Q} data as @ren% un@§©7 1@ 1 \.?J to
KCA 7.1.2.1.1 /05 were kinetically evaluate%&ccor@?g to F CL@Gul*ce - ¢rive Values Tor the
half-life and the DTy in aerobic soil for co parls@wn ggersndpoifbs? & =) &’
For metabolites RPA 202248 and RPA%Q BZ&the ﬁnetlc@nalyss%was @%fo% d in §b 10n
with parent compound data, amen gl%y aerobi gbll Q&grada@n d&t} frg@ sep@te te§ with
RPA 202248. The results are summived inder p@n 74212, R

For the evaluation degradauon@ata f the@actwe@ubs‘ce i ﬂu@% @%ﬂ x{l%l’er aerobic
conditions of the laboratory ware cmﬁlderc@’ frm@hree. dl@&follo@ng @hca&on of UL-"C-
phenyl-labelled active substa@%: to five d@'ent &soﬂs s & .9 %

Gog SR
o O o O NS

Non-normalised values of theBTso an%th 90 @e d@ed from SFO be@ts in three soils and
DFOP best fits in tw@bﬂs \Qﬁ resaﬁ?s su arl@ in ;J;ﬁble & LS
From tests at 20°@0n -normali ha O%PIS utoléranged fro 0% days for clay loam soil
95/05 to 3.9 day@@or 1%1@1 so&%S/% Y%hll@\%luegfor theﬁl‘ §lged“@m 1.0 day for soil 95/05 to

18.6 days for@ 95 Q) Q K
At 10°C, tll%DTso V@’s 6. l\z%l’ays @d the Tgo %as 35 @ays in soil 5%2

S & & é@
&@ @ @ S @ %
Table 7.1.2.1.2-1: I@-ary@ resuits of ic eyuation of de@datlon for isoxaflutole in aerobic soil in
b

oratory r@@om&fmson a@‘lnst trl%frs
Compound ESHES NS Isoxaflutole
205, Norznormahised DRO ra e(day‘@b 03-39
Worst case DTé(daysp 5 5y 3.9
é’@? °C, Non—n@amalis;;@ﬁ)Tgo@ngeI(@ys) N 1.0-18.6
Worst casisDToo (days) O © 18.6
% S v O N
S 10°C, Non-norggalised DTso (days) © 6.1
10°QgNon-normaliséd DToa@days) S 35.6
S g&f N
@ < Q & ©@
o & o
&

2 Please note that KCA 7.1.2.1.1 /01 has been invalidated and thus excluded. For details, see CA 7.1.1.1 /01.
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I. Material and Methods

For the parent compound isoxaflutole details on study conduct and its results have been summﬁed @6

under Point CA 7.1.1.1. The degradation data were kinetically evaluated follo@}mg FOCUS @dan g@j

with the software KinGUI, version 2. N S

The measured values were taken into account as reported and thus treated @s individual hca@ Al

sets with their data points were weighted equally. The concentration at&?&me Zero waanclu @in @
w@to be esti -QC?J- by the m el \

In cases where the radioactive residues in soil were below the limit©f"detection %gD) th&

values were set to 0.5 LOD for the evaluation for t@@ points befdgg or fter whk a V@lue ab@e L

was determined. For some studies no LOD was@en in the %ﬂggmal@eport th&@ caseéono @es

were added. ZMRN "\7

In some cases degradation products of the gph%@ubst@ce aly de@’cted&t ti %;ero In

such cases the respective percentages we&%ddeg@ the\p%re% e%nd t@alues or th& §ne

were set to zero. @}

@ S
All radioactive residues in soil were@d fé\the k@tlc e@luat@ Fo @)me @f § erformed

parameter optimisation with the initial value being allo

for very long periods of up to onefear the'@valuations for derivi lhn@ ndp only data
measured up to day 120 days @ghlch&g@the y@xlm i rec@nen&ed d@mr&@g 13b0§t0r}’ studies
according to OECD Guidelin%@m (2@02)@ Y S @Q & @
C& (O S NN @2
9 NI &
For fits of compounds ‘wgder Valuatlgﬁ S]§kms w@%esteﬁvﬁrs@e t@@é simplicity and its
nearly exclusive use itkgnvirgaine eﬁ@expos@fe \ é

In general, also the@se of othersi et@ode@ppr@hes @ possﬂ@ as &oposed by FOCUS. The
evaluation thus c@ id § als%%he model apgroaché%rst@d ltlpompartment (FOMC), dual

first order i @arall DEQP @x Hoc@ Sg?%k (HS), §1nc1p% following the scheme for
1dent1ﬁcat10n i the@ppropgate %netlc %nodel A rop‘@d by @)C%@
>

To ch@ the param@%s fo@?melr §§n ance @%ngl@dqd@test was used. The probability of t
should be low or @@1 to@ero Kthlsb @bab%h,ty caiibe ass§\med to be higher the more uncertain a
parameter is. Ineg nera%a V@@ of .05 fqr the proba @y of t is considered as appropriate with
degradation pagametes b eir@egar@ed as @mﬁ(@at at tiiis level.
T CYs aed
3 § e o
@’ 2 0Q R@lts ai?l Discussion
N &

F ol@mg apphcat& f@ pa@’lt S an@soxaﬂutole to aerobic soil the nearly exclusive and

successive formation of@leta‘t@htes@P (02248 and RPA 203328 was observed thus supporting a
‘linear’ pathw@@un 1 a:jﬁc cotfditionsRFormation fractions for metabolites were thus set to one

regarded as@mg@utabl thls%sse@ent

Calculaﬁ@ﬁ of\;}@n—norr%h%ﬁno -values based on best fits:

For gg@)\\)ﬁ(aﬂ e t@in icievaluation of soil degradation tests using the SFO approach did not result
in%ccep@@e fits to the>experimental data. For two data sets the evaluation according to FOMC
resulta@l a better fit than SFO to describe the degradation data. Finally the DFOP model was chosen
as optimal fit for the two data sets that had shown better fits already by use of the FOMC model. The
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resulting non-normalised values for the DTso and the DTy derived are summarized in Table 7.1.2.1.1-
2. O & Qb

Table 7.1.2.1.1-2: Non-normalised DTso-values for isoxaflutole in aerobic soils und%laboratory c ditions

for trigger evaluation @S & Q
Soil (Origin) Label position DTso DTy LMo ,
(days) days) ) O %® &
95/02, loam, 20°C (Study 1) phenyl D 39 IS 186 L DFOP o5 g
95/04, sandy loam, 20°C (Study 2) phenyl 24 O 8.1 @M SOSFO s, N
95/05, clay loam, 20°C (Study 2) phenyl & 03, © 1.0 | © SE> ©
95/06, loamy sand, 20°C (Study 2) phenyl ¥ 0.6Q . 187 SEO @
95/02, loam, 10°C (Study 3) phenyp 07’ 6.1 @«0 % Q' AFOP g o
@ AN [
Study 1: KCA 7.1.2.1.1 /02 and KCA 7.1.2.1.1 /OﬁéxStud)@@KCé?fl 2. &?/04, ,s;udy RCA 7R2.1.1 /05
@’ ) Q Q S @j @

%Ill\éi)ncksfon o % @ %

v
The evaluation according to FOCU@flet@\ da@e @ed i alue(%?‘(”)r h leﬁd theQ)Tgo of
the parent compound 1s0xaﬂutol i com@’rlson\mth EﬁN tr1 glnts @ S
The approach for fitting with e e me@l d%g)}esu % useQ th @gle éﬁse Sﬁ“) and the bi-
phasic kinetic model DFOP f@@calcuﬁtlo
Values of non-normalised ﬁ\zﬂf li%es an§DTgéfom Bost ﬁts&to @sured@éata @nged from 0.3 to
3.9 days. The correspondg% D%o rangéd fro§ 0 ﬁgg to l@day% @ @Tf
At 10°C, the correspongmg valuts f(@the DDy, a Tgo\@re *L day&and 3& ays.

/@ @ 2 O & g

Report: S 013:84-464596-0 1%@

Title: < xaflutole: K{Qetic rggdellin&evaluat%% 0§6bic s@\ﬁ degradation study data to derive

§ Nmodelfing endpointsi SRS o

Report No: %o vCI13/0078, . o ~

DocumentNG: MA6459%01-1 550 O o

Guidel@&\f C(@Cll Diréctive 91/414BEC, %\mel@d by Commission Directive 95/36/EC of
°~| July 1995, Section §omf%1 an Commgmn Regulation (EC) No 1107/2009 of 21
\© October ;@),nm\\apphc@l @)

GLP/GEP: 9 |lmwy & o o

ot & .9 o . O @

Executive Sﬁlmarg @ \\ S \
For 150;%@'[016 degradation daja as gferenc@i urggg@ KCA 7.1.2.1.1 /02 to KCA 7.1.2.1.1 /05 were
kinetic evaluate(k@ccordl% tg FOCU, ul@ce to derive modelling endpoints for use as input
parargters in envi mex@rlsk @’sesﬁéntsﬁ@
For metabolites RPA 202248 @amd 8 the kinetic analysis was performed in combination
with parent c@%po d cﬁ} amg@ed b@aerobic soil degradation data from separate tests with
RPA 2022484nd Sommarizéd under Poifit CA 7.1.2.1.2.
For the @}lua‘t degradationdata of 1soxaflutole in soil under aerobic conditions of the laboratory

were ﬁ?slde ad fro%three@mdles following application of UL-!'*C-phenyl-labelled active substance

to f@» dlf@nt so§
&

3 Please note that KCA 7.1.2.1.1 /01 has been invalidated and thus excluded. For details, see KCA 7.1.1.1 /01.




B . Page 22 of 109
sayer) Bayer CropScience 2013-11-22
R

Document MCA: Section 7 Fate and behaviour in the environment
Isoxaflutole

A stepwise approach was made for the calculation of normalised half-lives in soil. The initial step
consisted of best fits to the measured data following the SFO kinetic model. In case of unaccegtible o

fits according to the criteria set bi-phasic models, i.e. FOMC or DFOP were applied. D §
The SFO model adequately described the measured data for all data sets. In &ext step, V&@es

normalised by comparison of study incubation conditions to reference condit{Bns (20°C, @2 moisture)

with results summarized in Table 7.1.2.1.1 -3. @ .9 o \245@
\ 9,
@ @ R > <

S @ P
For use as modelling endpoint, the overall mean normalised half-life@isoxaﬂutol@was day%\a $

T Q
The formation fractions were one for RPA 202248 %@ 0.96 for 203328. © Q @© @q}

9 & & N
Q'?% N \@ R O o Q@
Table 7.1.2.1.2-3: Normalised laboratory DTso-values f@isoxa@ole in, aerq&@soi thelaboratéxy for

use as modelling input parametéds in erféiron tal sure‘@ssess ts
g Input p e 'E?“ [\@0 %@ e & y%

Compound XD o T 5 Isoxaflutofe® Vg @§
Normalised (20°C, pF2) DTso, fange (days) by 2 403 -39 &> §
Mean (geometric) RN N S L)
&© RS \@ § S & 9
| S o & &
o 9 O & o O S
¢ St im0 &
§ N D%erlal d Még odS@ O & o

S
For the parent substance @})xaﬂ@]e d@@(ﬁs s§a@§tudy @nduct and%@\s r;?t@s) hav@been summarized
0

under Point CA 7.1.1.1.Fhe (@radatio% da@ er@ineti@l%y engﬁate llo %g FOCUS guidance
with the software KinGUI, v@ion&@ o O é é& &,\

The measured val wer&takgn@o a@@o@m‘[ a@ep tod andyhus treated as individual replicates. All
sets with their d@@ poi&@ we@\veigh}%’d e&%&lly. The co@ntra@\m atsfime zero was included in the
parameter Op@sati@wiﬂ@le inié@ﬁ V@K@beirfggallov@i to l§sﬁma§éd by the model.

In cases where the fadioadtive resjduesdn soi@yere h@w the@imit\o@ detection (LOD) the respective
values wgge set to 0.5 I@D f@ﬁe eyaluation for tf@e p bef%@?or after which a value above LOD
was défermined. Far %ma{@ies no LO@fwas\@fen in“the o%%inal report. In these cases no values
were added. §) S > \© @;\ﬂ é =

In some cases d@rad@n p ucts@ thg:\%pplie%subse were already detected at time zero. In
such cases t@spe@@/e pentag%@ w&@dde&@) the g@jrent values and the values for the metabolite
e & 2

All radi@ ve residues;in soghwere ®ed fonthe kitetic evaluation. For some of the studies performed
for very fong period@f up ¢o one‘year t Valué@ons for deriving modelling endpoints used only data
measz}’red up to d;;?’ 129§ays ‘which ithe @ximum recommended duration for laboratory studies

according to OB¢D Guideline\g‘(ﬂ @02). Q&

were set to%%ero.

S \%“ %
For fits 0§§m nds @der gvaluatién, SFO kinetics was tested first due to its simplicity and its
nearly usi se in %%Vim@mental exposure models.
In ge@éral, @@ th@%e Qo@ her kinetic model approaches is possible as proposed by FOCUS. The
ev@tio Ghus co@ide@ also the model approaches first order multiple-compartment (FOMC), dual
first o in parallel (DFOP) and Hockey Stick (HS), in principle, following the scheme for
identification of the appropriate kinetic model as proposed by FOCUS.
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To check the parameters for their significance a single-sided t-test was used. The probability of t
should be low or equal to zero as this probability can be assumed to be higher the more unce@l ©©
parameter is. In general, a value of 0.05 for the probability of t is considered as appropr@ withy
degradation parameters being regarded as significant at this level. @,Q & @@
S
The DTso-values derived were normalised to standard reference temper@e 20 °C ap@oﬂ 1@5)1stu¢;§

100 % field capacity in order to obtain standardised inputparameters @s predlcnon%@f env&g;}nme@l @
concentrations. This normalisation was conducted acc&rdmg to the s@dard approa@a by %ﬂ
&
The degradation of isoxaflutole in aerobic soil re @%d in the redomné@t anc@ucce@ve fi rmatlc@of
metabolites RPA 202248 and RPA 203328. From obseryano&}@‘l thg\?&@urse@ the gests, ;t% rea@ble
to assume a ‘linear’ pathway for their formatigyi, i.e @ae cc@aponeegs W% om@ﬁsucgsswe % .
S P2 S & @
S

I@Res%% an@iscusg%n S \q;\© é\g é\g ©§

Following application of the paren@%lbs%ﬁ:e Ji&aﬂ %?e t @ro @soﬂ @ exaysive and
successive formation of metabolifes RJE@A 20 48 angy RP 203328 was ew@hus\%pportmg a
‘linear’ pathway under aerobi 0nd1%mns P@ma@@ fr@ons @ met@oht%@ver@ghus set to one
regarded as being suitable far thlqs&asses@nt {he re%jltmg i@mabugﬁ fra%lons ar® summarized in

Table 7.1.2.1.1-4. @ @© o @ N
Calculation of non-nogglahse@Tso@lues @sed FO @st fi&for 1soxaﬂutcf®

SR
For the parent su@ﬁnce&the k@ Cc efd uatuﬁ} of @\\‘T de@ada‘uon tes@%smg the SFO approach
resulted in acce@@b @ to @ expé?ime{ﬁ&l datm a@ata S. R@@ results are summarized in

Table 7.1.2.1G5. @ N
o S © © o) @ O @

NormalisedTso values for isogc@lutol% & (g é,(;\f
For the@8e in envirdime @%’ng the d@dat'b@ ha]@ives were normalised to reference
conditions of 100 % fie ekcapagjty r@rdmg\sml@énmstugw and 20°C for the temperature. The
parameters used m§e orat ests 3 “and thé@espec@ve c%grectlon factors calculated are summarized
in Table 7.1.2. 1 1 6. T@@ § é@\ltm& roma@tlon are summarized in Table 7.1.2.1.1-7.
¢ O Q
Table 7.12.0.1-4: Form%lon fr G 10ns % llte 'I' 202248 and RPA 203328 from application of
parer;t&iu stan soxglﬂutole aer s01l under laboratory conditions
Sail'tOrigin) R & ‘O Tabel p@on Formation fraction for process
. TG @ &Q Isoxaflutole RPA 202248
@ N o Q> Q to to
S ﬁ - RPA 202248 RPA 203328
95/02, loayty 20°GyStudyhy O 1 1.00 1.00
95/04, samgly logi, 20°CX6Studyd) 1 1.00 0.868
95/05, clay loatw, 20°€, (Studyy) 1 1.00 1.00
95/06, Joamy 9and, £0°C (Study 2) 1 1.00 0.966
95)02. loafn 10°C (Studyd 1 1.00 1.00
Meanéf}ithmetic) 1.00 * 0.96
Label position: 1 = phenyl

Study 1: KCA 7.1.2.1.1 /02 and KCA 7.1.2.1.1 /03; Study 2: KCA 7.1.2.1.1 /04; Study 3: KCA 7.1.2.1.1 /05
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Table 7.1.2.1.1-5: Non-normalised DTso-values for parent substance isoxaflutole in aerobic soils under

laboratory conditions @ S
Soil (Origin) Label position DTso Modelég\ C‘§
(days) O @ &
95/02, loam, 20°C (Study 1) 1 4.2 P SF&
95/04, sandy loam, 20°C (Study 2) 1 2.4 SFO & s
95/05, clay loam, 20°C (Study 2) I j 03 ) . ZFO & 2
95/06, loamy sand, 20°C (Study 2) 1 V) 0.6 N %, SEQY oV
95/02, loam, 10°C (Study 3) 1 6.7@ o> SEO  « &
Label position: 1 = phenyl é\y Q @ c&©
Study 1: KCA 7.1.2.1.1 /02 and KCA 7.1.2.1.1 /03; Stu : KCA 7.1. 2@1 /O%Study&, KCA7.1.2.19/05 &@
. . @ Q \ @ @6 O\W\? %
Table 7.1.2.1.1-6: Correction factors for soil temp ratu@ nd fl%g sture&conteq@’ @ o A
Soil (Origin) Incubition @7 IncHbationR D™ C cytio@
te ﬁeratu& %stur@ %nms@e oo act(§
@CC)- U% whk) @ W/W)m@ NI
95/02, loam, 20°C (Study 1) AR 20 I 2696 oo L5528 @ 1.000
95/04, sandy loam, 20°C (Study 2) ¢ n 39.13 & S 2349 &Y o 1400
95/05, clay loam, 20°C (Study 2) ¥ 520 ¢ O350 | O 6048 O | °\0.667
95/06, loamy sand, 20°C (Studvﬁﬁ@ &”20 W 17197 g 98287 |« 0.714
95/02, loam, 10°C (Study 3) & 26%96 O ¢ 25, 52 @ 0.387
* Values given in study repo @ Lg
** Calculated values accop%r&r)é to FO@US @)
Study 1: KCA 7.1.2.1.1 /02 and@A 7.82.1.1/ tuga KC@Q 14&1 1 /04%&udy§(CA7 1.2.1.1 /05
Table 7.1.2.1.1-7: mal@d laberatory\DTsexalues, 1@ero§ soil Q; pa@é compound isoxaflutole for
@se aodelhﬁg lllpg% para%eters Q\envn‘o ental.cxposure assessments
Soil (Origin) @« DTSS\ 9 D& | &hi’- &ror t-test VA
@ D (dady) W @) o @
95/02, lgam; 20°C (Stud;@? N 2 Q3.9 O] Q9.3 <2e-16 Good
95/04, §andy loam, 20°C{Study'd) 24 " [ VY81 o 3.8 <2e-16 Very good
95/05, clay loam, 2080 tStudy. 2) |7 0,29 0% 3.4 <2e-16 Very good
95/06, loamy sandg20°C (Study Q4 7 13 O 4.9 <2e-16 Very good
95/02, loam, 10°C (Stud§d) | 96 ' | 586 oo 10.4 <2e-16 Good
Mean (geom (@) NAENTIN >
Study 1: K%7 1.2.1.2 /02 @nd KE€A7.1 %@/O%g)tudy@\e{(CA7 1.2.1.2 /04; Study 3: KCA 7.1.2.1.2 /05
& N - © &@ @éﬁ
> @ @Conclusmn
The evalua@} acc\ ing O(%ﬁ% kme% guidance resulted in values for half-lives of the parent

compound& xa&uytole 16) aer%gc sot
<
@

assess S.

As a Fesult
SN

m

to Ve n@—n

1tti

O

for mo@e (pF 2) and temperature (20°C).
The values derived from laboratory tests in five EU soils are regarded as suitable and reliable for use

in environmental exposure assessments.

r use as modeling input parameters in environmental risk

0 t@neasured data the use of SFO was regarded as the appropriate kinetic
o@alised values for the DTs in a first step. The values were then normalised
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For the active substance isoxaflutole, a normalised half-life of 0.9 days was calculated as modelling

endpoint. @ ©©

For the formation fraction of active substance to metabolite RPA 202248 a mean value of 1:80 wasy
calculated while for the formation of RPA 203328 from RPA 202248 a n value 0&@.96 @
@

derived. § @@\ .
°\ o v
CA 7.1.2.1.2 Aerobic degradation of metaboliteg ¥and reacti pr@ﬁ?ct @Q @
Report: " } ; 1994, MQD38436P1 &
Title: RPA201772: Aeroblc soil meta&l ism - & Y o 9
Report No: R000347 oY o X O o @
Document No: M-158435-01-1 TS D LN
Guidelines: USEPA (=EPA): N, 162=}; (1982)" Dev@’mn ﬁQt spegified
GLP/GEP: yes S RO M-S
IO S

Report: q 1995, M-QJ%IIO@ DS &
Title: Herbicides: RPAQ A\Routg’sf de atio erobl@neta sm) jgpone soil (interim

report) & S éf g@ {%ﬁ R §9 @
Report No: C022444 Q o h v o & & - \9
Document No: M21311gP1-1= 7 & & @ & o O
Guidelines: EU (=m): alinex L@ction 79 (1995);Dev@\t§0n Bot specih%d Q
GLP/GEP: yes G S S Qy S L9

© O Y &

Report: \\996 M240821-01 v A
Title: jdes: k" Degmdano@Aer&gc Metabolism) in one Soil
Report No: & B0038%6 NN @ S o
Document No: $ M@ﬁOS%J\WI ”\a Q @ @

Guidelines: O |sDeviation notspecified, <
é §

GLP/GEP: »° aves © O « 9 X
o N o 2

Report: - 7
QO y
Title: . RPA%O 1/77%\,Rate @@egré‘d@ﬂot@under Agrobic Conditions in Three Soil Types
Report No: §J B003827 o~ o N aQp )
DocumentNo: &~ | NRp40823-01-1 N oAl &

Guidelines: @, @ﬁJ C) '@71N@4 EN@eV 1; TAO: Draft Rev.3, Part 1,1.1;Deviation not
QO speg SN DN

GLP/GEP:\ yes@ @ =N 6 @
& o o @ :
Report: & 3: ;1996;M-213113-01
Title:™ v | RPA&017727 Ratergt de tion under aerobic conditions in one soil at 10 degrees C
Report No: Ct22445 S

Document No: ., @ M21313-0ky”

Guidelines:@ 5 E;@EC)NWI@/%-EN rev.1, section 7.1.1.1 (1994); FAO: Annex to

. v\g\ E onmental sQrevision I;Deviation not specified
GLP/GERy® o>

< <&
g\f@@@%
S
& &

&




8 . Page 26 of 109
sayer) Bayer CropScience 2013-11-22
R

Document MCA: Section 7 Fate and behaviour in the environment

Isoxaflutole
Report: I 02 -427583-01
Title: [Cyclopropyl-1-14C]RPA 202248:: Aerobic degradation/metabolism in one Europ@l $0il Q|
Report No: MEF-11/486 @
Document No: M-427583-01-1
Guidelines: OECD 307; US EPA OPPTS 835.4100 and OPPTS 835. 42@F EU 95/36/§é”am@ng
91/414/EEC;not specified o
GLP/GEP: yes N o
@\9 °\ ° (Q\
Report: B m%M 16460100 /
Title: Isoxaflutole: Kinetic modelling ev&luatlon of aer0®:<5011 degrad&gi@h stdata@?ﬂerw@
trigger endpoints @
Report No: VC/13/007C mﬁ Y @f & & U &
Document No: M-464601-01-1 o Y
Guidelines: EU Council Directive 9%14/E%°as ded@? C @HSS1 irect Ne 95@?{/EC of
July 1995, Section 5, Paint 7 a@ Cmgmssm &Reg%@on (BS) No 1107/2%9 of 21
October 2009;not apRllcablm @ Q)
GLP/GEP: no w\ﬁ N \ A, &
Ay B S
Report: T
Title: Isoxaflutole: &etlc @dellmg evalwagion @&a@rob@%ﬂ degyadati @tud&@ta to derive
modelling efidpoints - N S
Report No: VC/13/00B lCARES @WJ m& IS @ @4

Document No:

M-464595-01-1, (A, RN

Guidelines: EU CotinciliDjrecti @51/4 4/EECggs amended éomrﬁ@ssml%)lrectlve 95/36/EC of
Jul§A1995, Sectio P01 $ g an&Commlsswn& ula@l (E 01107/2009 of 21
Oc%ober%)w;not appli Sble
GLP/GEP: W S0 9D S @ .
©
L @ 9 &
@ S @ <& @©

For isoxaflutol

2o . 9
@netabolites lzf“ﬁorat ry dat \n theerate of @gra ;

from studies und@ the fi on%tqons S
X
e two seg%s at 21°C tur 5%@fth ﬁeldacﬂgg@? 0.33 bar following application of
P -UL-14C labg ed ive substa &(KC@ 1202 /01
e one soil under. darQ%ond ns at@0° m@@ture a&ﬁS % maximum water holding capacity

(MWHC) a %@ap;%caﬁo@ ph&ﬁll U™ C- 1a@116c@ctlve substance (KCA 7.1.2.1.2 /02 and
KCA 7.1.2.1
e three so Qi nd I§wﬂ con@gﬁo Q20°@ m@jsture at 40% MWHC following application
d

of phenyl- UL-“‘C la ive s tan .1.2.1.2 /04);
o one at 10°C and 40 MW@ @applfé\atlon of phenyl-UL-'*C-labelled active substance
7.1.2.1.2 @) @
@’ A

Thls\data requlrement h@’ bee@addr sed r@er Point 7.1.1.2 of the Dossier submitted and evaluated
within the pr%@ss oRevalu n fG@Anne@I inclusion as published in the corresponding Monograph
of RMS T etl‘gﬁﬁﬁands ebruary 19 @ and its amendments.

F ollo&% la gulﬁnce 0&1116&0 evaluation the data from existing studies have been re-evaluated.
Thegiew etlc alugtions considered new rate data from a separate test performed with
cyloprofyi-1-1“C-labelled RPA 202248 (KCA 7.1.2.1.2 /06) in addition. The test was performed to
investigdte the degradation behavior of the cyclopropyl-ring system and to support the determination
of a robust data set for this metabolite.
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The kinetic evaluations were performed separately in order to derive values for the comparison with
trigger endpoints (KCA 7.1.2.1.2 /07) and modeling endpoints (KCA 7.1.2.1.2 /08) for 1an@1to
environmental risk assessments. Q\ @’
The re-evaluation following new guidance in the kinetic analysis of degrada@‘) data in a@@blc @y
supersede the existing evaluations. S @

As explained under KCA 7.1.1.1 in more detail, study KCA 7.1.2.1. 1@ had been 1@/al1d@‘ed a1g§@

S
thus not included into the current evaluations. & @& é\a @\\ @Q @
S
. o ¢ S & O

Report: [2012;M-427583-01 Q X O 5
Title: 748:: Aerobic degfadation/metabjolismdn one Europeaigsoil
Report No: MEF-11/486 ol NN Yy 9 Y
Document No: M-427583-01-1 & S RS SR N
Guidelines: OECD 307; US EPA ORPTS é@ 410@and Q@PTS.MO@EU 95/36/EC.amending

91/414/EEC;not spe%()ied Q@ Q S
GLP/GEP: yes N \ NS Q S N

RO
Q K SERSEN o &
The study has been summarised 1@%101‘6 d@éll un%lzer K@& 7. 1@\1 /05@ th1 1§ w\?
2 S
@ &
The kinetic evaluation of %@ degﬁada of f@clop%opyl @QC]Z(%PA 2@248&1 aerobic soil
I csulted in a non Ynx()rméfgse §go otéé dayspand a DT Q§ 47 d49s ba@d on an SFO best
d g

fit kinetic model. The vaf@es m be @CO%&IISO&WH}I er@dpc@s and as modelling
input in environmental rﬁ< as sme%ts @

A 6 \ é NN
Report: /@MOB@ 464601201
Title: @@ Is@éflutdle: Kinétic mo&@llingbe\ uatigfpof ae@&blc sigdegradatlon study data to derive

igger ehdpoints N\ &

WOIEH7TC O « & N O § -

Zy

Report No: @U

Document No: O M-464601 4] -1 e o ~
Guidelines; 7 Coujicil Diréstive 91414/EEC, %}-en e@by Commission Directive 95/36/EC of
&@ ly 1895, Section 5, Point 7@nd Cammissian’ Regulation (EC) No 1107/2009 of 21
R Octp‘b&r 209g,n0t icable D
GLP/GEP: N S & O
83
% @ Ty & & &

@@ ¢ & .0 @

Executive Sﬁlmargf) \\ S &

For the (@e substanc 1soxaole @?gra fidn %@were kinetically evaluated under KCA 7.1.2.1.1
/06 according to FOCLJ Gu1 neg ! to der& end@nts for comparison with trigger endpoints.

F or\ﬁ%tabohtes RRA 20 8 arfd RP%@%@ the kinetic analysis was performed in combination
with parent compound d%a as @erel@ KCA 7.1.2.1.2 /02 to KCA 7.1.2.1.2 /05*.

,G' 202548 and@PA 203328 was derived from tests with active substance
nder con ns of the laboratory in four studies after application of UL-
14C—phen@labe§d active sybstance to four different soils’. Additional information on the rate of

degra%\gon @PA %2248@;15 available for one soil (see KCA 7.1.2.1.2 /06).
STy

4 Please note that KCA 7.1.2.1.1 /01 has been invalidated and thus excluded. For details, see KCA 7.1.1.1 /01.
3 Please note that KCA 7.1.2.1.1 /01 has been invalidated and thus excluded. For details, see KCA 7.1.1.1 /01.

The degradation dat%f@)r
isoxaflutoleGii aegobic sof
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Non-normalised values of the DTso and the DTy were derived from SFO best fits for three data sets
and DFOP best fits for two data sets with results summarized in Table 7.1.2.1.2 -1. D
Non-normalised half-lives for metabolite RPA 202248 ranged from 10.4 days for sandy lo: soi§
95/04 to 43.4 days for loam soil 95/02 while values for the DToo ranged from days for %@ﬁy k@l

soil 95/04 to 144 days for loam soil 95/02. v S N

At 10°C, the corresponding values for the DTso and DToy were 44.8 dayg\g%d 149 days \i@thg léﬁ s%{@
95/02. @ N SN & e
Non-normalised half-lives from tests performed at 20? for met@ite RPA 203328 ggnge omé

3.5 days to more than 1000 days. Values for the D@nged fron@ﬂ .6 days to Iﬁ%}ge tha%lOO@ays@q}

For tests performed at 10°C, the correspondin%@a ues for Qi Ts@%d 1@0 w@ llé days@ad
379 days. . QSN @y 6\ AN
& &) N N IS S Y
Table 7.1.2.1.2-1: Non-normalised DTsi-values for metaBolites RPA zﬁus& RPA203328 in aesgbic soil
under laboratory conditions f&g triggey ev%@tion o~
B

> O @
Compound @& 5 @A 20&2%8 (($ N
20°C, Non-normalised DT, ra daysh | 20104434 % @\’ §@- >1@z@ ~
Worst case DTso(days) @p |° W4 Y Y O >106p 9
20°C, Non-normalised DTy &ange (days) 84.4-140 o7 AJ16e71000Y
Worst case DTgn(days) ©  @F & 1442 S| © <8000,
10°C, Non-normalised D (days) 48 @ e Y1120
10°C, Non-normalised DToo (days) .G S 49 S LT 9 379
2 9 & & 8 <
VS o i i, <&
2 . Material @nd Method o
& o & el &

Data sets were dergw€d frem stgd<§§ W{lﬂ@he parent @pou and a separgfe study with RPA 202248.

) N

The details on gtjidy OQnduct@\nd E&eir res%% hai% beer@um 1ze®1der Point CA 7.1.1.1. The

degradation W bkin@@:ally @alu&@@ fol(%win%@)c §; id@nce with the software KinGUI,
version 2. A © N 73 X

: Q Cl
The me@red values v@%?e ta@%&ﬁ int@count as r@oﬂed@% t treated as individual replicates. All
sets Wﬁ their datao@nts we vggﬁighte @fuak@g@l"he é%gnce ation at time zero was included in the
parameter optimin Wi%ﬁ t}@tia}g&a ue h@’lg al&/ed o be estimated by the model.
In cases where fi radi tivxe)> esid@@ in e@i\\f we@belo&e limit of detection (LOD) the respective
values Wereo O@©~0r ths\evalu%t@n f%@mg@ﬁw before or after which a value above LOD
was deterl%'ned. For sonfe’studies no b@) V\@?give@
@ v

were add@d. R o
In sqgle cases de @tio@grodl&g@s of @ a T@d substance were already detected at time zero. In
suchircases the respectiveﬁrce@%ges ¢ added to the parent values and the values for the metabolite
were set to zerd?" N @

. S A, . . .
All radloac‘§ res@%s i 1 wete usegfor the kinetic evaluation. For some of the studies performed

for very lon per@ds of i to ge year@e evaluations for deriving modelling endpoints used only data

n the original report. For these cases no values

measuregh up t&@iay 20 dgy® which is the maximum recommended duration for laboratory studies
according t@ﬁcm@ idetine 307 (2002).

@ & "
For ﬁ@f compounds under evaluation, SFO kinetics was tested first due to its simplicity and its
nearly exclusive use in environmental exposure models.
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In general, also the use of other kinetic model approaches is possible as proposed by FOCUS. The
evaluation thus considered also the model approaches first order multiple-compartment (F(@f)
double first order in parallel (DFOP) and Hockey Stick (HS), in principle, following the sc‘t@je foft?
identification of the appropriate kinetic model as proposed by FOCUS. IS & ©®

To check the parameters for their significance a single-sided t-test was u&d. The pr@abl of t
should be low or equal to zero as this probability can be assumed to bgg%gher the m(@ uncertain,a?
parameter is. In general, a value of 0.05 for the probab#ity of t is @nmdered as@&ppr\dte @1 @
degradation parameters being regarded as significant at this level. ©Q

V\g
Y S O Q X
SN Q o S & @) &@
IL. Result lescussﬁm N @ N \© @
N

T
Following application of the parent substa@ 1so@utolgﬁ% aexé%f) %@4 thg@ﬁﬁearly %xcl%ve and
successive formation of metabolites RPA 0224®nd (@ vx@ observed @s s&

‘linear’ pathway under aerobic condltlog\ﬁ or&%ﬂon{%tmr@fer n@%boh@ wege thus set'to §
& o > & & O
Calculation of non-normalised DT50© ues Based Qﬁwbes‘g&s @9 @ @ SN
9
For the parent compound 1soxaf®le thﬁlnetlc ev*atlon@ sm@@egr on s ysing the SFO
(S D -
approach did not result in aCC@tableﬁs to @ie e@nm lo)%i2 For@vo the evaluation
according to FOMC resulte.@n a b%tter%@tb than O t()&des&l@e th@degr%datlon @ata Finally the
DFOP model was chosen@j optlél ﬁtc@gf’ the @/0 datPsets that h&@ho et‘g&%ts already by use
of the FOMC model. From co%)matlo%of ﬁts@tamffor the active, Substance with SFO fits for
the metabolites the @u n@onw&g{]{nahs%% V@S f;g;x 50 aé\d the Q o0 are summarized in
QS 1S -
Table 7.1.2.1.1-3 t@neta@ome @ 248 aﬁ@T 1. @ 1 1 fo meégbohte RPA 203328,
\ N N

Table 7.1.2.1 § Non@norm@sed D@O-Vzﬂg@ fo etab e ROZ@S (AE 0540092) in aerobic soils
unde@’abor%ry @dltl(&s for %ﬁgger e uatlon

Soil ((@) & XL @Tso DT @fm* Chl -error t-test VA
OO | layge | @y v (%)

95/02, loam, 20°C (Sawdly 1)\, Y 438 [x 14455 | 160 113 <2e-16 Good

95/04, sandy 1oam\§f0°c§ udy 250 w04 Y 3447 | 00 14.7 <2e-16 Good

95/05, clay loam, 20°C {Stidy 2) fﬁ@ﬁlﬂ\ A9 L7100 5.6 <2e-16 | Very good

95/06, loamysand, 2¢5F (Stedy 2) ° 29\\4 « 97.6. | 1.00 13.5 8.2e-15 Good

95/02, loary, 10°C (Study 3> <& @ 149  1.00 14.7 <2e-16 | Acceptable

Smdyl\/gkﬂ 1.2. 12/%and§7§7 ]‘12@ StuMKCA7 1.2.1.2 /04; Study 3: KCA 7.1.2.1.2 /05
VA = al Assessr@; ffn% on&tlon fraction: @ere ffm was optimised to 1 during evaluations, the data
was réfitted with ffimeg

S =S

"\Q@
@@©
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Table 7.1.2.1.2-3: Non-normalised DTso-values for metabolite RPA 203328 (AE B197555) in aerobic soils

under laboratory conditions for trigger evaluation @ {(@
Soil (Origin) DTso DTy ffm ChiZ-error t-test @&A @
(days) | (days) ©%) > @ &
95/02, loam, 20°C (Study 1) 204 678 1.00* 32 @ 5.49e-11 | “Exceliént
95/04, sandy loam, 20°C (Study 2) >1000 >1000 | 0.868 4.8 0.180 G Good
95/05, clay loam, 20°C (Study 2) 3.5 11.6 | 1.00% 1600 | <2e-16°| Aceptable |
95/06, loamy sand, 20°C (Study 2) >1000 >1000 [{D.966 19.4 05, [-Acceptable
95/02, loam, 10°C (Study 3) 112 379 1.00* | ©%.2 <216 {OExcellent | &
Study 1: KCA 7.1.2.1.2 /02 and KCA 7.1.2.1.2 /03; StudyKCA 7.1.2.1&@04; Study 3:KCA 7@?.1.2@5 KQ
VA = Visual Assessment; ffm = formation fraction: wh%e ffm was op@lise%e 1 duging ev&luation@the &2@
was refitted with ffm = 1 S . \© & &
W & S W %@J @@ AN
IC? C@@@ljusié;\\g @jx ©@J v @& <) & °
LBy Q & o

The evaluation according to FOCUS kil@w\\fic g&@mcsult @n Vﬁ@% fe{@%f—@ses ag\dﬁ the ]@ for
metabolites RPA 202248 and RPA 228 fég\co risQuiwith trig@B endgints, S S
The fitting with experimental datag@sultéin akgombifiﬁ usej?f t@i-}@c kgﬁc 1&@61 DFOP
and the SFO model for the parent%mp@ynd is@;aﬂl@e wi@FO @mtigé ort etabolites.

@ & O S @ o

Q S A

For metabolite RPA 20224§n§§0?ma1@ hag—live%from @@s)t ﬁ;@@t’)o En@sured c(%ta ranged from
10.4 days to 43.4 days. Tke corre@mn@ &) for the DTy ran&i@ fr&@34.4@ys to 144 days. At
10°C, the corresponding%alu@ﬁor tl@ DT5d wer 4.8@&3}/5 andM49 days.

S w A e &S Os S
For metabolite RP@O33@8 cglc@ble@lues (?? no@rma@sed half—liV@ and DTy from best fits to
measured data r@ﬁﬁ%@m 3.Q>lays t§9204\§%1ys @&ile valiies fo® 6@90 ranged from 11.6 days to

678 days. Fo@ts ormed at 105C, th&@)rre(%@ndié@wal ©\$
Y

@ .

and 379 di% %@’@ % @\ 3 @ >

N < o
Reporf: > . :2013;M-464596-01
Title: § : 11}]&d inefi ! ationf aerobic soil degradation study data to derive

&) el p
Report No: - JBOPTB ¥ N A oy
Document Nery®  Ch M-464896-041 ™~
Guidelines: E@ou@Dire e9 4/E$ as amended by Commission Directive 95/36/EC of
% ly 1998} Sectipp 5, Paiit 7 and Commission Regulation (EC) No 1107/2009 of 21

@7 L Octobér? 009;not applicabley

GLP/GEP: S > @\
@ > & Q

Executive Snm ry%% N e
For metabgiites I@L 202248 and RP3328 degradation data were kinetically evaluated according
to FOC Guighance % de modelling endpoints as input parameters for environmental risk

assessments.@@ @ y\g@

T@neti@@fnaly@ wa@erformed in combination with parent compound data as referenced under
KC @1.2 /02 to KCA 7.1.2.1.2 /05%. The evaluation considered degradation data of the active
substance isoxaflutole in soil under aerobic conditions of the laboratory from four studies following

6 Please note that KCA 7.1.2.1.1 /01 has been invalidated and thus excluded. For details, see KCA 7.1.1.1 /01.
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application of UL-*C-phenyl-labelled active substance to four different soils. For RPA 202248 theose

were amended by aerobic soil degradation data from a separate test (KCA 7.1.2.1.2 /06). @ ©©

A stepwise approach was made for the calculation of normalised half-lives in soil. The inifal stepo”

consisted of best fits to the measured data following the SFO kinetic model.dif case of u&@:epk@

fits according to the criteria set bi-phasic models, i.e. FOMC or DFOP were a@fnlied. N

The evaluation resulted in the SFO model to adequately describe the ﬁtg\gt%%measuredog@a foreg dazt\gﬂ@

sets. In a next step, values were normalised by compari@of study in@bation cond&ﬁ@ns &%fer@e @

conditions (20°C, pF2 moisture) with results summariée in Table 7@.1.1 -4, %@ Q§ §a C&é
@ S Q)

For use as modelling endpoints, overall mean @lised ha f—li%s \@e 18@ day@%r R%A@ 20@4%

when including data from the separate study &ith RP@AQ2O2@’(SC$;KCA%7@1.2.1%/06)\%3(1 lg@ays

for RPA 203328. S @ S

S @
5 (g .
Mean values for formation fractions were dne for@q\étabc@% RP@2022% an$0.96 f@RP@B@&
LS Sy S N

©
> O @ . S N & S
Table 7.1.2.1.2-4: Normalised laborato Tsp-values RP@’OZZ nd 20@% in ggrobic 59 in the
laboratory for use a(séglodelli@ inpitparanieters %envir ent@xpo asg&g@nents
Compound D 2] SRPA202248< 5 RPN 203328
Normalised (20°C, pF2)®0%50, range (days) | ‘07 164 = 449 Q.3 - 160
Mean (geometric) v o o 18.9%, - & 121

* Including a DT z(i@lue of 4.2 d@ﬁr@@CAg.ll.l @2 406 § @ y\t@
w & o & ¥ O« .
S v @ L @ateri@nd \ethods© & &\
Studies with theJpar I& sul@ance ‘oxafhutole $ s@ari@% un@g% Point CA 7.1.1.1. The
degradation we@dne@ally é\alu%gﬁ’ foll@ing &CU@uida&e with the software KinGUI,
version 2. The me48ured %lues@vere %ﬂ(en iqt ac@n‘c as@epo@ and thus treated as individual
replicatess All sets withi'thei ap Wel@ we@h‘[edall&@ﬁe concentration at time zero was
includédhin the param@er fitnisation withsthe inftial vatwe WQ@stimated by the model.
In cases where th @ioa&ive ré&ues\i@soi %\ere %}OW th%limit of detection (LOD) the respective
values were set 5 ‘é,\D fothe ey@ﬂm‘cio’& or tige pojats before or after which a value above LOD
was determ. Fob@me©@1dies\§6 LQQ\ Wa[,s\ Given itPthe original report. In these cases no values
were adde% > ©\ Q 9
In some@ es degraod@on p cts @t the pliqe\éksubstance were already detected at time zero. In
such %ZS s the respii@\le p%cent%s weadd@e\@) the parent values and the values for the metabolite
were Sét to zero. @@ @\ Q X
All radioactive @sidues in soi Were @ed f%e kinetic evaluation. For some of the studies performed
for very lon eriod@%?)f 0 orrgﬁear 0 data up to 120 days were used which is the maximum
recome@@on fi ab%@tory S@%ies according to OECD Guideline 307 (2002).

S e oS
SFO @netw@was @Iegl @%t due to its simplicity and its nearly exclusive use in environmental
ex@ne mg%iels. v N
In gen§ also the use of other kinetic model approaches is possible as proposed by FOCUS. The
evaluation thus considered also the model approaches first order multiple-compartment (FOMC),
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double first order in parallel (DFOP) and Hockey Stick (HS), in principle, following the scheme foor
identification of the appropriate kinetic model as proposed by FOCUS. @ ©©
N S
To check the parameters for their significance a single-sided t-test was us@ The prob&l@lity t
should be low or equal to zero as this probability can be assumed to be hi@’er the mor@%unceﬁ@m a
parameter is. In general, a value of 0.05 for the probability of t is cgg%kdered as g{@opori@ wi@f@
degradation parameters being regarded as significant at @level. @& é}’ N @Q @
o o & &
. N v
According to FOCUS, the DTso-values were normal#ed to stand@d refegence &t@lperat%e 28) alé%
soil moisture 100 % field capacity in order to o@ standard{ed m[@@para@ters@r pr%ictior@of
environmental concentrations. . @ i,;?\ o 6\ LR §
The degradation of isoxaflutole in aerobic so&esul‘@%) in preggmin .' nd &@:essiv}fo ation of
metabolites RPA 202248 and RPA 20332%Fr0}n@serv@lon ifhe cmg ofithe testS) it i@’aso@@fe
to assume a ‘linear’ pathway for their f@ati@o&ﬁ.e. %@@\com@lenék%em {@ne%&wce&sﬁively§
& & s @ s &S &S
@ 11. Results and %lis%éussgn ©@ @@ @@ \‘”\9@
Following application of the gérent %u%stan@@im@utol@% bic s@’l® thgyrearly exclusive and
successive formation of metaboli esﬁP @022@ and $A 2@%2& \v%s O%erved fitus supporting a
‘linear’ pathway under acgpbic t@lditi%&. Fotfiation racti%ns fc{g@let@lites%@re thus set to one
regarded as being suitgl}for éﬁgs as%ssme @Oé § “ RS §
Calculation of non- malis@ D‘Kf@?\ﬁvalu@ basc;@n SE@\best t@: & &\
. - Y O D e @ . .
For metabolites RPA 202248 Q?fd RPA” 20{338 the\klneté@val@on ofSsoil degradation tests using
the SFO appre@eh re@ed @ acce@ble to t@exp@men@dam fot all data sets. The results are

summarised in Tab@’7.1.2§17.2-5@51d Tgle 7.%%%.2-@@@ éw;\’

Normak@ DTso—VaI@OT % 202348 ang RP%)@’O?)?Q@'@ &
For the use in Virogmentaiﬁ mo@ngéﬁe egrad@on half-lives were normalised to
reference conditipns of 10 o ii%d capacity @egagding soil moisture and 20°C for the
temperature as@@umnéizeﬁnd@@’ ab@%abl@ll. (:2-7. The values of half-lives resulting

from norm@@atio@e sgsﬂmariged i&@able\@Q% =8 and Table 7.1.2.1.2-9.
AN Vo R & e
Table '@.1.2-5: Ngn%orm@sed D 50-V:®s faégmetabolite RPA 202248 in aerobic soil under

la@atm&cond%ns @}

SoiOrigin) 63 @\ Label pgyition DTso Model
@° A (days)

95/02, loam, 28°C (Sfdy 1 1 44.9 SFO

95/04, sandgNoam, 20°C (Stidy 2) & 10.4 SFO

95/05, clayloamQ0°C (Stady 23y 1 41.7 SFO

95/06 ~Ramy said, 20C (S ) 1 29.4 SFO

95/02 Moam, TB°C (Srudly 3%, 1 44.6 SFO

La@osit'@}: 1 = pHenyl @
Study 1; K€A 7.1.2.1.2 /02 and KCA 7.1.2.1.2 /03; Study 2: KCA 7.1.2.1.2 /04; Study 3: KCA 7.1.2.1.2 /05
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Table 7.1.2.1.2-6: Non-normalised DTso-values for metabolite RPA 203328 in aerobic soil under

laboratory conditions @° S
Soil (Origin) Label position DTso Modelég\ C‘§
(days) O @ &
95/02, loam, 20°C (Study 1) 1 210 P SF&
95/04, sandy loam, 20°C (Study 2) 1 >1000 SFO & s
95/05, clay loam, 20°C (Study 2) I j 35 o) . ZFO & 2
95/06, loamy sand, 20°C (Study 2) 1 U >1000,.8 %, SEQ N
95/02, loam, 10°C (Study 3) 1 104@ o> SEO  « é

Label position: 1 = phenyl NN o Q N &
2 Q S &
Study 1: KCA 7.1.2.1.2 /02 and KCA 7.1.2.1.2 /03; Stu : KCA 7.1. 2@2 /O%Study&, KCA7.1.2.18905 &
& S .Z YO @2 @

N\ L
Table 7.1.2.1.2-7: Correction factors for soil ten‘é@ratu@@nd @%tur%\:%nte %@6 ~ R
Soil (Origin) Incubation @y Inc@patmn@ \[{F 2 @rrec@’?act@%
tegpe aturés \istur@ %ﬁ%})ls}u© * % §
2> (°C) A% whY) (%ww) &
95/02, loam, 20°C (Study 1) Q 20y & 26% 2 52 M @ 1.000
95/04, sandy loam, 20°C (Study 2) & 2y 8713 s | oSN\23.19%Y | & 1,600
95/05, clay loam, 20°C (Study 2) R 220 ¢, | O350 O 6248 Iy Q667
95/06, loamy sand, 20°C (Study@ W20 [ 11T & 2898 2P o 0714
95/02, loam, 10°C (Study 3) .S q@b Y2696 @V 3552 Q" 0.387
* Values given in study report @ @ ° 2
** Calculated values accorn @ to F(QUS @%

Study 1: KCA71212/02and@A7@212/@§m§2 K(@Q 1g§12/04®tudy§<cmlz12/os
N

& T & & S S <
o 5o
Table 7.1.2.1.2-8: @ed 1%) atoag; ']%value@l aec sail for @etabolite RPA 202248 for
ea%odelhﬁg mﬂ&t paran@ ers Q%nvn'mﬁl &xpo& assessments

Soil (Origin) (S @&} %@ DTs0 DT@ @P{]* SChi’-@ror | t-test VA
Adaysh (days) | A%)

95/02, 1 20°C (Studyely o 444 149 & 149 T1.3 <2e-16 Good

95/04, &loam 20°0@Studyd)| 104 [~034407 Feo [V 147 <2e-16 Good

95/05, clay loam, 2038¥¢Study 2) [ 27.8 @ 925 [« 1.00 & 5.6 <2e-16 Very good

95/06, loamy sand, 20°C (Study 2)@° 219> 6077 9 1.0gy 13.5 8.20e-15 Good

95/02, loam, 10°C (Study3) ] 178 [ 374 & 160 17.0 <2e-16 Acceptable
O DO gw2 O3 | @ 5.1 1.4e-11 Good

Mean (geogtr\lrc)** [ A 18.9,R D i

Average Ry 2 @ @ j&d %y 1.00 |

* Geométric mean 0§8 days cﬁlcu@ed ﬁrs&%r so@ 02.
Study\l: KCA 7.1.2 /02@)KQA@7 1.2 @/O@udyz KCA 7.1.2.1.2 /04; Study 3: KCA 7.1.2.1.2 /05

* ffm = formation fraction. When @;n ad been o@mzed to 1 during evaluations, the data was refitted with
ffm=1; VA= Viual assessm Or aee tanf fit

#% Includes r@% fo& e KC 2.1.2/06.
& v
TN S
S &
&% O @ o
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Table 7.1.2.1.2-9: Normalised laboratory DTso-values in aerobic soil for metabolite RPA 203328 for

use as modelling input parameters in environmental exposure assessments @° 1(\6

Soil (Origin) DTso DToo ffm * | ChiZ- error t-test % v
(days) | (days) (%) & @° &

95/02, loam, 20°C (Study 1) 210 698 1.00 3.8 g2e-16 Excellerf®®
95/04, sandy loam, 20°C (Study 2)| 1000 1000 0.868 4.8 0.180 & Gogd ;
95/05, clay loam, 20°C (Study 2) 2.3 7.7 1.00 16.9 <2e-16 .| YAccefable &
95/06, loamy sand, 20°C (Study 2)| 1000 1000 0.56p 1945 0.5 %] Acceptables’| @,
95/02, loam, 10°C (Study 3) 40.3 134 Mo 48 <2e-1p” | Excellenj | &
Mean (geometric) 121 < O Ao Q @x ©
Average Q\I‘/ 096 | Q N O Y

* ffm = formation fraction. When ffm had been optim@q to 1 durmwaluaﬂ@s the deta &a@eﬁtt@wnh @
ffm = 1; VA = Visual assessment for acceptance of fit

Study 1: KCA 7.1.2.1.2 /02 and KCA 7.1.2.1.2 /o%%tud){)Kc&?l 242 /04 @ﬂdy g@QCA 7121 g%’s

@ @ Q
%H@onc ision 6 % . § ) §

SRS @ S
The evaluation according to FOC@ kg §E%tlc @dane@resu@d 1 Galu %‘ liyes of the
metabolites RPA 202248 and R@ 2033@ in a%rob% soil ’@ use s mo@ ng @ut @name‘[ers in
environmental risk assessmentsg, &@ @%} Q @ @
SFO was the appropriate @tlc rn%del@> derlvg@jnon%orma@%d wlues for the&Tm The non-
normalised half-lives wer%hen r%renc@or @sture@F 2) and t@peraf%@ (20&5°).
The values derived frontNaboratory tes E[@%oﬂs a@“rega%%l%d 1ta§and reliable for use
as modelling endpou@un e@on Rtal exg%sur@@ses&@entSQ G
The geometric meagof n rrnahs al ~ Yes way 20, @éys @r metabolite I%DA 202248 and 121 days

f bolite RRA 203328 N : & & @

or metabolite gk i . Q}\ N § §
S @@ © O «7 & @

CA 7.1.2. 1@3 Anaeroblc deg@adat%n ofithe ac@Ve S@bstal@

S @© @7 S N &
Report: IS ‘ 5 i - :1995;M-192288-01
Title: 7| RPA017Z2 Anagiebic AGuatic h@tabo;}i@m
Report No: 2 @ﬁ 6768 X NS

Document No; @ Q- 19@8 01 @ @ (o8

Guidelines: ¥ US;E@A (—@A) N, 162- @1982@ewanon not specified

GLP/GEPY
@ @
T ey
The qate of degr@an s c@ula‘t@w@ the respective study on route of degradation in
anacrobic soil (KCA 7181, 3/@) - &
SIS

The data 1 1rem§% hgeen%%ddre@ed under Point 7.1.1.2.1.4 of the Dossier submitted and
evaluatec@ﬁmthir@?e p]@ess @Ame@l inclusion as published in the corresponding Monograph of
RMS "F@Net@ an (Fet%@ry 1997) and its amendments.

Congguenergﬁ no.détailed description of this existing data in this update.

Wlthl@e evaluation it was concluded that isoxaflutole degraded rapidly in anaerobic soil in the
laboratory. The half-life was less than 2 hours (< 0.08 days).
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CA 7.1.2.1.4 Anaerobic degradation of metabolites, breakdown and reaction products

o

<
Report: I N . o0 -192288- 01% i
Title: RPA201772 Anaerobic Aquatic Metabolism N 7 ®)
Report No: R0O16760 (453 .
Document No: M-192288-01-1 S X o
Guidelines: USEPA (=EPA): N, 162-3 (1982);Deyjation not specified RN
GLP/GEP: yes N Q@ @@ PN ) %@
V' Q& O
SN R
O N9 é}

@

The data requirement had been addressed u omt 7. 12Ql 59 the@oss@ sulg%utted

evaluated within the process of Annex I 1ncks1on a@)pubh@d m@he co@spo Ing Nﬁ?nog@l of
RMS The Netherlands (February 1997) and 1®amer@meng\a Q@ @ @, é % <

@’

The evaluation revealed that the pathw@ﬁfor d@gradn o&@oxaf&%le Qer bic an§§in Qc?blc
conditions is the same to form RPA 2 248@nd RA 205834 aNnajo eta g Wl@ traces
of the benzoic acid RPA 203328& or 202, RR@ 205 ﬁ&@days and
131 days were calculated in the stay report. & @ &
It should be noted that RPA%@%&’)‘Q%&S ob@rved@t tra&@lev@ e. s1gn1ﬁc@<? léko w 5% AR, in

aerobic soil degradation. RPA 205834 showedimaxigpm values @occu@nce at very early time

points in the test (i.e. ZS@fter 625 d@ﬁ) t@&ndl@tmg ga,t thig ¢ mp@»nd @@ formed from ring-

opening of the active %bstan@ irectly.  © @ % @
Keeping in mind th Sast deé@ada@i of thg act1§ substanice un@er a@&)blc &Qndltlons and that there is

time between aj catn& and\bpol’&@ al \ﬂoodlrf@of tb_,!"ﬁel@ a fognation and occurrence of
RPA 205834 u@&r cc@ﬁwns%f the field ;%hlghly&unhke Mvergﬁe establishment of anaerobic
conditions re 1res@1 \@lablteen ‘For am@’lc adatigh of @he active substance during this
transition f@rlod N % @ é&%

In addig 1soxaﬂut(é§% ded £Qr use in cor@@her@aer@c conditions in soil do not occur for
long periods and 1y I@E on 1 ﬁ@ plqgscaleKMetab@tes formed under anaerobic conditions

will be degraded when the soilguns @k to @’roblc@ond@ons after a period of low oxygen content.
This will preyent ac@nulew@n O@etagiltes § the@l For these reasons aerobic degradation

studies on sp&pific adhaer ®m abohte egr tiongand reaction products in soil are not required.
FS @1

@ a7
Moreox@ tis a com@%n ob@vatlon that@ly ctural elements are converted being susceptible to
reduetion (i.e. nlt§gro ). It@ th @pre able that a conversion or transformation of other
structural elements like @’ose @p\iso fl ole@nd its residues is simply slowed-down, resulting in the
observed stal&@y %one@s obs@ved under the conditions of anaerobic soil testing.
This more eralﬁg ﬁ le conclu can be derived from information available when screening
Bayer- gl@@mal suly 1tted@s well as regulatory data published meanwhile in EFSA Conclusion
Repor,

p i@ @@ S §

& & T

&
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CA 7.1.2.2  Field studies .
CA 7.1.2.2.1 Soil dissipation studies N @§
Report: I I 096;M-234225-01 & 2?2
Title: RPA 201772: terrestrial field soil dissipation study S S N
Report No: C034014 ~ IR
Document No(s): Report includes Trial Nos.: = @) & ©
% o\ Q, '24\9
ARS53-94 ©) & N S N a
M-234225-01-1 Y 2 ¢ o 9
Guidelines: Deviation not specified & @) e [\Q N O
GLP/GEP: yes @ S Q 2 o
> (07@ ) é & @7%
Report: 2001;M-200086-01~, @y 2\ %,
Title: Isoxaflutole: Kinetic momg @@ysmfgﬁ}i Eu@%&an *csm@ﬂeld sott dissipation
sudy : G N S
Report No: C015653 S a @ % > Y & @
Document No: M-200916-01-1 & ¥ N © & .9 wn Y
Guidelines: Deviation not sk@iﬁe@:\ %@ o O« @% (L@\’ Q
GLP/GEP: no o® L& X o 8 & & .
N N
@ m@ \)Q QQ ° v
Report: | S 015@42&@4 01y O
Title: Deterlm@a ion @{t er fXE 05@7092 il after speayin AE 0540092 WP
20 in the field in Germany, United I{ggdom Eranca{\ rth)@aly and Spain
Report No: 10-Z02 © N Y 2
Document No(s): Réport ingludes Trial N L N
© eﬁ”@»27(@-010§©@ O « %QQ
S SO AN
S @’10 02y S S &
@ & 02-08" ©© ¢ @
N i.25020% \ : 9 @ <
@© ©\ 0-2762-05 N § R
(2 a O 10-2%02- 06& &° Q@ S @
& M-42856441 - L N %
Guidelings: €pmmigsivn Djgective 95/36/EC amending €ouncil Directive 91/414/EEC
@A nne@g I and 11, Fate and ®ehaviby in th@lnvironment), July 14, 1995;no0t specified
GLP/GEP: A yes&\ A @ S g N
N v ©
Report: 7 ] :1997M-234239-01
Title: Q@ q Ktorage stability in sotl erme Eur%ean terrestrial field soil dissipation isoxaflutole and
mefsbolites study B94/009¢,"
Report No=\ C0340218Y 5 © 9
Docume@ﬁo(s): . @poﬂ@cludes\ﬁlal @s ©\
q
S v M@BQ\\ 8| @ <
Guidelines: Dé%flatlp@not @pmﬁe@w
. <]
GLP/GEP: . xes @ Q
L & @
Yy O & 9
y S o
FF S
RS IS
@ é@@ R
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Report: - B 013 M-464592-01
Title: Kinetic modelling analysis of AE 0540092 and AE B197555 from a field soil resi@%tud@
conducted in Europe (Normalisation to 20degree and pF2) o <
Report No: VC/13/007A S S 0@
Document No: M-464592-01-1 7 RS
Guidelines: EU Council Directive 91/414/EEC, as amended by Comififission Direc@/e 95/§Q\7EC of
July 1995, Section 5, Point 7.1.1 and Commission Rega%ation (EC) Ng) 107@09 ofzl
October 2009;no0t applicable o 2 N0 D
GLP/GEP: no i @ €5 @ @ ¢
A o A S
Report: 2013;M-464899-01 S X N &
Title: Isoxaflutole: Kinetic modelli dpoint summary &’ & &
Report No: VC/13/007] & N 2 &
Document No: M-464899-01-1 % RS MIESEES %o
Guidelines: Commission Regulatioh{EC) N6 11072009 gf:21 er 2009;nat applicable
GLP/GEP: no &> @ Q %V a o &7 N
ELAIRON O
N &6 SN & x &

N NN )y N & S)
The data requirement had been add{@Qsed @der P\é?nt 7@2.&@% ngssieﬁmi@ﬂ andsevaluated

within the process of Annex I in@usio% as pyblishedjn th@&ni@»ndi@/{on@@h@f RMS The

Netherlands (February 1997§ itsoa\‘ﬁ%ndm@ts. @J@ &@ Q (& @© &
Consequently there is no detailed %script@ of tgis exi%ing da@@{n th\i@lpd@g. ©
5 O N W L &

D
° %) &) R @ X
Although all of the labor}tory %T 50—}%dues @e c@ve s@an e were fess th@he specified triggers
the study was perfona@w@\ﬁd duéd vatiable half-livee¥or ng;efﬁaboli@ RP&ZM?&S and RPA 203328 from
tests with the activ€Substance gle@ndi@n the ine@w nd @ethod@f calculation used.

A study had be@? ‘%%Q%re ﬁ@\rforged at@&%r li@ations@l th@U u\gﬂ@stigating the dissipation of

QS
isoxaflutole, @A 202748 afwl RPA@O?)&%@md[%@pra%@al cotior@of the field (KCA 7.1.2.2.1 /01)
followed b%ldnetic@lalys% of the data%(C A 1 2207 02)@ é’(;%

S Dl AN
@ . @ R e QL n, Q ,
The evaluation dun%% the Anngx I 1510n\process revgaled half-lives referenced to standard
conditions (20°C§ 2 m%istu for isoxaflugple, 202248 and RPA 203328 in soil under field
conditions at fodt si %in E @Ialf—\fi\\’fes were féund to range from 0.28 to 1.53 days for
o
(

isoxaflutole (a¥era 9)87 y$),Q @0.41 (gys O%PA 202248 (average: 8.71 days) and from
@reragy; ;% 5Q T0.41¢ %

15.1 to 56%5 days for RPA 20 ge:@.% days).
o\@ Q @ S N

KCA@ 1.2.2.1 /01 ad its\%‘k)ineti Val@on %@er KCA 7.1.2.2.1 /02 were submitted earlier within
the process of Annex | i@usié} Follc@ing &eview of these existing data against latest guidance in
kinetic evaluatién of f;leld a (]@A, 0), it was decided to perform a new study in order to
generate ro dat% r epddronmeéntal rigk assessments. The re-evaluation revealed, for example, that
there was & lack @Sam@@lg i@vals ®allow for a robust kinetic evaluation.

The nm@@leld@ta enera@mder KCA 7.1.2.2.1 /03 and evaluated under KCA 7.1.2.2.1 /04 and
KCA@T\.’I 2. /OSéés siperseded the existing field data and their evaluations. Finally, in order to
fu@ laté@ guidance aeﬁrding to EFSA (EFSA, 2013) laboratory and field data were evaluated to
derive@deling endpoints as input parameters for environmental risk assessments (KCA 7.1.2.2.1

/06).
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Report: I B 012 i-428564-01
Title: Determination of the residues of AE 0540092 in/on soil after spraying of AE 0540 °WP@
20 in the field in Germany, United Kindom, France (North), Italy and Spain . <
Report No: 10-2702 S S 0@
Document No(s): Report includes Trial Nos.: @\vj &w @Q
10-2702-01 g N
10-2702-02 AN S S o
10-2702-03 © g\y N é\y
10-2702-04 « @ & @ G
10-2702-05 Q oy & &
10-2702-06 & © v QS w
@ S Q)
M-428564-01-1 Q o & g & 9
Guidelines: Commission Directive 95/ amendin&Counc@ﬁirecer 91/434/EEG @
(Annexes I and 11, Fate and Behavjor in fbe¢ En%ronmé@t), Juip14, lw;nq‘ﬁeciﬁed
GLP/GEP: yes ff\\& @«? N &

%@«@f@/“@a%o
> @ K @@f&
@\\@%§% §@

Executive Summary & \ o N

v
The dissipation of RPA 202248 @505@092)@1 sofd wa.@mve§ate égﬁigﬁm can field
3 e of’ g/ﬁa onto bare

conditions after application of t nal

ormuf&ied test s stance
soil at the six sites, i.e. e@rma@, i%lted d@% (Northern

France), - (Germ@ﬁr) “ﬂtal{) and paln) Qhe sites were

representative for northerregnd scéﬁle eeoreg{6hs of Etrrope.
After spraying of 0.5 l&/ha%f the prody %‘@540@ WP% oﬁ%ﬁ) b s011 residues were
incorporated into th@ll diggetly after t atmen@ Es Zer0®011 sésnplek%&ere taken directly after
spraying and aften@ﬂ ingorporatipn. %nphng wntln@d u}ito 41@days post-application to a
maximum dept 100\0@1 % \ &\ @ @ §

After proces@ csampley by @mogé@satl%%, milting axt@ction these were analyzed for
residues O@PA 2(@’248 atid REA 203328 g H /MS/ S ection in the presence of stable-

1abeled@smal referet@’stan@d @7 . @ N K S

Quantifiable resid \of I%PA 2@48 %19 R% &9 Wer§detected in the top 30 cm of soil at all
test sites thus indiati low, obll@n gh&eour§of th@udy.

At the last s ahng@@eW&l@@%ld@@of i@\ 20%@18 in @il were less than the LOD of 1.5 pg/kg soil.
Metabolite RPA 203328 wis d@@ted C@%entratlons starting from 9.11 g/ha to 32.5 g/ha
within t st 70 day@fter tmerfty mdu&of RPA 203328 showed a decline below the LOD
of 1.5 ug/kg soil at@ siteg by DAT- 89 A“I@l 88. The results thus indicate the degradability and
tran&ent character%f thlg@ﬁetabg@e uﬂ@r th@ndmons of the field.

b

In terms of hes “me ed dﬁ théﬁdesmpation of RPA 202248 in the field can be described by
mono- as B s Wi e bi-phasic model DFOP to be the best fit for three test sites

, UK, and _, SP) while it was the SFO model for the
, D, and - D).

> X
other&txﬁfee %%
s@sﬂcal and visual fits values of dissipation half-lives for comparison with

O@e b@@s of best
trigge@dpoints were found to range from 8 to 40 days. The associated values for the DTy ranged
from 37 to 177 days.
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Based on the results a rapid degradation of RPA 202248 was demonstrated for a field situation at sites

representative for the northern and southern EU. ©©
@\ (g
I. Material and Methods @6 )
A. Materials w & @
1. Test Material: AE 0540092 &% § § @
o \v\g\ \O\ @ @
Chemical Code AE O@OO% (RPAi‘2248) @© § é\g@ ©&
Type of Formulation &20 (Wetta Powder) & « N @ @q}
Specification No. Joit 02000024‘%2 & Q ©\© 2 @Q}
. . . N R
Content of test item in formulation é& 2@@%} @j& @@7 @@ N % o
- SN
Batch Number S @9010\ 0873 o Q @7 )
A
g\? o o &6 &% \© é\g %, §
2. Trial Locations ©Q qix é\” & é\ﬂ O @
f@le t@?ploﬁd ng?lgmﬁcant

The sites were neither subjected t%@e rosiofi0nor f&ﬂoodfﬁg orgm-o

slope and were nearly free of stone ]?@em?g@f t 1al @% alosg? Wl@el $Al characteristics are
presented in more detail in T&@% 7.T2.2. 1% © AN @Q 2 @ é
LR P

The soil cultivation and o%ier ag%non@fg: actiggties @r maijatenaneg, of tﬁ@trla ts were conducted
according to local aglggultur@ract@@ﬁ Thése art Qo@lder@@ to !%Ve an §j@nce on the results

@’Pnaéb @caﬂc@%e sgdo waS@)repar@

and the outcome of ge study 0 hm a fine crumb structure.

§ 9O Q
NN O N T e
@©©\ &C&@'\&\ ©§@§
> & .0 0O « o
N 2 & O @
G 58 H T e &
S & & & o &\
&@ @O\Q% @%\ %\@
FUFSE e
5 & & & .~ S
QS L LS
@ O & .09 o . O @
M
S\ L 4+ 9 @
@’ o & @ &S
°\ Q @\
Q N S0
N %@Q@’Q@@
S @ﬂ&@\ O
@%
QNN
&§§©%©@
AN
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Table 7.1.2.2.1-1: Properties of the test sites and their soils
Trial No. 10-2702-01
Site: |
Designation/site , Germany,
Latiude .
Longitude _ 9 @
Country Germany Onited Kingdo@y NS
Ecoregion Northern EU S < PNorthern EUf Q R
Plot Size (m?) 225 Ql444. & 4 O |9
Site History 2008 Grasngé? ’ N W0 Sass O ¢ @
2009  Grass . @& |Wo pla@wprot@ion prdducts dised.
No plant p;&tectioq;@odu%&sed& A S ~
Distance from weather station 20 km S G @'| Atiyial locdtion. & < I
used for climatic measurements % O \@ N %}nshin@hours {Pkm @
{5\9 o : o 4 ng:t@m aygrages 43 km
z/éfltleorog)glcal conditions Ovedll Yes> %@ ° %Q Ov&@fl Yegy QS Q
pared to long-term average Ot & . & < @ S &
within normal levels (Yes/No) S S YN > & NS
Other details, if any X o 9 S o B O O S
Soil depth (cm) O], -309 |y 30950 © -3y [ 30-50
Surface soil texture (USDA) Logh Loam, ? | © Clay 2 Clay loam
Sand (%) H @ ‘0" 35 29 9 37
Silt (%) L 948 & & 48 26 & 24
Clay (%) S| g 171 O @ o« 45 39
pH (water) Q> Y N S50 O 1A w3 7.4
pH  (CaCl) &9 A BT VY Y 4a 72 72
CEC  (meg/100y . Q SN[ "SI N9 oy 323 26.4
Chalk (% Cag®) ) &, 03 <01 & | % 06 0.3
Organic carbdy (%) S . © [V 80 ¢ Vo8 g 19 0.8
Bulk density,(g/cm®)” G nd @y nd. o n.d. n.d.
WHC méx, pF 0.05 (g/1080) &7 &Q&b46 7 K : 7 59.6 57.7
WHC $E2 vol'®y O 323 =302, © 29.8 24.8
WHCpF25 (w0l > 4o 630 .| o« 2818 28.8 255
Initial soil moistu;e&\é/l(ggg) Q “Ssn.d. @ O hd. n.d. n.d.
n.d. = not determinéd NEECEE
o O .G O S &
NI R
¥ 9 K & e
= S & S
& SR S o
Ty
A T & O
N
WOV A
& S @
X Q
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Table 7.1.2.2.1-1: Properties of the test sites and their soils (continued)

Trial No. 10-2702-03 10-2702-04 @b
Site: )
Designation Trance,
Plot
Latitude ]
Longitude B
Country France X &rmany G D
Ecoregion Northern EU 2 SNorthern EUL Y9 &7 o é
Plot Size (qm?) 369 %@ é 225 S X \J@ o
Site History 2007  No cro X | 2098 Gr: & >
2008 No Cl@ N ?%Grg o o @
2009  Ne.crop o @6@3 ?No Rg@f pr@ion»@%ﬂucts&d
Use of Ro&up ﬂ@QﬁDin @97, S S
2008and 2009 5> 20 &0 © S S o
Distance from weather station used | 5 to 6@ KN N @ %‘[ tria@catmn N O
for climatic measurements S D < A N & &
Meteorological conditions Ox@rall Yeg X D %, | Oyerall Y,
compared to long-term average éj@ % o < § @ Q@a § @ ©
within normal levels (Yes/No) §/ery dry spr;ng\zmi\ Q\ @ O o
Other details, if any 1.2 2 & D - D O
Soil depth (cm) N 0—30 0 30=50 o 0-36> £ 30-50
Surface soil texture (USDA) Silidpam ¢ ilt loarky “ZSilt Igam Loam
Sand (%) 9 4 NETIRY C 15 21 2 37
Silt (%) S 762 o> ¥ w58 O 44
Clay (%) , Q'[9 19 TN [ 2D 19
pH (water) o TR @ N &4 Q 6&J 6.5
pH  (CaCh) & & . & o o’ 129 ap.4 6.2
CEC  (meg/l06%) ~°  « 32y 05 @] K124 123
Chalk (% Ca@Dy) O ~ [&° 0% 5,04 S 0.2 0.1
Organic carbot?’ (% ™ L 9] & 070 @ 1.3 0.4
Bulk densit§p(g/cm?) P Snd. O T ng, o n.d. n.d.
WHC pax @100@)° O | &7 549 8§09 A 54.2 46.5
WHC pE 2 vol%y o D @8 .. 37 31.9 26.3
WHCpF25 (&) & o .92 o [ X 278 23.4 20.2
Initial soil moist%\fg/l%g) Q91w nd Y <) n.d. n.d.
n.d. = not determined <X~ HYSRN N N
@ ot & .V o .0 @
NI R
= S & S
@7 °\@ Q @ N
Ty
S ¥ & O
N
WOV A
@ < Q & ©@
¢ & O
NN % S
@’ @@ N o
& & T e
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Table 7.1.2.2.1-1: Properties of the test sites and their soils (continued)

&S

Trial No. 10-2702-05
Site: -
Designation , Italy,

Az.
Latitude 45°21° 12.92°N O 41¢ 53' 15. 09”N§7 N @
Longitude 11°11'30.32”’E °44'23.657E° N &
Country Italy N D Spain v QD A & D
Ecoregion Southern EU Y Q| Southern£Y | < @
Plot Size (qm?) 720 A0 éﬁ@ Q O A @
Site History 2007  Wheat” “2006¢ Nogtop %"

&
NN N »‘-.&g, ~ RS
eat v < @ | Wgof exfletimerital fungiside

No plads%prote@bn Kcts usU. BYF 1882 SC@OO) 006 @1
%Lontr@Supeg;n 2006 @

&
Distance from weather station used | 1 @@m S @ R O AM\?&I t@
for climatic measurements Q\ @% &@ﬁshm urs %m
Meteorological conditions Overal@?es S NN a@? es Q w\?
compared to long-term average q © @ § q Q) S
within normal levels (Yes/No) @ | Spking to \@ﬁter g@ 0 we@veryQ& ©®
C lwet & @ | o
Other details, if any O & Qy > L, 2 &
Soil depth (cm) 2 @}5’ 3 < 30<50 Q305 30 — 50
Surface soil texture (ﬁSD,@% ,Sllty clagioams @ Epam o, Sandy logm Sandy loam
Sand (%) A 185 o] SN25 O & 34 59
Silt (%) F NIRRT 5@7n Y33 24
Clay (%) RN N NN D13 17
pH (water) © s\ N 6.1 6.0
pH (CaCl)y’ © © O «g7 2> C> 78 § ) 5.8 5.6
CEC  (meg/100g) ‘0’ A 14.6 oy 1387 8.2 9.9
Chalk (% ¢arbon) N N | @225 | B4 O 0.1 0.2
Organigllatbon (%) @” & | 12 & 0.7 © 0.7 0.3
Bulk density (g/cm?) SN L oapd. S o ndS n.d. n.d.
WHC max (gA90 g) ool 5620y |© 562 37.2 39.0
WHC pF 2 %) & | gy 336 A 289 18.8 153
WHC pF 2.5 g(vol%dt Y 1O 27 O] @255 15.7 13.5
Initial soil mofsture (&00&@ And. [y nd n.d. n.d.
Q < @
n.d. = not détermined § @%T—' ) %@
@ Q N
> N AL
B, Studydesign < .V & &
N udy design @ N ) §

1. ApplicationZAE 054009 ﬁ@ihe ce as the formulated product WP 20 at a rate of 0.5 kg
product/ha 300 kﬂ% SpIyIng §%£lut10@m spring (April to June) 2010. The rate was equivalent to a
nominal figl ap@w; %@ @1 00 g%Qst item/ha. The product was applied onto bare plots followed
by mecla 1cacor§;atlo%@to the soil directly after treatment. As part of agricultural maintenance
of thiﬁ%ld @?ﬁs th&emerging vegetation was either mulched by mechanical measurements or treated
W@ at herbicide Q@yphosate) to keep the plots free of plants. Details on application are
summ@ed in Table 7.1.2.2.1-2.
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Table 7.1.2.2.1-2: Data on the application equipment
Trial No. Device Nozzle Type Working No. of Pres@é éx@
Width (m) | Nozzles @r) QF
_, Knapsack-sprayer / Agrotop 03 1.5 ©®3 @7 &)
Germany spraying boom 110° 7] A i &
10-2702-01 VG 020292 SRS
, UK Knapsack sprayer / Teejet 3 %% 6 "o > ) S
10-2702-02 spraying boom Flat Fan 1@ @x % \\ @@
ENG SPRY1 S S| I
-, France Knapsack-sprayer / Teg§ i@? 9, §y § D
10-2702-03 spraying boom TIXR: 01 VS Q . &© < @
30, 9l S &
@ & @
11-137 ¢ X <
_, Germany | Knapsack-sprayer/ | % Agrg 3 %\5 élzzS hN @)j B
10-2702-04 spraying boom SIS 3 ©@’ ('S <\ .
R 2099 | R o 91L& &
| Knapsack- sprayeg/\ﬁ AlbusAVI -y @ O 8,
10-2702-05 spraying boon®y 18O 110@15 1102 Q  w. A@“Q & O
, Spain | Knapsack spr@ér/ Te@' AIXRY | @ 2 @Q Q74 @ % 2.6
10-2702-06 spraying §gom 110027 D @ @Q S %
a | eseAalio & O @ O
@ *”\9 K @ @ Q > @V %
Q

AN
2. Sampling and sample*”\progxssmg&am es wgte taken fo&@%nalﬁjs following zero (pre
incorporation), 0.1 (post 11@@0rp0r@10n)@§

188 days after treatrnent

I (UK) by 35

The sampling sp

samples. Samplipg wa erfoﬁmed
the‘zl%@r sa@hngmﬁ?ew@ya

taken by day @gro.

collect soikycores up to a m @nun&si
) or 100 cifis(afte
fo 10ng a total 0f§
untre %c ‘ﬁsols b

(20-22
By day zero and th

cores were sample@; 1O

The samples Were

processing f@anal}@s as

=
3. Irrig@n and

and\ﬁ“@urs of sunshine w@%rec&@ed by
tests. The data were brle@ 11{@
1ﬁca%‘*var1

s
demonstra&@ i Non§

and some

4. Worksdp
for p@ essi

ofshm

An@ddltl

63 DAT. 2
&dls‘m@ted \%domly ac@? thots
to aﬁg\pth c&t\lo cn@wt

-31

11, 13 15, 20-

sahng @%WK 1 wa

cke
w0

AT &@ro and 3

8

22,2631

S)

o

53.

=06,

-94, 119-126, 170-
s taken f@ll sites except [
~
AN
&for geggrating representative total
QQ oil @cer (© 50 mm) for samples
mn@r” (0 48-49.5 mm) was used to
ept@f 30%m (34 D@ 50 cm (13-15 DAT), 75 cm
T till stu

to 2& soil cores V&Ee taken per treated plot while 10 to 20

V@@’m Ei%ouftel@@)llection and stored frozen until further

o\

crlb\e?d und@gpom{{t@% >
§ g O
@tjher (%ta Weath. @

g ata@ air temperature, precipitation including irrigation,
e&@r stations located at each of the test sites during the
dedgn Tab@@ 1.2.2.1-1. Apart from temporary deviations for all sites

@ site h (Italy) during spring to winter 2010 the records
ns &fwea on site when being compared to their long-term averages.

e%)an Qnalytical procedure: After sampling the soil cores were stored frozen
nd apdlysis,, The frozen cores were cut into 10 cm segments with each segment being
th tho@e fro@ other cores for homogenization by milling.

ne
Sub -S (%s of 20 g of homogenised soil each were extracted by addition of 40 mL of an acidified
(form1c acid, 0.22 mL/L solvent) mixture of water/acetonitrile (1/4, v/v) and the agitation of the




B . Page 44 of 109
sayer) Bayer CropScience 2013-11-22
R

Document MCA: Section 7 Fate and behaviour in the environment
Isoxaflutole

resulting slurry in a microwave extractor. Fine particles of soil were removed by centrifugation of an
aliquot of 1.5 mL of the extract. @

the benzoic acid RPA 203328 (AE B197555) was performed by use of @LC-MS/M& cou

techniques and by their detection in MS via the Multiple Reaction Monitoring (MRM) méde. P@ltiak@

matrix effects were eliminated by addition of an 1nternal®andard solut@n contalmn%j% stable- sot(@e
labeled reference material of each analytical target after §traction. @ @@ Q\
The method reported as BCS Method No. 011987 had@een Vahdate investigations 1@ rar@&

soil matrices, a silt loam (-) and a sane@g loam ( ). The mags spec@bmeg@
detection used two MRM transitions for each®dpalyte inveshigated, @e. a ratio @ 358
quantification and m/z 358 — 64 for coffirmatién’ of ahnaly A 22487 A ‘transition m/z
267 — 159 (quantification) and m/z 267 — %3 @gnﬁrr@@}on)s usor tﬁ@’be%olc @ana@t@
RPA 203328. O ©©

The method was shown to be hnear® a r%e fr@n 0. 8&‘[0 1(@% \Vlth oci cogtelation
coefficients ranging from 0.9991 to@)%&%ver@g meﬁ@reco@hes 4thi of 70 to
110%. The LOQ of the method W@S ug/@ soil ahd % O@% @Jg/k ; J>
target investigated. w\g @ @ «
Studies investigating the st@e staﬁhty@ RPA @6224‘% anq&\2 3328 in fro@ soil had been
performed earlier with d@j'nls s@mar@ uI@r KCK 7.1.2 1@ in° Qle follpwing. The results
indicated stability of RPA 202248 andPRP 033@» residues 1n%’ozet§nl v at least 18 months.
RPA 202248 and RP 033§ wer&%%)t det@ted ntre»@ted c@trols@@ LOR).

The results obtaine terms of @nctlon@e nal@/kg of@let sogT) were converted into the
corresponding r@ e @ssed&%s g/he&by c%ns1der@ th@tua]&elgf the wet soil core and its

volume for de 1A@m 0 the a der@ ofxthe w§0ﬂ sathple. The actual bulk density
was multiplied withthe Cﬁncent(%tlon & n c poun@in \&@soﬂ and referred to one hectare
area for *h%) calculatl corr ndlr§ ra pe ctar&@js given in Table 7.1.2.2.1-3 and
Table ?@% 2.1-4 for RPA 2(@48 a§ @‘ble 7@2 2. 1*% to K@Ie 7.1.2.2.1-6 for RPA 203328.

N OV O
ulation dissipati ategs Folldwing OCL@Gmdamce the dissipation of residues of
RPA 202248 gnd @ und@ ﬁel@ondl@ns wid kinetically evaluated by use of the software
KinGUI (Ve@ 1.1) for a of @er §2ﬂ g@ @ standard set of kinetic models available. The
quality @s was aSS@ﬁed byawisual@speation an‘@acrlterla based on the error of chi? () and a t-test
for testing of mgm@nce %T he m{ual ccentrﬁ@on of RPA 202248 was included in the parameter
optuﬁfSatlon proceﬁ”ﬂre @ °\ Q §
@° &@ &
$ %% i @l}%ﬂlts and Discussion
A. Appltlon @hﬁ%@on @l rec@ery The use of non-radiolabelled test substance implies no
posmbfk@l forsthie d errm%@)n of a complete material balance of all components including those
ﬁg&gﬁN & -and yetatile products from mineralisation. However, it is not within the objectives of the

st&@y to @bhsh a ful@ute of degradation under field conditions. The focus must be therefore on

&

7 The method is detailed in report M-430249-01-1 (KCA 4.2.1 /01, Freitag & Oel, 2012).

Qb

N
Identification and quantitation of analytical targets, i.e. the test item RPA 202%8 (AE 054) and@j

@
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determination of the kinetics and thus rate of dissipation of residues as defined from route studies with
radiolabelled active substance in the laboratory. @ o
As some general point, it should be considered that, within the range of deviations obseryed, théy
overall rate of dissipation is hardly influenced by the actually measured coa@trations. Aﬁ rul
thumb and from observations made in laboratory testing such influence ma@be given @ deviations

9

starting with a factor of five or more for the initial concentration under a@g@ﬁ;ic conditiol®) &

X
@ @
Taking into account these aspects the measured initial méan concen@ions of RP@O2Q§ We@well é

to excellently in line with the nominal applicatio §ate of 10/ha. The VéﬁééS w detadled @

Table 7.1.2.2.1-3 and Table 7.1.2.2.1-4. Recoveﬁged from 70.0 gt itéavha atvite

- to 87.8 g/ha at site _ repr@ienting%z 0.0 t@ .S‘Xéﬁf th&@fen@app@&iﬁo% €.

The range of recoveries is regarded as accepfable in @obje@ves@the drdy wehen cm%idering

that concentrations of residues in soil arg %\%riab &in a\f@ld itim%by the@@nature ue nui@per
S

1
A
of parameters of influence and their as iateod%rrorS'@} & S N & & S

L N . o
- Applications are not cornple h({é‘@gen@s @\ Ko < @

O~ . @

- Potential influence from spay driftV’ °s % § @Q § %@9

- Following incorporatio&) into @hon@@eniz@n i@@hﬂg@&llle@g u@%r contitions of the
field. SRS ¥ @R . SIS

N <)
occurred at about
\%L 28 days

o,

&
>
The dissipation of morei%n 50‘9 of the actdal

15 days q I
T ) - ) Gtter weatmédt (Table 7.122.1-5 and Table 7.1.2.2.1-4),
,\ 248 %were dgtecte@ the%p 1%3@0 2 of soil for most sites thus

indicating a ééﬁ de@aﬁ&g
exception was the @glianssite wi%ﬁ SQ@ det in the 2% 30 cm soil layer starting from
DAT 3 t%%AT 28. A@@n, '§w w@ det@ts at or bg tlg%p 20 to 30 cm soil layer at later
ast dégra
o O & O K N

Residues of RPA;?OB% sh & im})m% alug of 2@ g metabolite/ha for site ||| 2t
DAD66, 238 g/ha for site [ at DAT-21, 9.81 g/ha

for site 75} -2@10.4 a f%g%ite
AT-29 (Taple 74K2.2.1-%and @ableo7\ﬁv:2.2.l—6). For all sites a decline of residues below
DAﬂiﬁ?SS at site _@§s for<RPA 2@24%§§\uantiﬁable residues of RPA 203328 were detected in
the top 10 to 20z m of soil thug 1ndi%@ing ﬁast degradation associated with low mobility in the course

and 14d
Quantifiable resi§ g
assotiated @\ith 1&% maebility ifivthe éourse of the study. The only
sampl@ntervals undrlini d@ion in@ ieldssituation).
@
™ ©)
DAT-62, 9.11@/ha fépsite
% at DAT-22 and 32.5 g/ha for site -
the LOD of 1.5 ugﬁ@soil as observed$or RP® 203328 starting from DAT-89 at site || to
of the study. $ %% R
& o
N
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Table 7.1.2.2.1-3: Residue data (g/ha) for the dissipation of RPA 202248 (AE 0540092) in soil under ﬁel@ @b
conditions for sites s and Q\
Q Za
[ T Germany) I () @&(Fm&; &
10-2702-01 10-2702-02 10-2702-03
DAT (days) | (g/ha) | (%)* | DAT (days) | (g/ha) (%)* | DATNays) [ (g8  [e(%)*% P
0** 73.1 73.1 0%+ 87.8 (9 878 & O** Sl 8L @
0.1 62.3 62.3 0.1 80.7 80.7 |~ 0.1 71397 W3 | &
3 45.9 45.9 4 524, 521 ¢ 3 L 4987 [0 O
7 524 524 7 W9 1.7 7 5 5
10 40.2 40.2 10 @84 484 " |22 9 Q | op89,. | 68>
15 27.1 27.1 14 ~Y75.9 39 - 14, R\ 45.6.° | 456
21 25.1 25.1 21 519" [.S374, QI oy 48 [ ™M18
29 30.1 30.1 31 Y 859 & 55@ o228 @] @28 <\ 228,
62 12.6 12.6 66 | @59 9 359 490 SIEFSIE
93 6.94 6.9 o4 252 Q2 o) 9D &, 3.87 89
120 4.85 4.9 Q6 699 1569 O «19 ot &8 'Ll
170 1.13 1.1 o180 @’3 1. V188 Q7| &O0D, -
353 <LOD - LS - @’ S O 358 [ SFLom?| -

DAT: days after treatment © NS O S
* Values refer to a nominal rate 0g e%t?ltem /@J @ &@ Q& &
** Initial concentration for samplg efore soil @)rpoitlon &@ .9 2 S

o 9 @ @ @ S § @ y\a@
Table 7.1.2.2.1-4: Residue\dat A %&2248 (&E 05 2) in soil under field
conditions for sites _& A S Q é& &\
[ T Gty - aealy) ¢’ F(Spain)
10-2702-04° N 270205 @ 10-2702-06
DAT (days) sQg/ha)S (%)* &T(@a%) %(g/ha) & (;/g% DAT(days) | (g/ha) (%)*
0** 7097 | *90.8 0 . [7276.58 )5 9 0 70.0 70.0
0.1. 2] 536 53.6 il © 843 | @843 @ 0.1 54.4 54.4
S 517, 9 518 | 73 A&7 64.8 3 45.4 45.4
7 556 | %5.6 787 839 39 7 40.8 40.8
11 509° | %504 07 Ay 604> | 60.6 10 27.7 27.7
14 632 N 63. M3 v, ] 648 [ ©O64.8 14 30.6 30.6
20 5.458A% 4589 | ¢y 22 | &3%53 g 553 21 15.6 15.6
26 D 37.85 | 373 J> 280 393 | 393 29 9.45 9.5
60 1.13 [ O1.1 g o 1.1 7.3 59 1.13 1.1
8997 | <toDéey -7 @Y% & T3 1.1 93 <LOD -
120v <L - 12> [<&LOD - 128 <LOD -
175 <D [ Sy [ 18 A <LOD - 178 <LOD -
363 <LOD @ - ¢ 360 Q] <LOD - 351 <LOD -
DAT: days after t@atment N Y
* Values ref‘i@ nom*&ﬁl ra IOngﬁest i eSha
** Initial co ntra@ for lestgefore @ncorporation
@ o O
<&

@ Q
N
SF e S
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& &
Table 7.1.2.2.1-5: Residue data (g/ha) for the dissipation of RPA 203328 (AE B197555) in soil un@r fieldy?
conditions for sites ) _)and - o @ S
p & oY
I (Germany) N < & (Franco) .
10-2702-01 10-2702-02 S 10270293 ¢ 2
DAT (days) (g/ha) DAT (days) /ha) @\XT(days) S (&ha) ©
0 <LOD 0 OD 2 0 P &rop, @ |«
0.1 <LOD 0.1 & <LOD q 0.1 AXLORS O
3 1.13 4 @ <LOoD A 3. © 42¥ )
7 5.74 7 %) <LOD 9 1 & 133 S
10 6.63 10 113> - ) 170
15 6.69 14 & 9" 458 w4 &7 s 145
21 11.6 21 © LY 2292 | 2921 & [« 238 R
29 19.5 3R v %34 R 28 O A2 o
62 227 56 2.1 P . ® 1378
93 13.1 IR @ 68 O] « 92 AN | A 685
120 9.08 A3126. RS O 11y @ 113
170 1.13 & 18 oDy, R 189 «<P.OD
353 <LOD R o o] O -8 P @8 O] "“.<LOD
. @ Ko ‘o’ @~ NS X7
DAT: days after treatment Q@ N - ¥« @Q S é
RN S o S N L9
Table 7.1.2.2.1-6: Res1due\§@ta (g/@l) forghe d atign of RPA 20 (AE@IW@% in soil under field
conditions for @s and %w\ﬁ S)
. = .
] (Cé&@any) v o I asity) SE 2 SN
102702804 & S 10270008 @ @ 10-2702-06
DAT (days) [c)” (wha) &« | DAT(day) [, (glha) @] DAT(days) (g/ha)
0 o3 ﬁOD(@ S 00 & Sobs [ o <LOD
0.1 7| @<%LOB, 0. .. 4 _SxLop? 9 o1 <LOD
3, D <IOD ~>EES V3im W 3 8.89
O L3 S &7 NN TS 7 15.5
1T o 4200 7 18 - FATRS 10 15.0
14 0°7.66> > 33 ] A 868 14 24.1
20 & 981 & O Ae22 v 21 21.8
26 o A4 O | ) 28 & I3 29 325
60 O OLI3T IS €37 2.3 59 24.3
89 <LOD 8?2 @ 113 93 4.69
128 40D A @120 | <LOD 128 1.13
175 SXLOD 183 D <LOD 178 <LOD
%363 <LOR)  fo@ 30 o <LOD 351 <LOD
DAT>days after treatment ©° ¢ S
S & Q&

@%

C. Kinetic@' di@i%%i@f lﬁiﬁ 202248 (AE 0540092) in soil: The kinetic evaluation of the
dissipation of R@ZO in $oil under field conditions resulted in best fits represented by the bi-
phasic q@@del @OP %)r th ites. For the other three sites SFO was determined to be the best fit to
the né?’sur ta a§it is stammarized in Table 7.1.2.2.1-7.

A@ frop@isual asses@ent the chi*-scaled error ‘quantifies’ the quality of fit. For best fits its values
range@m 7 to 15% to result dissipation half-lives ranging from 8.2 to 40 days. The associated
values for the DTy were 37 to 177 days. These values may be compared with trigger endpoints in
environmental exposure assessments.




8 . Page 48 of 109
sayer) Bayer CropScience 2013-11-22
R

Document MCA: Section 7 Fate and behaviour in the environment

Isoxaflutole
Table 7.1.2.2.1-7: Non-normalised half-lives from kinetic analysis of dissipation data of RPA 2@%48@6
(AE 0540092) in the field for comparison with trigger endpoints N Q\ v
Q o
Location and Kinetic Model DTso DToo Visu Ecror @
Trial No. (days) (days) Assessment * dor Chix
, SFO 17 58 © O 1%y . P
Germany DFOP 14 31 &+ a ™ Q
10-2702-01 FOMC 14 115 N O o Y &@
UK SFO 50 4 165 O o INAESHER S
10-2702-02 DFOP 40 Y 1717 & o O 187 @
FOMC 48 QY 175 D0 Q B 16 o
-, France SFO 21Y 609 | °N Q- N W\/IS <
10-2702-03 DFOP K1 S 0 oS
FOMC 1w gl 4 o W @
B Gomany SFO =) 29°0" [ Yo7 I S S £ @
10-2702-04 DFOP < 9 979 [« .07 & 17$
FOMC O] 99 .7 990 O «0 g | &
1 SFO O° & 289 | .92 o .S 08 19 @;z
10-2702-05 DFQR> U 28 27y | O oy & w13
FOMC 9 7 &7 9O o~ & o 12
Ly e o i s S A Y
10-2702-06 “DFOP o> 8 NERNERCET 7
@ FOME N 740 NN 9 11
Best fits from overall evalﬁﬂtlor%;"e marked § @ NS
* Evaluation of fits as %@d (+)@ 1un@)) or ( )@@ \ S & o\@
@ @ S §f Q S
& ENIRS A @
@ ©\ O o Qk Co&qﬁsmé@ & %@@

There was n@ndl n fo@a mg@ﬁcaﬂkmov@ent @r s ofRPA 202248 and its metabolite
RPA 203328 into ayers belo@he top 30@11 of ®oil. @he 1r@ip0rat10n into 5011. directly after
treatmepNissured the €xclu of fosses by no ®0t10‘®gra@ilon factors at the soil surface. The
biotic character of degrad h@n ofngA 2@48 g’m R§ 203&%8 in soil was indicated by the results of
laboratory 1nvestk@ on ta e\was r@mma ue @ application to bare soil and by keeping
plots free of e atlo ’3 th urs&)@’ the’@ﬁudy N @

Residues of\RPA 2@3 @ soil were below O%of 1.5 pg/kg soil at all sites by DAT-353 (.
%}, DAT-ISOW,O 5AT-18¢ (. A5 (HED. pAT-90 (i
) i DATO3 ). T &

As @wRPA 202248, qua able@’md S Sof R@ 203328 were detected in the top 10 to 20 cm of soil.

Maximum Valu%f%of RP 20%@8 wgte det&@ed within the first 70 days after treatment starting from

9.11 g/ha t g/@)%Th 1d %&how@ a decline below the LOD of 1.5 pg/kg soil at all sites by
DAT-89 to\é?éAT@SS re%lts 1ated the degradability and thus transient character of this

metaboh@%nd@%ondlﬁﬁns @ie ﬁeld
@ % @

In %@15 o@?&st ﬁ@’to lgasured data the dissipation of RPA 202248 in the field can be described by
mono- ) as well as bi-phasic kinetics with the bi-phasic model DFOP to be the best fit for three

sites (| , D, _, UK, and _, SP) while it was the SFO model
for the other three sites (-, F, _, D, and -, D).
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On the basis of best statistical and visual fit values of dissipation half-lives for comparison with t@ger o

endpoints were found to range from 8 to 40 days. The associated values for the DTy ranged @m 37§
to 177 days. IS & ©®
Based on the results a rapid degradation of RPA 202248 was demonstrated £8F a field sﬁ@tlon atsites
representative for the northern and southern EU. &% . . @ \;45@
o & g}\ NG
The kinetic evaluation of field dissipation data was& performed se@ately for }4\}9@ dete \;@ ma@:m of &
endpoints for use as modelling input parameters (K@ 7.1.2.2.1 /%9 &© R @© @g}

S &
D - @ R \© & @

Storage stability of isoxaflutole residues in s011

Report: X; :1997; 1@\?234%%?01 &U o S
Title: Storage stability in soily from‘@e Eur§gean téreestrial field @1 dlssﬁ@tlon aﬂu@%

and metabolites stu@?ﬂP%{Qm S [ &% . % @ @
Report No: C034021 @ @ RENYEERNE- S
Document No(s): Report 1nclude§fslal E{E S 7o) © @

L S

M-234239- g 6o O & O o O N
Guidelines: DeviatiofZnot §[§~°eeiﬁed CHEINEREN SEREN
GLP/GEP: yes N O o ©

N © @@\ (03 SN &
D
& O @© @ Q

The storage stability of t actlég subgtance @oxaf@le §<1nd 1t§o\ﬁmet@ites RPA 202248,
RPA 203328 and RP@QOS u T re§r st%?ge co@mo@as u&%l for samples from field
trials was assesse ©© @@ @

> N
Untreated soil @%m f@’ European t s1t@v % (R, Germany (D) and -
-(UK) of ﬁel@Jlessrpatlon study v%%s %ﬁ@ for €is stdrage %@blhty study. Soil samples were
fortified @@c@q with 50 pg/kg af acti ubst ce oxaﬂ @ 202248, RPA 203328 and RPA
20583 @ @g g@ @ @ @

Soil samples Wer§nalyse% b@ 0 ag?aft , 6,@ 126% 18 months of storage in the freezer at

<-18°C. 2 > . % S
RS S @
Soil sample“@were@mal&d Q\the ur @lytlc@ targets according to method AR 106-94%.
at

Identlf:@n and quanti anal%cal tgfgets was performed by reversed phase high

performance liquid chr mato@aphy (HPI& uS@UV detection at 270 nm or 300 nm with a limit of
@ D

qua{’&@atlon (LOQyot'5 ;@g so@’ Q&

The mean recgyery during Q%lys@ of the samples was 101 to 104% for the active substance
isoxaﬂutole§ 7 %Ey ea to. 97% for RPA 202248 (n = 6), 99 to 83 to 103% for RPA
203328 ( @g 93 19 Oo%for RPA 205834 (n = 6). Consequently, an average of clearly more
than 7Q% of t m1t1aﬁ§1 forgfied amount was recovered from the stored samples for all sampling
1nter&§l\s and@x al]@lent@naly‘ucal targets.

ounts
Tl@reco@ed amounts four soils after 18 months (approx. 540 days) of storage in a freezer ranged
from @o 105% for the active substance isoxaflutole, 89 to 100% for RPA 202248, 71 to 106% for

8 The analytical method has been submitted in the existing dossier and evaluated during the process of Annex [
inclusion (see KCA 4.1.2, doc. M-201587-01-1).
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RPA 203328 and 85 to 103% for RPA 205834. The results are summarized in Table 7.1.2.2.1-8 to

Table 7.1.2.2.1-11. & @b
Table 7.1.2.2.1-8: Recoveries of active substance isoxaflutole in soil after frozen stor@ Q\ v
Soil Month Recovery Overall mean L &@ @
<
[%] recovery [%] v S N
(I 0 101* %% O @)@ 2
3 108 ©) & S N
& @ ¢ S L@
6 o8 104 Q o N s S
9 104 @} O S R ©© K©
12 105 S . Q) @
18 105 A@% q @@ @ S % >
| @ 0 110* BRI NN N
3 101 CEERS I O S e
D @ X v @y
6 99 v O &S %
9 5. P @ KR s 9O & g
S O D D L0
2 TN SR ©§
18 R 5 o & S
Germany (D) 0 L Q04* 25 o\\\f %, Tl O S @ ©
3 o 107 S (OO IR
o O & 19 9 O
T N
9 &1 N0F & 2% S
12 « 105 ¢ & ~ &)
186 [O 98> §@ v @ <2
[ O 0 109* SN 6@ @K « % @@
S5l 9 & Sfls o
@ 6, NSRS ]@ o |9 5
e i G
O x2S el ] & N § w,
D18 0 OB N O @
*M lygs of @El s
ean Vat@o two replicat %@’@ % @ 03 ‘27\7
Table 7,%{%2 1-9: Recog@ies o@A 202248 in soil a;‘;@ froze@stor@
Soil onth 7 |«Recov ‘Overall me
N ST el [
I & 7 o & &
@l Q% | 0¥l © @
Q 1O a¢ ST10A @i@\ %
122 D e ¢ @
’ a8 o] @9 A .V
(F) N N 995 os@
DR K
R
9 4 @28 < 99
< W2 @ | 01 Q
Q I8 [Ty 104y,
Germany (R)° A © B
& @ 6 @v 85
RS FSER 87 92
S 0 I 1a 96
7 8 91
(UK) 0 102*
6 106 93
9 91*
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Table 7.1.2.2.1-10: Recoveries of RPA 203328 in soil after frozen storage g N
Soil Month Recovery Overall mean % @Q X o
[%] recovery? > ¥ 2
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Conclusion

The storage stability of the analytical targets isoxaflutole active substance and its potential resjd& ng
soil, RPA 202248, RPA 203328 and RPA 205834, under frozen conditions has©been demons@@ed fofl”

S)

a maximum storage time of 18 months. QS &

@ &
e N SRS
inetic evaluation of field soil dissipation study KCA 7.1.2.2.1 /03 % Q ¢ %
R N o v
& AN
Report: q; :20Y3:M-464592-pF O O
Title: Kinetic modelling analysis of AE 540092 and AEPB197555 fro%ﬁjﬁel il ree stud®
conducted in Europe (Normalisa#n to 20degrqg§and pF2) | S @ @
Report No: VC/13/007A ) 9 o A&
Document No: M-464592-01-1 & NN 2
Guidelines: EU Council Directive 9%14/EE@: as andended by Cmg%iss' iréetive 95/36/EC of
July 1995, Section 5, Pdint 7.&@and @mmi@n ]@lati ECxNo 11%2009 of 21
October 2009;not aplicabley: @ K a Q &L N
GLP/GEP: no B S D S O

a. P = §
ESI
Executive Summary & AN Y § > S %

A kinetic evaluation was conduc foegresidyde dat of me@olit&@@ &22 AE ‘0540092) and
RPA 203328 originating from@@field\%ssi%@;l stdy co&%cte@@ six Europe@ siteééKCA 7.1.2.2.1
/03) to derive modeling enaﬁoint&for o'in eflyirongental &xposare asse§sments. The evaluations
were performed accordix@%b FO@J S kig ti§dan@ With@r@ softyare t@ Kin&ui, version 2.
Residue data of RP%2022@% andeRPA 33%}%ege@imeﬁsgep ref?r%n{)ce@for temperature and
moisture (20°C, pF oistu@ t@@Sult @nor@se(@ues f@r th@Tso.Qﬁe calculations included
daily soil temp ure@%nd o@stu@ co&tents LA suped sby th&model FOCUS PEARL,
version 4.4.4. no@alisati&n ofidaily v@tber @a fol c«Q us& the Arrhenius approach for
temperature c@rect}@ (Q§%@~ 2.58§®and the Waﬁéeﬁr eq@lon for moigure correction (B-factor of 0.7).

N gy < ré@? > e ® . . .

The ev&i@tlon result%fn m@e fi -order%(SF%%odegﬁtsoe@ applied to the time-step normalised
data sets of RPA @248@?& RPA 20 fgiﬂ\ﬁve dest site§ With the only exception for site -

B - ollowingﬁe us%of al@ver%&bc@&ick%s proach to RPA 202248 data, this model
was found to @scrib@ e @atiprﬁbest @ site . The fits were evaluated on the basis of
detailed statistical a%aly@inc ‘as @ual @}essn@at, chi’-error statistics, significance t-test and

correlat@nalysis. O%imis oféfs to, @@asp data was performed by use of bi-phasic kinetic

he results gte summarized in T 7.1@.1—12.
§ ] é@Q N

models.
Ao

The\overall geometric nféan &@nali@fd (2&@, pF2 moisture) half-life in the field was 15.5 days for
RPA 202248 @ 11,4 days RPA20335R
N v @

Yy O & 09
Table 7@.2-1@%0rn@ised °C, pF2 moisture) field DTso-values for RPA 202248 and RPA 203328 in
%, &%il f?(%se asspodelling input parameters in environmental exposure assessments
Pargmeter ‘07 ¢ RPA 202248 RPA 203328
Q D;@V, range (days) 10.2-29.8 2.0-433
@au (geometric) DTs (days) 15.5 11.4
Formation fraction from RPA 202248 - 0.92
(average)
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& S
1. Material and Methods o N

)
Residue data were pre-processed by setting values between LOD (1.5 ug/kr single a&@ﬁlte)

LOQ (LOQ = 5.0 pg/kg) to the measured values. Values < LOD were set t0®.5 LOD, inxgases ‘where
one sampling date earlier or later the residue at the same depth had b&% >LOD, or @ at tho sangg@
sampling date the residue in the soil layer above had b LOD. Th@lrve was ¢ ?f aﬁg}the @t @
non-detect (< LOD), if no later value > LOQ followeg{ At day zero,@ues being g@OD@@Qche @eper é
soil layers were set to zero. @ Q& . &© @© @g}
Actual values for residues of RPA 203328 We@nver‘ted t&parenmpo@d e@fvale%ts pri@to
further data processing. . @ i,;?\ Q 6\ AN
Daily values of soil temperature and moistué%verrivg(ﬁ?ror@daily @%’a‘che(@ata on\pre ipitation,
irrigation, maximum and minimum air t%lpeora@%ae, higniditySor Vap%r @ssure,@win eea
global solar radiation by simulation Wil;g\\the s@varC@)PEA@%. Tg@use §£ the model @ured
a

° v
that the mass balance is correct and me@}ingfwﬂ s0il ra@@val@@ are@m ing> Withi3ainfall
and potential evapotranspiration b&l@g th ain@%vin

orceigﬁr s@iﬁpor&@va‘te@ w ;55@6 can be
measured or calculated with adeq@te p@cisior@respe@ively@ A o K R
roa@%consi red @tualxndis in % field fro study weather
data in combination with th%vmo%l use@r ev@uati% to resylt ina Corragfion for the degradation
kinetics in ever changing\@tdoogond@fﬁns ap&roach é@ulteﬁ de@}dati rates and half-lives
at reference conditio&s to @rea@y trags errg@too dther elimatic %ﬁonodi@ns (FOCUS, 2000).
Normalisation was orme@’by@ of agk) .58 >erage@ctiv$%n e@?gy of 65,400 J/Mol) for
temperature and -fact@sof 0\7% th@ al]&er equatipn fooistlge corrggtion.
Following time<§tep alistion &f resi datag:ﬁl priﬁéple r '@cic models could be applied
for fitting, i.e@’lmp rst;gg@er (S@)), ﬁ%st—ord@}ﬁmul e-c artnggnt (FOMC, Gustafson-Holden),
hockey-sticl (HS) and %uble-g{ﬁ c@in pasallel (BFOP), o>
The idesification of @app riat metic%mod@ dqi@b? @b field residue data was based on the
three major crlterual kﬁspectégp, toh\e&leéj @4112_%1§0r ¢ anghthe significance t-test.
Following the @p@groa@y E US@ u%f S§is pgﬁerred as the first step of evaluation. In case
of its visual-4gceptability, @@C’hiz-éﬁsor 3ot si%xiﬁcar@ exceeding 15% and low values for the t-test,

AN
no bi-phasiy models were'to b@ted@% %) @

The time step normalisation.

< R
@QD Q N &@ )
\‘”\, £ @@ @\@ Iesu@%&and Discussion

The applicatiorof the gimp 1rstﬁ@er (%O) model resulted in acceptable fits to measured data for
RPA 202248Jor all sites the ‘excepiggn for site _ The use of the SFO model resulted in
acceptabts feta@ite @@A 20?:@8 in all cases.

With g@:omed %:-SFQ@&pproach for RPA 202248 and RPA 203328 failing acceptance criteria
for the. fitting to measured data was optimized by applying a simulated lag-phase
W@ﬁin asQinverse Hockey-Stick (HS) kinetic model for RPA 202248 and the SFO model for RPA
20332@9&1&1.

Optimized fits were thus obtained for the combined modeling from use of an ‘all-SFO’ approach for
five sites and the combination of a bi-phasic approach (HS model) for RPA 202248 with the SFO
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model for site - The results are summarized in Table 7.1.2.2.1-13 for RPA 20248 and

Table 7.1.2.2.1-14 for RPA 203328, & &
D
Table 7.1.2.2.1-13: Kinetic modeling parameters derived for RPA 202248 from I@d data after@e-s e[f@j
normalisation to reference conditions (20°C, pF2 moisture) @5@ & IS
Site Kinetic DT50 fiela DToo field Chi’* error R Y t-test § \%@ 2
model (days) (days) (%) = ° .
SFO 15.6 519 o 216 @ | <0.00Fv| <Good | @
® < N4 S
SFO 29.8 99. k_ 170" 0.0 7 Godd S
@ N Q O
SFO 15.2 50% WO ¢ | £0.001< Gdod &
HS 10.2 Q6.1 N 185 @ | 20001V | Aeceptati@
SFO 17.5 w S8k | 163 Y <0001 | _“Excellent
SFO 11.2 O 3 v 431 D 00l , | Excellent
Mean (geometric) 15.5 (%) Q ~ N Q L A
VA = Visual assessment for acceptance of fg\ﬁ UO \\ N > &% QO w §

@ N

A N v
SIS ) &
Table 7.1.2.2.1-14: Kinetic modeling&@ran@rs d@ed for RPQ@%@ 0@ eld § agtfj@ time-step
oL » o .
normalisation to r@reng> condl%ons (Z&C, pFQh 01it o & N

I
- T °O % Y ) S
Site Kinetic @Tsm@%ﬁ DTooiela @fm & C (;Z) error @est S VA
model (days) | SQays), < %) ©
D SFQ.. | @96 19842 1.000 170 20.06) | Very good

UK| SFQ~ | 137 @ 45% | f0645¢° I®5 o} <GBl | Acceptable
SFO PN 14%H | D6 H 08330 2239, . 6007 Good
~ASFO 0] 29y [ 6.6 1800 | ¥ 1.89° [£=0.001 Excellent

&7 SFQ G4 1477 [ &0 [ 94 1 <0.001 Very good
LESP Sl 433 1240 P T000NT @80 O <0.001 Acceptable

Mean (geometi O | 1k @ N
Average M EEN N 9D g O ©
* ffm = form@tion fraction@\/ hen E@ﬁhad n optidnized to°1 dur@dg evaligntions, the data was refitted with
ffm =1 s O L Q S
VA = \%Jal assessm @or m@ta% of ﬁt@ Q° o\© (&% g\
¥ & . %,
N S @ ©

9 & @ > @©
o oY & ¢ QL Conclusion
SRS IR O . .
Following &OCUS kmet@gu @ce t%@geo@nc @an referenced (20°C, pF2 moisture) half-lives
(DTso, for the Odégrada@ of @PA@Ozm\g%and RPA 203328 under field conditions were
calcuyl\\;}ited to 15.5 @s d 11%dayespe§@zely. For the formation of RPA 203328 from its
predecessor metabolite @A %@2248,@n @Tage value for the formation fraction of 0.92 was
calculated.  @° N Q@ S

&

The values &reg%%ﬁd uitabile en@oints for use in modelling of residues of RPA 202248 and

RPA 203 (3@% in @}@MOH@I)@M% S&posu?@assessments.
S o ©

S G

& TR

&
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& &

S
& & @
Overall summary of rate of degradation in aerobic soil for use as mode@’ng input @ram ter in
environemental risk asssessments . & ©
© < 7 NS
\V, % < NS @ @
Report: %@@gﬁpﬁ&M—%%%@l o S s o
Title: Isoxaflutole: Kinetic modelling oint summagy Q) R © N
Report No: VC/13/007] AN R SN & S
Document No: M-464899-01-1 ool @ X O ¢ 9
Guidelines: Commission Regulation (EC) Ngo 10107/;{@3 of&FOctot@i' 200@\10t qp%licahle
GLP/GEP: no Q@ & & @ >
o Q O L &

™ D T & @

e report summarized the kinetic eval ﬁﬁons\“&aer% soilgdegra ﬁ%on d@ad from studies peé§m ed
under laboratory and field conditions {# ter%%wf ﬁhah&% (20°@ pF@}lalf {ves a@?thel egToo
under KCA 7.1.2.1.1 /07, KCA 7.1Q.1. %8 and@c A, 2 2@’ /0 eﬁat waseperformed
according to EFSA Guidance fé® the_ active ubsta@g,e 1sﬂut(@ an eta@tes @A 202248
(AE 0540092) and RPA 203323 (A&%l%@S) %@resul opr1a De@o VQUCS for use as
modelling endpoint in env1r@e@me%<11 risk @ess&ents @ @@

For the active substance %oxa&gtole a geomelric “\» n@a ed Deg‘&o of %days was calculated
on the basis of labor®'ry daga’ an the@bsen :§ ﬁg\\lﬁ%l> dataéh %iue v@s regarded as acceptable
for use in modelhr@vah@tlons ©) >
For metabolite ]@ @%@48 aggeo etrlc Il%}l no@allse$e§ of @ days was calculated on the
basis of ﬁeld@ta abl€yFor compatison W%h labatatory alpha factor of 0.25 was used.
The evalu%on sho@;ed thait the&' Tes%onﬁg,ed thap ﬁeld stud showed a shorter DegT50 than
laborat(@studles g}g % @ Q @

For metabolite RP ﬁ332§%ge&metrlb®ean Q@mahsed D g?50 of 11.4 days was calculated on the
basis of field datayy allabﬁ% omparlson@lth 1@ ratQry data an alpha factor of 0.25 was used.
Again, the evalu%ﬁon at th %fesat\%nﬁn@%d th ield studies showed a shorter DegT50 than
laboratory s@es @©

@
The overa%results are su@nar 1n @le 7@?2 @%
& o 9 °

" - . -
Table&7 1.2.2.1-15: -§umm, of l@an (20°C, pF2 moisture) DegTso-values for isoxaflutole,
RPA 20 n@lPA 2 328 use as modeling endpoints

Compo l@@ % T @ Q Formation fraction (ffm)
50 )
& a2 dayg}v Q (')
[soxaflutdlé @ 087 -
RPA 202248 9 | & 185 1.00 from isoxaflutole
RPA303328@ |y o Y1.4 1.00 from RPA 202248
P g

&
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& &
N >
o @® &)
& ©.8
CA 7.1.2.2.2 Soil accumulation studies § @@\ 2
The data requirement was addressed under Point 7.1.1¢%3 of the Dossier submitt@;@“an ‘%s/alu@

@

within the process of Annex I inclusion as published i%he corresing Mono@ph § &e &
Netherlands (February 1997) and its amendments. @} Q& é\ﬂ Q @§ @Q}
- A
| & P QO

The evaluation revealed that the values for the¥Tqg of 1so@7]uto§@fro abordtory a&g@ﬁelsts
performed were all significantly less than og& yea@us @% n%\:ﬁidicn fo@ccurﬁﬁlation%éf the

. . . . < @ @' (g
active substance in the soil environment. % Q%%” @ Q ’

N

@éﬁ O\\\ PR &% \;\© & & 4

1 . SN

CA7.13 Adsorption and d@@)rpg&n in @ml § @ @

CA 7.1.3.1 Adsorption ant@esor;@on > NS

CA 7.1.3.1.1 Adsorption demf?pti(@@’)of @ acti@%su anc@© @©
e 5

So A
Report: d, X X : } N
$993:M-065963203; Amlended200404-08 7w, SO
Title: %{J4C]— A 201722 rpt@éeso@ﬁjon t@md frg%n foupiﬁ and an aquatic sediment
oS AddeHdumesport @ T & RN
Report No: Q7 M=065963-63-1 N s Y9 @
Document No: &Y | M065963°03-1 SN S @ X
Guidelines: O BPA, Subdivisien N, 163-1;Deviatipn not sgecified
GLP/GEP: "~ @l yes S 9 S © @
AR
N o O Q = O

The adsorption oﬁ\\%ﬁ active su‘tgmnce &xaﬂiﬁole to soil @ investigated under conditions of the
laboratory in: @@Q AN @ @7%\ %@’ S S
SMEN) ~ LS
Q L9 o @ .
o four so’t@@and@ s@fen Ender\g%nd rd copditions of batch equilibrium tests following
]

application of phenyl*UL-'4Crlab actizsg substance (KCA 7.1.3.1.1 /01).
pplication of pheny UL {GHlabelgt actiyg’subs
9

The data requireme&%had een address nde@soint 7.1.2.1 of the Dossier submitted and evaluated
Witlﬁ?the processt%f A@x IinclusidR as @lished in the corresponding Monograph of RMS The
Netherlands (Febfuary 1997)and i enginents.

Consequen‘@here\iﬁxﬁo @1% &escri@on of this existing data in this update.

O O & 9 | |

The ev, tlo§@'lthm e A@X I inclusion process revealed that the active substance isoxaflutole
was eratély ad@)ed @0& Values for the adsorption K oc ranged ranged from 93 to 136 mL/g
w@val for @éun@h coefficients 1/n were from 0.90 to 1.00 when excluding the sediment.
Fol owé@he DAR the corresponding Krom ranged ranged from 54 to 79 mL/g.

Re-calculation of adsorption to soil data for the active substance:
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However, it was found later that values of Kr, Kroc and 1/n had not been calculated correctly due to
non-consideration of interstitial water remaining in the soil after centrifugation at each adsorptic@nd ©©
desorption step performed in the study. The data were thus re-evaluated with details of re-ev@mﬁor@ﬁ

S)

reported in the amended original report under KCA 7.1.3.1.1 /01: S @
3 RS
. . . - NS 2,
The adsorption/desorption characteristics of [phenyl-UL- C]lsoxaﬂgl%le (RPA\@IU% wege
determined for four soils and a sediment under stand@conditions@ﬁ batch equifibriu fests §a
concentration range of two orders of magnitude (1.5, 0.73, 0.15 and 0Q15 mg/L) at@0°C i{nthe .
g gnitude (1.5, 0. G015 mg/L) att & 6@* 8
In the definitive test the overall mean recoverie%@ged fro 97% o@j’% 2.89@§R‘V§0r tl@ sand@@il
93/24, 100.4 to 105.6% for sandy loam soil %3 , 9(%3 to @’.S‘ng;for c@loa@oilo@%, @ to
100.2% for silty clay soil 93/32 and 95.&%5to 1 % sfor thgNoa di t 93/31 fog all test
o y clay Qo 108:5% @1%@6%@&%&0

concentrations and thus found to be in the ceptaé& ranfe. Q ©)
W\% : &% S & e

S D >
LN AN o %>
The revised Freundlich adsorptioQ@coeﬁ’@%ientsg%Kp \%mg fropy 0.2 %0 ﬁ mL%  with
corresponding values referenced&@ or@s&lic Qﬁ)on&( F, Q@ to@ﬁnge om t&@ﬂ49 mL/g
(Table 7.1.3.1.1-1). Values for the@reu@lich @efﬁ%@t of @orp&i@ 1/%@nge @om 087 to 1.03.

@

@ . ©@° Q SIS
N S @
Table 7.1.3.1.1-1: Sorption béhaviour of isoﬁutol@ (RPA@OIW&in fo&u%oils @nd a sediment
& S © )
S

LT D
% D % BN
A 0C @ % (§® | @pH o} CEE @K%% Ads Ads
N9 9 &Ca%@ N (mL/ Koc 1/n
S & e Sl RS S
& 1y o Sl 1 |y
Sand, US (93/24@9@ © o QAN 729 Q0.4 48 1.03
QO o Yo7 N
Sandy loam, OK 939 .9 09 %636 g@ 4.9 @ 084 93 0.87
> [
6.9
4.8

Soil

N
Clay loam UK (93/30) =, %%4 o % @ 1% 1.68 70 0.91

)
Siltyé%?y,UK ©3320 . D 75" o33, B 8.15 109 0.94
N ©
Sediment, UK 03581) & | 287 7 158 | s 13.0 13.0 149 0.91
CEC = Cation Exé‘@nge@aaci O oY @M
* Values for sediment 1iQ} on§§;ed0 © ©\ § g
Q O S :

Q NS N
N ¥ 8L
CA 7.1@1.2 Adsg@tion@d de@brp@n of\ﬁietabolites, breakdown and reaction
pro@cts AN @ @} Q\Q

Report: @ :1995;M-066355-
& \03; Amended:,2004-04-

Title: Q [148]-RPA 202248 Adsorption/desorption to and from four soils - Addendum report

Report Neg» O @XV03/039A

DocuméhiNo: & M-066355-03-1

Guidelities: .O° & 91/414/EEC; 95/36/EC;Deviation not specified

G@EEP@ T yesy

&
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Report: I I B D B 996:M-
066483-01 QD
Title: [14C]-RPA 202248: Adsorption/desorption to and from four soils and an aquatu‘@\e\alm@@
Report No: 11486 S
Document No: M-066483-01-1 S 2 O
Guidelines: EPA, Subdivision N, 163-1; Deviation not specified W o
GLP/GEP: yes o X o
> S Q
Report: L @® ] 11996,88:209743-02 ¢&»° & @«
Title: RPA 203328: Adsorption/desorptipn to and from @% soils ¢ N Q
Report No: C025651 @ N Q R O A
Document No: M-209743-02-1 ) R 6 &S & N
T — . 106: = . 9
Guidelines: EU (=EEC): 95/36/EC Am@”l Section 734.2; Qg@n. %igjﬁﬁjsg%( @A).@
Subdivision N (1982);Deyiation pgt specified o 7,
GLP/GEP: yes Q @ N SN > o
\S) © QS
>y @ Q Y L O & A
Report: Q%é;M-wﬁl—@% Q N
Title: [14C]-RPA203328,Adsegption / @sorptian to agd from four soifyand g&scdim;§
Report No: R000447 Q N & & &N o & o =
Document No(s): Report inclu@swi"rial@@os.: BN R \@ @\? @@ § %@
o © O & 9.0 O
M-15865¢01-1 > S @ & © 9O .
Guidelines: USEPAEPA): N, 163-1, (19§§),De‘%aatlon@ft sp@c,lﬁed ~ @
GLP/GEP: & S @ ©
Report:
Title: o sorp(«g}pn/deso%tlon 111\ﬁve different soils
Report No: N
Document No: &~ [sM-429399-01<1 N
Guidelines: @U @C COmmis$ibn e%lve /36 @%ﬂg ouncil
& Dlré%tlve 414/ EC( xglexes III ehavior in the Environment);
2
&@ s C uldel for Testln Ch ﬁcals,@) 106
o ‘Admptlo%])esor n“%Lan 000 \
§ US EPA e, T«Qnspo matlon Test Guidelines OPPTS 835.1220
) S%lme
& S@Ads«@@mn@esorm@l Isq@ﬁrm ;not specified
GLP/GEP: -© « i
&'
Report:™ A § ;2004;M-229091-01
Titlex, (14EPRPA 293328 dsqpption / desorption in five soils
Report No: Cag0534¢ > X 0O
Document No: @° | M-229§91-01.10 <
Guidelines: .~  \RU C)x95/36/EC; OECD: 106; USEPA (=EPA): 163-1
@ N USQ A OPPT .1230;see page 3
GLP/GERS> QS ey S
< S O
VS S8
S T D
& &
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The adsorption of metabolite RPA 202248 to soil had been investigated in the laboratory in two

studies using: @ ©©
e four soils under standard conditions of batch equilibrium tests following _application of@nenyl@j
UL-'*C-labeled test substance (KCA 7.1.3.1.2 /01). @b @
@ &
e four soils and a sediment from the US under standard condition%f batch eq@n@tes‘[s@
following application of phenyl-UL-'*C- labeled test @)stance (KC 7.1.3.1.2 /O&
\ @ @
S cvtuaiePoit e itess &
The point was addressed under Point 7.1.2.2 of the D&sswr submittedand evaluated-wit cess O
of Annex I inclusion as published in the corres 2\ ndlng Ma@gra%m of @S {he Ne@erlan@

. N
(February 1997) and its amendments. @ @
g NN
Consequently there is no detailed description &f this e@stm a 1@s u& te. S N v\g
@ R &

<
The evaluation during the Annex I 1n®10n> @ce&@ev%@ th % meta@@hte I@A @248@\@5

moderately adsorbed to soil. For the fi stud@KF adgpc Tang d fr 4 t@g 34 @?/ g while V@@ for
Freundlich coefficients 1/n were fr £0. 9 o 0 F Wi he ]@ K@n @%d from 32 to
79 mL/g. S %

For the second study and fo (%m @ﬁle ndr@ to @AR Q@e c@spo@fng vatues for the
adsorption Kg, ags, oc ranged frQm 94°tQ IS@L/ g when exg udm@%e %e@dlment aluéfor Freundlich

. A %
coefficients 1/n were from 0%\)(22 0 95%@ (04 @ N &
g oo v S

Re-calculation of met&bohte @%\ 2(@248 a@orpt@l to 5{0@ datﬁx @
Because the residuagpvater r%%al g §ﬂ af‘@chen@fuga on9 ha@lot béen considered adequately
within the calculatjon o@&alue‘s\ FKCF, ads0C and@n in@oth results were re-evaluated
being subject té% @dment&eac the@gm&lﬁ&mpo C§“l 3.12/01 and KCA 7.1.3.1.2 /02.

O s O 2 @ &

New adsorfion to soil data fometab@ﬁe RP@ 2022@ @ @’
The ey@ng adsorpt@%’ dat§ sm@wer @men@% byxgéw d@ in order to generate a robust data
package descrlbm@ ad&%tw@behav@r of @A 2@%248 iSoil (KCA 7.1.3.1.2 /05).

2> < &
The adsorption, of m@bohff@ RP@@OZ&}% to @1 ha@%een investigated under conditions of the
laboratory inBwo stddies g \

o fou&@s under st% ndard @ndlt é%@tch sequilibrium tests following application of phenyl-
labeled teg substafce (KCA & 1@‘03)

%o v\g @’
e “Your soils and a se@wn@from ‘f% U@nder standard conditions of batch equilibrium tests
followmg a@ﬂlcatlon of eny@d "W?Q&lsabeled test substance (KCA 7.1.3.1.2 /04).

B
The point ve@ ad@se dertl;ﬁomt 7@@? 2 of the Dossier submitted and evaluated within the process
of Anng® n@swn Cas p@sbed in the corresponding Monograph of RMS The Netherlands
(February 19@ an Q§:§ a é%ments
Tl@&vah@?on @ally@esulted in invalidation of the existing adsorption data of metabolite
RPA 203328
Consegﬁly there is no detailed description of this existing data in this update.

 Term also used is ‘interstitial water’.
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A new study investigating the adsorption behaviour of RPA 203328 in five soils was the@) o

performed (KCA 7.1.3.1.2 /06). @ é§
& &
& ¢ 4
N
S & & o
Re-calculation of adsorption to soil data for metabolite RPA 202248: @

It was found later that values of K, Kroc and 1/n h%@not been c@%ulated corr %y ch@ to 1@ @
d S

consideration of interstitial water remaining in the soil after cent@gatlon at cfeh adsy tl@a ®
Hils of Fe
desorption step performed in the study. The data \gg thus re- ev@uated with d@alls ofre- e@@ha

reported in the amended original reports under 1@ 1.3.1.2 gl and g@A 7@ 1. 2@2

&@

Report: ; - 1995% 066355—

03; Amended: 2004- 04‘ 08 N o & MRS &’
Title: [14C]-RPA 2022485@§amrpﬂon/de§mptlo&go and @m fo@\&soﬂs Adden@n rep&rt
Report No: CX/03/070A N @ & f($ D
Document No: M-066355-03-10" % ) @Y“\? FOES ©
Guidelines: 91/414/EEC;95/36/EL; Deviation n@\peg@d NIRRT
GLP/GEP: yes @ ~ . @ @@ IO

W’ @ L ISERS

The adsorption/desorption c@a@acter@tlcs @[pheny@UL ‘&C %02%8 to_so we@ determined for

four soils under standard @Bndm@ of @%h e@lhbn@ tests at a@men&fﬁon fange of two orders
of magnitude (5, 1, 0.2 aid 0. Oémg/L)% 20‘§n tl@dark {Q° o % @
% & &
SRS S
In the definitive t he Verall an & overf@ r @ fr@l 100. (@to 10%0% AR% for the sandy
loam soil 93/22@@6 t @ 6"/  for loaﬁﬂsog/m sQT9 to01. 1‘@for 34 .ffZ. loam soil 95/04 and 98.9

to 101.7% fi @ny @nd sc@*%/o or aﬁ\tes@once@tlons&md thus found to be in the
acceptable range \ y\?
& %@ SIS, @ @ @’

The r&ased Freunc@ch a@orptlon C@fﬁC]ﬁI@Q (K&)a@ aa%@d from 0.12 to 1.87 mL/g with
corresponding v % referenc@ to. o@gan@car (Kp oc) to range from 11 to 99 mL/g
(Table 7.1.3.1.29). V@s fasthe @eund c%fﬁme of adsorption 1/n ranged from 0.863 to
0.908. Q@ @ @@ \ \ \ @

Y © %
Table 7. 1@2 1: Sorption bel;@four @%EPA/&%MS% four soils

RN

S &) %eC o Cla{Q pH CEC | AdsKr | AdsKoc | Ads

Soil ™ RS Q@ X
_ 3 | ey - Q (CaClb) (mL/g) | (mL/g) 1/n
Sandy loam, Us%yzzbk o &S | N2 5.5 5.7 0.35 27 0.863

%
Loam, UKR(‘§O2) @@ 1.9 @@ 20.0 43 6.3 1.87 99 0.907
N O N

Sandydouh, Un@s/o4) D~ 22 8.8 47 5.7 1.65 75 0.908
Loaay sand@% © 1.1 7.4 6.7 6.9 0.12 11 0.863

C@J Ca@ Exchange C%§amty
&
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Report: -———_ 1996:M-066483-
&
Title: [14C] RPA 202248: Adsorption/desorption to and from four soils and an aquat1g§e\f'hme®
Report No: 11486 S O
Document No: M-066483-01-1 7 RS
Guidelines: EPA, Subdivision N, 163-1;Deviation not specified W o
GLP/GEP: yes e X o
X N °
A
& & ol & @

X
The adsorption/desorption characteristics of [phenyl-§L-"*C]RPA &@%48 to soiky ere @%rmé@d fq&

&

four soils and a sediment under standard condltlons%f batch equf@rlm@fests a co&centratf%% ra

of two orders of magnitude (5, 1, 0.2 and 0.04 ) at 20°C ]%the daf¥.
*f\y

%
@@O%

' S

In the definitive test the overall mean rec 9168 mge ( from @@5 to & 1% R°/ %r ay {011
96/12, 99.1 to 100.2% for the sand soil 96/ 9& to 9& 8% {exclus

outher) fo
Soil 96/14, 94.6 10 99.4% for silt loam gdil 96415 and 96.5 (<98, 9%@& tl@oa uni@ 96/§§? all
test concentrations and thus found t g in %Qe acc@w\;éble*@nge N~ §

Q @
The revised Freundlich adsg@ptmr&%oeff@ents p) @n g @fron@% @zo .27 mL/g with
t®

corresponding values refere@@d to\orgm@e carbon (KF oc)

an@ from 2 mL/g when

excluding values for the@sedlr@ (T@‘i @ 1.2- @’ Values £@s the@f?eun@ch coefficient of

adsorption 1/n ranged from 0.7%9 to 0.5@8 \~‘
I f§ %@ @ \ © NS
Table 7.1.3.1.2-2: Sp@tlongbehaw@ of 202938 in @u U@ﬁoﬂs an@sedlm%t

af@b excon oty}falu r t@edlment

Soil

> O
@ o O [&F M udw | ol wug | @i | e

\9 &
\/"%& A@ay pH @ §ds Kr | AdsKoc | Ads

Clay, US.(9612) D, P~ e | G @ 32@% 0.27 22 0.749
© AN
Sand,&@&%/lﬂ @ . O 0.4@ ~28 D e |, Qs 0.13 35 0.873

Loamy sand, US (9@@)

S
NE R 6.8 &4 = 1.8 0.21 62 0.908

R O
Silt loam, US (96/@?) $ §go.;,,@’ s £ 658 0 0.19 41 0.862
@ ; (SRS &
Loam sedlmé@ Us (9@1 6) 30 128 | 3.6 12.6 5.92 119 0.874

CEC = Cat&%l Exchange Ca})ﬁmt}@ .
% @ >~
2 <

v
N

%
e,
& /?@
@
Vo)

& 9 9
NS

N % @’\ @ N
v @
§ & R o
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Report: I I 0 1 2:V-429399-01 SRS
Title: [cyclopropyl-1-14C] AE 0540092: Adsorption/desorption in five different soils? ap
Report No: AS200 S oD
Document No: M-429399-01-1 < L
Guidelines: EC, Commission Directive 95/36/EC Amending Council ~ Q N
Directive 91/414/EEC (Annexes I1 + III, Fate and Bg@ior in the (}E@lmm@;ﬁt); &@
July 14, 1995 ©) & PO S
OECD Guideline for Testing of Ch%licals, No 1@ @) Q\ S0\9@ @
“Adsorption/Desorption®, Jan. 21, 2000 ® %@ N Q> @)
US EPA, Fate, Transport and "@ansformati est Guidelins OPP% 83@@220 @q}
Sediment;not specified . R &’ (\& N &
GLP/GEP: yes L N ) v 5 O
N AR C RN
v @Q @ é % &’
Executive Summary = T4 N N N @j @

R S
The adsorption/desorption characteris@@s of\%ﬁeycl@opylxl@‘@]glﬁs 2’@@@48 E 05400923 were

determined for five soils (three EU, @ U@i%‘n @c t«@on r@ge 0 @0 o@s (@gnitu e.
< (ag NS > ©

a corken
S NS

N O
In the definitive test the overal?r%an&@ove&@ W€@@4.5@\R :&@.5"/@ S w, 94.8%

AR =+ 0.6% for soil , 94°6% ARE 0.8"6/?9for soil , 99.0% AR 0.7% for soil

and 96.3% AR+ 0.6%For s
Ref 0.6% 5

4Ha for all te@on@%ﬁio@ and thus found to
&, & R ) X

be in the acceptable rang®: N S
Y @ @6@ \© é N "\@
The Freundlich a ti0£ coef@nt xQ(':?J raﬁ%ed \6 0.8916 to 961%L/ g with corresponding
values reference orgénic c@son (If}foc)t\&range{rom @ to HGg. Values for the Freundlich
RS

coefficient oforp@ 1/r©ange(§ro%@995%g%.9 . §
& ©
&@ O @g}g 4, § @ M@aierioal@d D@-od@
A. Materials Q\ &\ é*’ S w\,\ N
1. Test Materi%%cyd@rop@—”@é&@%i& &E @0092)
@ S ﬁc@iogcﬁmty: 4P M@mg@@ 0.26 pnCi/mg)
Q dio@micuri@ 98@(HP@)
@ Ch%lical y: @'9%0 Lp%@
Sample IDTKML 92390 <o
2. %&i “Sorptian tes@@fverrfo@d with five soils covering a range of pH, organic
@° carbo co&@ht ang) tex@ The characteristics of soils originating from Germany
& a@“th&@ ares\ mm@%rd in Table 7.1.3.1.2-3.

FoF L <
@QJQQQ
Q
QQ%Q
$ g
@ & <
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Table 7.1.3.1.2-3: Characteristics of test soils

(WuW)

Geographic
Location

(City/State/Country) Germany

@ -
CQ California, @

US Av
GPS coordinates -
AN
None within the

Pesticide use histor None within the last four ¥ears to lin, Jne wit
g éé pﬁ %ﬁ% g& lastfégj gla @Xg)rye So

kY
. v @ Q years grior to pr10
W\% > > @ &% @gﬁn&

Collection Field s @ple With shovel/sp 1nt0 devated ol plasic (bugkets) @
procedures Q q& h& 3\ Y <) @
Sampling depth & 040 cm\ N B 0-48%m X\F 050 em
Storage conditions X g 9 O 0-ap’cc,© O S
Storage duration 102 day® | “S102ddysC g 10%ays Q| 866 da@g [ 806 days €
Soil preparation Q" Air-dried and sig\%ﬂ to 29am ©
Soil Taxonomic A ONA @ ‘0" N/A NA © N/A
Classification °\%/ © 9 § IS $ @y\?
(USDA) P Sl & ¥ o o &
Soil Series P S N N NA O SNAO BN NA N/A
Textural Class ¥ sangdy loa @1%[ loany | & loggp sandy loam silt loam
(USDA) &l @ o ol &
Sand (%) A Y @ 57 «? 37 %, 56.0 12.7
Silt (%)* @© SHK(Y) d &, 60 @b 4b§ % 32.6 60.8
Clay (%)* . U e, 13»\ @ 230 11.4 26.5
pH (0.01 M CaCl,) % 5.1 Y ) 6.3 3 Y 6.7 6.6
pH (W) S A @ 65 ] w075 O 6.8 7.2
Org. Matter B (%) I, 34 o] o499 [o 750 1.1 2.9
Org. Carbon (%) 20 oy | 2.9% @ 4.4 0.7 1.7
CEC (meq/100 )@ | SH)1038 |y 179 .2 16.1 16.1
N

A) According @SD@%& tion ,{)@2’/ (&@mc watter —é%(%\’rgamc carbon x 1.72; ©) After receipt at the

testing faciljty. @
CEC: C@xchange c%%acny, @ = I\@:\?av%@e
" @

AN °
B. \S’%udy design =, @@ 0\@’ Q Q

1. Experimental, tonditions; & or thédefini ?e test samples of 20 g (10 g)!° dry weight of soil (2 mm)
were weigh Seac ﬁ%g c 1fug&tube@o which ca. 18 mL of 0.01 M aqueous calcium chloride was
added. Th& sul slurty wagipre-ediilibrated for at least 16 hours followed by the addition of 2 mL
of the ¢ esp ing applicatfon solution to result in a final volume of 20 mL and a soil/solution ratio
of 1: @*1 2). @thr@f -tests controls containing no soil were prepared for determination of stability of
th@t ite@yin cal@um @orlde solution and adsorption tests to the walls of the test vessels.

Initial inal concentrations of the *C-test substance in the aqueous phase were 1, 0.3, 0.1, 0.03 and
0.01 mg/L thus covering two orders of magnitude.

20 g of soil [N, IR o I 10 < of soil NN - I 11
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No organic co-solvent was present in samples during the tests. An initial pH of 6.7 was determined fPr

the aqueous 0.01 M calcium chloride solution in the absence of soil. Each determinatio@as @©

performed in duplicate by shaking with an overhead shaker in the dark at 20+£1°C. O\ g

Preliminary tests included the determination of the adequate soil-to-solutiongatio (24 houy, @and the

corresponding adequate equilibration times needed for adsorption (total shak@g time of lé\() houss) for

all soils. &% @)@ @

For the definitive test an adsorption step of 24 hours (2 followed@y a single @sorptﬂgn ste@%f @

24 hours at all test concentrations. The desorption step was carr@ out by re é ous©

supernatant after adsorption by fresh aqueous 0.01 alcium chl@ie solution f@ each mp@

For work-up the aqueous supernatant was se@ d from {)i y@cant@on @ ce trlfug@@)n

(10 min, 5000 rpm). Radioactivity in water and soil extrac as determ@ed b@lquldxscm‘% ion

counting (LSC). Non-extractable radloact1v1té§’n so@vas g&term%gged bé@mbq@n folﬁ)we%by LSC

to establish a full material balance. % Q @ @7

Finally the adsorption parameters were @;éftulat@’ um&gﬁhe F@undhg%adso@tlo% otherm
@ S)

2. Analytical procedures: Radlo%@/@lty @s deg?mmeﬁy clé@ld @tlllat@ 1ng$ﬁSC) The

purity and stability of the test iterivas #gvestiggted @eve@ ph&@ ra @@lePL@analif&ls using !4

flow-through detection technig \@' : o\& @@, > & @Q . @ K

S e e Y82 .

% Il@Reg§® an@])isc@n@s?m;% § § §
A. Mass balance an@esul@mf %l@i))ml@ry te@g@s6 ° Q) é& &\
Solubility and stability t@% in t@ggous§ 01 % calgitfm chl@g%e sdlution €&nfirmed stability under the
conditions of %@ tes@\f’re tests o r&adsor@aon td&ﬁle walls st wessels by shaking an aqueous
solution of th@est @stam&@n the@bseng& of séj@\? showed no§e n.
Pre-tests oﬁ@adsorptlong%qulhbgﬁ%fn @ﬂ r@lﬁted 1@mas@balar@s ranging from 96.7 to 97.9% of
AR fo@ soils after 7.1 % 1. 2— > In @%ﬂel @e stability of the test substance was
confirmed by pare@k ma&*‘bala@es of @Dre tbsﬁ 909@0f ARYY

> % o
For the deﬁm@/e te rall Q@és t@mnce@ m@ual samples for all concentrations and all

soils investigated ra%ed 9&@5 to 3% 0F AR he resulting mean recoveries (Table 7.1.3.1.2-

5) were @d to range S% ) to 99.0% (soil _) with standard
deviations ranging @m % %o (5011

and ||| D o = 1.5% AR Goil | N

b . & & @Q N
&@ %%gf § N
@ < Q" & ©@
NN
FFa S
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Table 7.1.3.1.2-4: Preliminary test: Recovery of [cyclopropyl-1-'*C[RPA 202248 in samples froem
determination of adsorption equilibrium after 120 hours.

Soi mmilL 3L I *—W
m il

D
k 3
Supernatant 48.9 35.4 48.1 4 529 o @@ 4%@ >
Soil extract* 41.6 55.6 425 @x 43.4@ 46.4 @@
Non-extractable residues
in soil, if measured 33 6.3 & 5'7©Q 15 § 6@ o é
Total recovery of test item 90.5 91 .Q@ 9® _ (ﬁ@ 3 @}% @
Total recovered ) 2
radioactivity 97.9 @ 67 @ %Q97.¢§© 2 97{@
* Test item was shown to be stable by HPLC analy%s> @ %\5} 8 @% @@ A
< @
Table 7.1.3.1.2-5: Definitive test: Total W%évery\m [c opro 1-14 %PA, 2@248% samples f@wing
adsorption and desorp&@ﬁ ph&%of 4% urso glo al, © w\?\ @Q & Q
) < oN
Soil - W &, O N &)
Al el
Test concentration (mg/L) s RN S © Q
1.01 Q965 95.8 OF8 .. 820 95.7
0.30 %0 & 5.1 gy $95.2." | D 989 95.6
0.10 9 Gu1 | &%45, 933 98,8 96.3
0.03 91.9 940" K> 956 o[ A989 96.6
0.01 A |y 9507 o4y o D39 « | 1003 97.3
Mean recovery /& 335 Y A8 &7 o 9469 [N 99,0 96.3
SD NN \1@15% £069 | 08 @  +07 +0.6
Values derived .('., me @/alues %fdup&cate s%%les m@ﬁms of'gerce §§ées 0§§R SD = standard deviation
Ry N
B. Transf@'matlon of pare tZom he s@lht of thst substance was confirmed by

HPLC @515 to resn pa@tal SS balances §mo e@mn @% of AR.

C. Findings: Thg@ﬁimt&e tes@zere @rfo med atratlo%f 1:2 for soils _ and -
- IT and a ratiépof 1 6 d _ Pre-tests showed that the
adsorption 1br1@ wa @xach paft&@l hou@. The@eﬁmtlve tests were therefore performed for
an adsorption time of 24 fpurs @owe ya rp@ step of 24 hours.

The ads on behavmyr of &Yclopfopyl- C]@A 202248 could be accurately described within a
nommal concentra@ range of Q.01 L 090 mg/L by the Freundlich equation for all soils
(Ta‘bie 7.1.3.1.2- 6)€0\The @orp ign con&tants Ky(uas) of the Freundlich isotherms ranged from 0.1016 to
0.6162 mL/g wgtlr associated<reu h exponents 1/n to be below 1 for all soils (0.8586 to 0.9185).
To some e;égéﬁ the\d%?)rp beh?a}/lou@o soil was thus affected by the concentration of the test item.

ndigl corrélitionzcoefficients of adsorption isotherms ranged from 0.9995 to 0.9999
therefdic ga g%)od ligar fit to the measured data. When being normalized for organic carbon
cont@of Vah@s of agdorption Koc varied from 11.6 mL/g (soil || i) to 30.8 mL/g in

mesiury o1 IS

Deso s\_,Q constants K ¢, 4 according to Freundlich ranged from 0.1149 mL/g (soil || | to
0.9194 mL/g (soil _). The corresponding values for Koc, ¢es ranged from 14.5 mL/g (soil

I 1) (o 46.0 mL/g (soil [N

The corre
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Once adsorbed to soil particles values of RPA 202248 for desorption Koc were slightly higher than the

corresponding values of adsorption Koc thus indicating some strengthening of binding.

Table 7.1.3.1.2-6: Adsorption and desorption constants of RPA 202248 (AE 05400$in soil N

Soil

CA

Soil

Adsorption

Desorptiqn%

type

pH*

Kr
(mL/g)

1/n

RZ

Kr

~ -
gﬁ\”\R\

1la

q

sandy
loam

5.1

0.6162

0.8999 | 0.9998¢|
@

cF v
@/g) (mL 1/n
D
4

30.8 0
N

% NZ
Toe

silt
loam

6.3

0.3709

0.8643 Oé@

9993

loam

7.3

0.5331

0.8586 [40.99954
§099%;

p’ 1@§©y

0.6989*

sandy
loam

6.7

0.1016

Y
0.9{9‘8% 0{@9

a5 Ro
S

Q.99@

silt
loam

6.6

0.1971

@15@%.9%@

/g&&

pH: Value given as determined with 0
Ke: Freundlich coefficients of adsorp‘@n (*#) and

QI M cdlgium &hloride Selutio
(@jomtl(@(***&pec

1/n : Slope of the Freundlich adso@wn/d%sprptm@’soth@
0

Koc: Adsorption coefficient per,or &%anlc carbon
R?: Regression coefficient of Freundli?Ql equ ﬁ@

* Values calculated with opl@ephc

X

N

&

Values in terms re
30.8 mL/g fo (R ﬁV@@)llS tssted. © S

n@lch

«§

@

C, ads

x 100/

@IH @nol

The desorption cor@’ants %ecor@yg to Freur§

adsorpt@constants 1@:cat1®om
@ N éﬁ

@?

ance SO ion “t\ 6 CQ

S

&
%

Dely
S
rga‘%ﬁc car@% )

D

St C@centratlgn

> &

féo
7
a

@
\%re %derateﬁ?)r bolite RP ‘\Q 02248 to range from 11.6 to
Q ®

%h (@ des) @ere ?&1ghtly higher than the respective

N

@

auipound once adsorbed to soil.




B . Page 67 of 109
sayer) Bayer CropScience 2013-11-22
R

Document MCA: Section 7 Fate and behaviour in the environment
Isoxaflutole

Overall summary on adsorption of RPA 202248 in soil: @ ’ @©
"\
Investigations into the adsorption of RPA 202248 in soil were performed three stud'{@m &@1
covering a whole range of soils as detailed in studies KCA 7.1.3.1.2 /OI@KCA 7.1.31.2 /02 and
KCA 7.1.3.1.2 /05. The adsorption data from 13 soils as compiled in T FR 7.1.3.1.2- 7@esult§1n %@
arithmetric mean Kgoc value of 34.9 mL/g and a mean é@e of 0.876 @r 1/n for useém env&g%nme@l @

risk assessments. N ©Q % Q@ @
@ SRS S &
Table 7.1.3.1.2-7: Adsorption behaviour of RPA 2 % in soil Q @@ {Q% 6& . @&
il %0C %%gyy cpH %é@’ cig;\ %@KF s Koc” Ads
%C@ & g (o) |Sun, -
= < T oed
Sandy loam, US (93/22) 13 o2 By By 57 o§ 27
Loam, UK (95/02) 19cY  ad %@4.3< \ g@ \\3\9\1.87 IQ(@ g@ﬁ @.907
Sandy loam, UK (95/04) %L\z@ 8.8 ° 4% \;@3 %5 1 &é « [2 0.908
Loamy sand, UK (95/06) @$,1 D 142 &7 ) 6§© Tl @Q 11| 0863
Clay, US (96/12) > 1{3\ §6.8 v 6@.&% S ﬂ@% \’@ 0.2 ~ ) 0.749
Sand, US (96/13) \@9 IR 2.§@ 6.8 1585 &n D 35 0.873
Loamy sand, US (96/14) %0.34@ @8 1964 @Q 484 %0.21@ 62 0.908
Silt loam, US (96/15)& & @‘7?%9 D13 8§ 90.12 9 o 41 0.862
Sandy loam [ 0\\?.0 R QS.I g 1@% @%162 30.8 0.8999
2& %@3 B i® §.9 -l 0.3709 12.8 0.8643
\ @%.4@; 2 @@’.3 @@7 i@% 05331 | 121 | 0.8586
Sandyoam ° p 7 @1\1'40 q 67 "\@51 0.1016 14.5 0.9185
CA QY NSRS S
@-@ ] s b osec ter | oaomt | 116 | 09157
Mean (avera@@ ©® @@“’ "\@ O °\® © 34.9 0.876

CEC= Catg% Exchange Ca@citw@val/ 1 soi@bvf)

pH: Vah@c ording to 0§l M gdleium dBloridgsmethod'
Kg: Freundlich coefficignts of ad Kn (**) Q\
1/n : 8lppe of the Freur lic orpt@l iso ms ~
Koc: Adsorption coefficientgper or@alc carben (K 100/% organic carbon)

q Q" &
&% O @ o
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Report: I - N I 0 0+:M-229091-01
Title: (14C)-RPA 203328: Adsorption / desorption in five soils RS
Report No: C040534 NS
Document No: M-229091-01-1 S ) “
Guidelines: EU (=EEC): 95/36/EC; OECD: 106; USEPA (=EPA): 163@ < @QE
US EPA OPPTS 835.1230;see page 3 o
GLP/GEP: yes - e X o
~ N
© @ D @Q @

X Q @© @ S

Executive Summary S

The adsorption/desorption characteristics of [p}%(f%ll -UL- 14C]@A 203328&@E B%%S’ weé}

determined for five soils in a concentration rang& two orde&of ma@ltude@l t e@eﬁm@/e te @z e
overall mean values of recoveries for all co centrat@ﬂs Wi 102@% of &R U 9%0{\:& so&
I 05.4% + 2.3% for soil <100. 6‘3@1 0.8%

% @9 5%octor sop]
for soil _and 97.0% £ 0.7% Q%soﬂ &Q@m%@mg%uantl?w recven@ @
on gs&ord@' to %@und«l@h ( ads) &Jg §om 0©8881 to

0.0283 mL/g for the three soils eva@able c@yespondmg

values related to organic carbog, (Ko%?) ra@d fr®1 0. éQ mL/@ @ fo&the Freundlich
coefficient of adsorption 1/ for the thiree s@s ranged fr01%>0 9& 00. @98
S §F e @ i %
o O FEN @ \v\,

Adsorption of RPA 203328 to %ll was %ﬂere@ Ve@\low NS

RN S - S

S T Fo Fs oo

s 5L TS
SRS A
S D & %I M%@rlal and Meﬁod§

A. Maternals® @

1. Test Mitterial: [phe@U %%@203@ (AE@W
&@ S}@elﬁc oactivity: 86 M@l/mg*(@ 3 @Eq/mmol)

@dwcﬁemw@urlty@” S%ﬂ\(HPBQ) Ry
@@%he@gcal ]@t rep@@% ©©
@ Sle @}SEL@ S O ©
2. Soil: 9 rpt@ tests were@rfor@d with five soils covering a range of pH, organic

% carl%)n cot ar@?ex%@ T}&@haracterlstlcs of soils originating from the UK
@7 @Gert%n%y age sumJQ sed@ Table 7.1.3.1.2-8.

Values for the coefficients of ads

Ny @§§)\ Q&§
@%
@ \%ng §@Q
O -V N
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Table 7.1.3.1.2-8: Characteristics of test soils

Soil . N | N |
(03/20) (03/23)
Geographic
Location Field Station @
(City/State/Country) §
Grid reference
& ° S

Soil preparation @artly) Bir-drigdand gigved tg@mm o
Textural Class sandy loam clz%loam@\” @\\%dy cl<@U ¥andy.Joam D @an@&
(USDA) RSO R N e
Sand (%) * 2.4 @ B2 @ 49 o) 683 &7 [ 1 2 §
Silt (%)* 11.0 Q 5 & 1 x| ¢S, @@ 61
Clay (%) 166 P 3 . 03600 1S e & 903
pH (0.01 M CaCl) 7.6 73 597 ) B3 oY Y56
pH (Water) 7.7 @Q 2 167 N N .1©©@ S 65
pH (1 M KCI) 720 N, Al G <63 @Q 6.3 % 5.6
Org. Matter ® (%) 267w 33 & | gy 578 N 2.8
Org. Carbon (%) @5 O 197 3.3 N &0 w7 1.6
CEC (meg/100 g) 39.4 175 Q A8 % 835N 9.6
Moisture content N 14207 WP 854 O (94 2:4277 19.91
%) @@ 3 & o £ 0 S &1%
Max. WHC 3.9 . D 447 Q X 7.5 60.8
0.05 bar (%)C@ IR X N N @@% R@& N4

. O S . ) } 5
10\/1;;< b\axilL(I()/((:))C@@ § ‘22‘;@ q Qé@’f o @@ 44 &)@ 5 17.6 28
f'c}E?regé\i%lents 672.%9” @ 3.8 QV@ @@05 \@ 1.0 1.0
gkg Q
Phosphorous, total  {_~ 74Q.7 9,00~ 608; 855.5 664.8
(mg/llzg) » QQ & S NES R
Nitrogen, total ¢ 56785 | %,717228 22 826.0 1148.1
(e/kg) RS T S B

A) According%@ﬁ SD@Tassi@%tionf@ % Osganic fratter %) organic carbon x 1.72; © Max. WHC = maximum
water holdi% capacity; CE Ca§n ex ge c@g?city @

9
B. Study design @\ N >

' \Sﬁ% > @ & Q@

1. Experimental(\condi@ns:& Eor t deﬁn&t@e test samples of 40 g dry weight of soil (2 mm) were
weighed each@@to ntrifi tub%@to whith ca. 40 mL of 0.01 M aqueous calcium chloride was
added. The@ult@g slu as g@re—eq@orated for at least 12 hours followed by the addition of 1 mL

of the c@esp@ing @pplicatibn solution to result in a final aqueous volume of 40 mL and a

7 @/

soil/s&lé%on @o of%l. Bing part of pre-tests control samples containing no soil were prepared the
sa %vay det ina$n of stability of the test item in calcium chloride solution and for testing of

o the walls of the test vessels. The initial nominal concentrations of the '“C-test substance

c$.

in the aglieous phase were 1, 0.3, 0.1, 0.03 and 0.01 mg/L thus covering two orders of magnitude.
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No organic co-solvent was present in samples during the tests. An initial pH of 6.3 to 7.2 was

determined for the aqueous 0.01 M calcium chloride solution in the absence of soil. é@éoh @©

determination was performed in duplicate by shaking with an overhead shaker in the dark at 2(% 1°C.%>

Preliminary tests for all soils included the determination of the adequate soil-to-sol&@m rat

(24 hours) and the corresponding adequate equilibration times needed for %sorption (@tal %@kmg
@)

- %)
time of 168 hours). % %

R N °
@il and 168 @urs for the c@r @
soils was followed by a three desorption steps of, 24 hours eac@t all test, @hce tion@’l"heé
AN X &
soi})
oride solution for@ach sﬁpl QO o @}
For work-up the aqueous supernatant was §§parat@°fror@oil @ de%@t’atio ndo@%ﬁtrifug tion
(10 min, 5000 rpm). Radioactivity in water@nd % extraets was det@ined@y liquid scinttillation
counting (LSC). Non-extractable radloacggﬁéxgy in s @il v&%ete@r%i§y coréﬁustiin@dlo@ by &SC

to establish a full material balance. S S
@ N

@ |\ ® S SR S
Finally the adsorption parameters Wcalg@ated @mg t@ reu%lich @'orp@ isothprm.
SN S &
2. Analytical procedures: Radi(%:tivi@y Wa%j%ten@ed blquig@cintionééuntiﬁéb (LSC). The
. . v, G & R e
purity and stability of the testtem was 1nV@t1gatecf@‘y rexersed @%se <%dlo HERC aétyms using '“C

flow-through detection techr%ue%\ §) @& Q AN § \@2 &

For the definitive test the adsorption time of 24 hours fi

desorption step was carried out by replacing the a%@éous super@nt %O mL&@
after adsorption by fresh aqueous 0.01 M calciu

g,

S & & & & N
é\y @@ %(%TI. Re@lts @%ﬁ Disg@ssio@ &% 0\@
B. Mass balance & results of @ﬁreli@@%r te?ts §? @ © h
N) "N O o o @@

S
Solubility and @ﬂit sts in%que%gs 0.0@4 c&l‘&ium h%rid lutidw confirmed stability under the
conditions of“the . Pre_fests_on adsg%ptign% theQwalls @ test@vessels by shaking an aqueous
. ) . .
solution o@e test substance in, the ;@nce soil showe@no adgorption. Pre-tests showed also the
stabilityi@ the test su@%nce@dert co&tions@@thet@g t. O
For the definitive @s thewo era@mas@s ba ancg}'t)r in@vidua@amples at all concentrations and for all
soils investigate@ng%fro@Q 1;@ 08&@7 of A@. Thise values resulted from exclusion of two

values of singlg repliggtes o@&e Q.(@@md@% m@ test@%ncentrations each in the || Nz soi.
The resultin@nean@eco es %%le @3.1.@) wets found to range from 97.0% for soil - to

105.4% soc@%d ? stam%rd deviations ranging from + 0.5% AR for soil
. - NS
°@ &
&

soil
N S

to+ 2.@ AR§or
RS
@)

Table 7.1.3.1.2-9z Pefinitive test: T@reco@y of [phenyl-UL-"“C]RPA 203328 in samples following an
@ adsu%ﬁon ﬁse 8 hours* and three desorption steps of 24 hours each in total

D
Soil NN ol g a0

D L JEIL
Test &ﬁen@on (@hg/L)

v
N

L0 @ > - 100.8 101.6 101.3 100.7 98.2
oy 9 S 101.9 104.4 101.5 100.9 97.2
0.10 O 102.8 105.8 100.3 99.1 96.7
0.03 ¥ 102.6 107.3** 101.5 100.5 97.1
0.01 103.4 108.0%* 101.7 101.6 95.9

Mean recovery 102.3 105.4 101.3 100.6 97.0
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L Ik
Test concentration (mg/L) o 4
SD +0.9 +23 +0.5 5 0.8 Q0.7
Mean values of duplicate samples in terms of percentages of AR @JQ & Q&@
* Adsorption phase was 24 hours for soil S @
** Values for single replicates due to mass balances out of acceptable range for othe%ephcate . O & %@9
@ > Y \O\ <
Y @ <) @
B. Transformation of parent compound: The stability of the 6@ substance @vas @f ir by é
HPLC analysis in pre-tests and in the definitive test. @} & é)% R ©© @Q}

C. Findings: The definitive tests were perform@t a ratio of 1:1 fo@l soi@ P e@sts showed@hat
the adsorption equilibrium was reached after 24 heurs f_@ e 1t@d neg, been
reached for the other soils. The definitive t&3ts wefd th ore @for@ fort@m a%orptlo%tlme of
24 hours for soil || I and for 168 i%gurs, f6¥ th ogherbﬁi%h a%sorpté@ phase @ow@%y

three successive desorption steps each 24 oh%urs & @& \ éﬁ %

Desorption values were influence ﬁ (%v ovegal ad@ptlo rand thas h1g@alue radlc@lctlwty
remaining in the interstitial water @fter tl@’adso%ptlon Step. 1@ pr@ted the@%dy report
were therefore not summarlzed 1 r\:&@e dg@l 1n@1s %@me@ sm<§h6 é?ues calculated are
regarded to have no scientific@alidity, v @

As a consequence of the 00t atio he a@orptlc@ﬂbeha%ou of "C-FPA 283328 could not be

accurately described by “the Freundtich §uatioﬁ> for gsoils and _

(Table 7.1.3.1.2-10). &r th%@em%@lg softs the adsorption

constants  Krads) Ereundlj 1srms @ange@ fror@ 0.00831 to % 0283 mL/g (mean of

0.0185 mL/g) with asso&ated @eundl%’h ex?onent&n s@ﬁic@ly b@@%\/ 1 (0.569 to 0.853) and a

mean of 0.6490The @o on be&vm}&@o soil Wwas thus affeted by’the concentration of the test

item. & & 26 z @ § %

.2 <2 5. & ¥

The co onding cor@éﬁo@oeff nts of adsofPtion T@thm@s ranged from 0.9978 to 0.9998 thus
@ Q. . %

indicating a good hg@ar fi&to th&mea@d data. Ngoxrmahs tion for organic carbon content of soil

resulted in Values rptlo oc r&ﬁglng f@’m 0.8® (so&) to 1.49 mL/g in maximum

(soil | w@h an aetl ea@ 1. I@L/ @@ @j@

No desorp‘u@ cons%mts@ \are @sent@ in Q\T document since the overall low adsorption

<)
preVent@e determm%lon (ﬁab@ atag Ry
S &

N
N L9
Table 7.1.3.1.2-10: A, sorp§n a@wsor;@m céﬁants of RPA 203328 (AE B197555) in soil
e
@il & Adsdtption 1% Desorption
Soil @D Ky @) Koc Kr Koc***
Hé /n R? 1/n R?
el PR (l/g) O (mL/g) | (mL/g) (mL/g)
@ |saaty | ¥ |87
- §7.6£ * * 0.130 * 0.0159 | 0.692 | 0.995 1.06
(@
N4
@@%‘gn@ @ 0.0283 | 0.569 | 0.9998 | 1.49 |0.0840 | 0.613 | 1.000 4.42
z’;‘;‘;y 59 * * 0.585 * 0.0759 | 0.747 | 0.976 | 2.30
F fg;‘iy 63 | 000881 | 0.853 | 0978 | 088 | 0.0523 | 0.944 | 0998 | 523
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silt
|_- loam 5.6 0.0183 | 0.649 | 0.994 1.14 0.0460 | 0.594 | 0.997 %@Z S
pH: Value given as determined with 0.01 M calcium chloride solution N S
Ke: Freundlich coefficients of adsorption (**) and desorption (**%*), respectively @
I/n : Slope of the Freundlich adsorption/desorption isotherms Q &@ ©®
Koc: Adsorption coefficient per organic carbon (K x 100/% organic carbon) w °
R?: Regression coefficient of Freundlich equation % ® &
* No use of results due to too low correlation © Y N c\@ é\g
** Mean of valid soils V @ g}a Q\ @ &@
N R 2 &0
oo S Q R o A
II1. Co@5 sion Q &' @ g @) &@
5 S
Values of adsorption in terms of Ky, oc were thre low f@neta@@lte E&A 208328 k{?)angm
R O N
0.88to 1.44 mL/g. o @ g & @ @@
With virtually no to very low adsorption obsegkyed 1@@sci 1call@me&1ingfu@%ah@ulg§b"e
determined for the corresponding desor&ﬁen c&ffstant&ﬁ%a 0C-y O
@ S @ & S S A ®
SIS R Sy S

s
L Q N © .
CA 7132 Aged SOI‘pthl@ o &f@ @@2 @@ @@ I ©© ©© S
Ageing of isoxaflutole resi@i@ in sbil angthe use of désorptiéd arageter:

current risk assessments. % & @§9 @& (%od AN §

S @ . ©§ SN o @@“
S TS e & °
CA7.14 ilitysin spity .9 &
CA7.1.4.1 _Column 1ea©cﬁiintudi® %&\ @@ &
CA7.14.1.1 Co@%nn I%achi@%g of li%a Q% su@anc@ %@

Column@aching studi@iwitl@é ac@ substance J@oxafh@%e yere not performed.
This dé% requireme; g@ﬁadoge dress%de&@oint 71.3. ] "of the existing Dossier and evaluated
within the proces Anfiex T i usi%s p@%lisheéin the™Corresponding Monograph of RMS The
Netherlands (Felsgrary 1%97) @ its %&endn@nts.
o RNy o §F o
The evaluati revédled ©® ins&eﬁd O@erfoé?ing @yolumn leaching study, the mobility in soil is
assessed ata on thejr persi@@lce @’% %@ive%@nder aerobic conditions in the laboratory and, by
the adsoeption to s%% hesat&allow i ano@equate description of the behaviour of the parent
cor@und in soil iwnvi&%neni@’risk ess@nts.
A column leaching stud@vit}&@rent@omp%@d is therefore regarded as not necessary.
SIS
A @
& éﬁ Q S Q
< ; . .
CA 7.1&1.2 Q@Jol mn leaching of metabolites, breakdown and reaction products
Col @?f leag ies,with soil metabolites of isoxaflutole were not performed.

Tlﬁé data@quirement h§been addressed under Point 7.1.3.1.2 of the existing Dossier and evaluated
withi process of Annex I inclusion as published in the corresponding Monograph of RMS The
Netherlands (February 1997) and its amendments.




B . Page 73 of 109
sayer) Bayer CropScience 2013-11-22
R

Document MCA: Section 7 Fate and behaviour in the environment
Isoxaflutole

The evaluation revealed that instead of performing a column leaching study, the mobility of
metabolites RPA 202248 and RPA 203328 in soil can be adequately assessed by data or@eir o
persistence (e.g. half-lives) under aerobic conditions and the adsorption to soil, These data all@' for 4o

description of the mobility of soil-born residues in environmental risk assess S. & ©®
Column leaching studies with metabolites are therefore regarded as not neces@ry. S N
. o & 2
% o\ Q, @ '24\9
© @ S @ L@
X Q & N &
CA 7.1.4.2  Lysimeter studies & @ s 9 S Q&©
Lysimeter studies with the active substance isoxa (--;\\\ were not ﬂrfo@éd S & © &@

This data requirement had been addressed undé¥Point 7.1 3@& t«i@ ex1s&&gg Dgs @ar an@ev ed
within the process of Annex I inclusion as %bhsh@@m th@orr&%pondmg Mogo raph\of RN?'FS he
Netherlands (February 1997) and its amend @’ & %

Y
Ny < S © & e
The evaluation revealed that the potentig f01; ﬁm}nh'@of 1s @ﬂu‘[%emiues t(@qoungwate n be
adequately assessed by the 51mu1n &‘Y\Vul ble re %ent @@the E% The
simulations are able to cover a rauge of‘@vorséscases %&ther%t\han t h@ed t% oil @% climatic
conditions reflected by ly51meter %dle@ 9 o @
T Q &
th isoxal ot @ osaryy
Separate lysimeter studies with iséxaflutefe are thereforgyregarded as’not ngcédsa
p yi > %& & {hereforgyreg ot neckssary,

Ny 8 e Y
N S S O O
. § 5
CA 7.1.43 Fl@ leaghmg@dle@ ©© @ < @
Field leachlngs 1es¥ the&actlv substa%g}: 1s%§>ﬂuto@)ver tp@%rmed.

a

This data req@:reme d @en a@ress@@@ind 1.3 30f the existing Dossier and evaluated
within the pyocess Ann I iaglusi p? 1she the corrndlng Monograph of RMS The
d

Netherla@,s (February &97 1ts @e @ \

1S Q)

The evaluatlon rev@ﬁ%d tl%@t the@‘tenp@for m\blh ?f 1so7§?’lutole residues to ground water can be

adequately assegsed @the @ml n ofg,vuln ra %narlos representative for the EU. The

simulations \{aé@)able@ co@a ra@e of@orse @ases father than to be limited to soil and climatic

conditions reffected by 1 ete ud1e > (S
Y Iysipn G 5

@
% & "
Separatedield leach@» stu%e@vf&{lsoxa@& ole@ therefore regarded as not necessary.
N SHECAR S
@ &@ &©
@"° . S
@ O é@ ™ @Q
Y O & 9
NN
o N
< @ & <




8 . Page 74 of 109
sayer) Bayer CropScience 2013-11-22
R

Document MCA: Section 7 Fate and behaviour in the environment

Isoxaflutole
e
5 &
>
N &@ ©®
N
?&% § § %@
©) & PO S
N Q@ @@ O %@ &@
CA 7.2 Fate and behaviour in water ang?}sediment &© é\g QQ @©@ @g}©
d

CA7.21 Route and rate of degradat n aquatic s ten@(ch@ica @
photochemical degradation > @

S
Q % o,
CA 7.2.1.1 Hydrolytic degradation é @@ &© S @%’ Q§ >
O b o N .
¢ 4 & & &
Report:
Title: : % o N &
Report No: R002384 @ % Q § > @x@ § &
Document No(s): Report incl Trial Nos.: < N w,”
B3I & & O § ~ 9 &
Miessoll s U S @ o (&
Guidelines: USEPQR—EPA) N }@ 1; l)evmtlon not s%}gﬁed 2) ©
GLP/GEP: yes 2 Q) @ A ’ %)
o\ @ @ § @@% Kv\a $§ §
The hydrolysis of %é%ﬂuto@wa@vest@ted § §9\ @@ & &\
S
e sterile aque@? ec? sollsiﬁuon &pH 5 and fter @plgé @enyl _UL-"C-labeled active
substanc atiofdat 25@ (K@g% 2%1 /01
Y

The data"%%ulrement S sse %der @om 2.9. d f@[ 1 of the Dossier submitted and
evalua@ within the @oces@nr Annex I@mlum@ as ﬁﬁbhshe@ in the corresponding Monograph of
RMS The Netherl (Fehrua %97) &d 1tsmnen<g§>ents Ry
Consequently thée is @ietalﬁse@ptlom@ existingdata in this update.

@ .0 & . & @
The evaluation reveg‘fed ‘@ the\dero@c beb@\nor af isoxaflutole is well understood. Therefore, no
addltlor@ydrolysm @‘%ldles a§ ne@@ary The hql?hves of isoxaflutole under conditions of sterile
aqueousBuffer hydrddysis ha\%begl su § Table 7.2.1.1-1.
Hy@ys1s was shdwn to@ de&@’den pH@sultmg in half-lives of 11.1 days at pH 5 to decrease

to values of 20. @Qours (@I 7&@1% 3. @hour@&@ﬂ 9) at 25°C.

Table 7.2.1 @ Haﬁ%ﬁ'es@ soxaﬂv\iol%ﬁxterlle aqueous buffer at 25°C

@& $
§ gy {Q\% ©© pH Half-life
Q§ o 5 11.1 days
N 7 0.84 days (20.1 hours)
@ 9 0.13 days (3.2 hours)
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As a result of a pH-dependent rearrangement, the diketonitrile compound RPA 202248 was formed as

the sole product of hydrolytic transformation and observed at maximum values of 58.3% of @ at O
pH 5, 53.9% at pH 7 and 95.5% at pH 9. Since no further transformation products were opserved{y
RPA 202248 was shown to be stable under conditions of hydrolysis in sterile@ eous buffe&@lutt@

Q N
The proposed pathway of hydrolytic degradation of isoxaflutole i,g%sterile aqueols b@?er &s@
i <

A
summarized in Figure 7.2.1.1-1. VC@ @& & @\\ ESE
@ O S &
R & 0
Figure 7.2.1.1-1: Proposed hydrolysis pathway of isox &tole in ster&aqueous buf@xﬁ Q @© @Q}
9 & & &

A o : :
Q\ S é\g @Q%\ N RN

CA 7.2.1.2 %}echot m d@’d@l
Report: @ S 5] i :1995;M-162794-01
Title: Y Y Phefollegradation ip\water J#C-RBA201772 (isoxaflutole)
Report No: R007507 & @
Docume@@ﬁo(s): . @port%ﬂudes@rial @ @\
1- $

0 N 94-%1 RS
Guidélines: USEPA @EPA;; N, 1@1@;Deviation not specified
GLP/GEP: @~ [vyes o> & O
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Report: I I I ©95:)1-189753-01
Title: Isoxaflutole - Quantum yield and environmental half-life in water Q0 D)
Report No: R014778 RS
Document No(s): Report ingcsh_lél(e)s Trial Nos.: @@ @® @@
NS
M-189753-01-1 v
Guidelines: BBA: Part IV, 6-1, First level, (1990) ; ECETOC: Tea%ucal Report@% 12 %@94
UBA: (1990);Deviation not specified~, 2N ~
GLP/GEP: yes S Q @ Mf% @ @
R @ NS S
» ~ S QQ S L
@ Q © < @
= o & & <
& R O @
Q N \ 9
S A NS
A A T S
Q @ X @% v @y AN
R @ 6 & &°
‘”\% \@ \@ bQ % § © @j §@
N o> N Y
@ O o o & 9§
; & & O & g,
Report: IM-214288-01 ¢ & w7
Title: indi 02 > &Q S f\\@ >
Report No: c0279L9§@ W o L9 Q RN
Document No(s): Report«\lpcludes Trla@ @ o &w @@ o\@ @U
\@ x 2/0@@ S < 3
M21428%01-, & 39 O « S
Guidelines: NDeviafipn notspecified O S QA D
GLP/GEP: Lo a Y @
~ R Y N 4
@Q \© &\ \\ &\ é@ @
S @6 ©) & K@j NS §
The direct pho olvs®0f 1s§xaﬂumle wa, 1nves{@.te «§ @) %@

o st @ aqueous b @l @ owmg ap@atm@%f pl@yl-UL-”C labeled active substance
and irradiation @@5"(&%& O°&9rth 1 ude ‘hght %ensn)%?} July (KCA 7.2.1.2/01).
@)

The point was a%ress@: ($m 9. 2%21 d 7251.2 ;ﬁe Dossier submitted and evaluated within
the process Ar@ex Ié%lus‘iw asspublishe nghe corresponding Monograph of RMS The
Netherlan%(February 1@) afPits adm@g?s @

Conseq@ytly there i is 1 ffe detailed des@mtw@of %¢1§ existing data in this update.
NS .
% @ S S
TheNevaluation reveale@ hat @hotoly@@ degradation of isoxaflutole was moderate to result in a
photolytic half@ife of 6.7 be@ referenced to natural sunlight at summer solstice and
latitudes of 209 to &0 v @
The actlubs‘r@Ce v@@deg@ed fr%%l 98.5% AR at start to 39.3% at the end of irradiation while
@
degradation 1@& c ntrol@s insignificant (88.5% AR) following the same incubation time. Photo-
degr; %ﬁtior@du ere‘extensively formed to result in at least 18 minor components each observed

atdévels @@)w 5% AR i’§he course of the study.

&
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Two components, reported as Met 14'" and Met 20, were observed at maximum values of 9.3%
(Met 14) and 16.8% AR (Met 20) thus approaching or exceeding the trigger of 10%. Str@ﬁ

in sterile aqueous buffer as summarized in Figure 7.2.1.2-1. S & @@
It should be noted that the formation of the two structures Met 14 and Met 2(%esulted fro openiug of

the two ring systems, the isoxazole ring and the cyclopropane ring. ];g%ffect thege@tructd@ ] a.;:s@

closely related to the major soil and aquatic metab@ RPA 20%&8 rather t@n to@ pa@t
molecule.

< ot S
Efforts for synthesis of Met 14 and Met 20 ﬂ%ﬂjed howevegsthe high St@cturalglm@@ﬁty @ER

RPA 202248 justifies that any potential effects %@ atic orga\lsms a@j@elat@ to R@A 20%248 r@er
than to the parent compound. @
N9 @ o % S N

Q @ o g @ > o % .
Photolytic processes would contribute to L@ ehn@ahon@ isoxaflutole or@he aq@atic @ @@nt
to some extent when just concluding on{ﬁé res@?s ofthe ster@ aqu@ S hu@r p 01ys1s study
In total, direct photolysis processeo n@ contribute ° 1ﬁ9§9 tly @vt era éﬁglmm@lon of
isoxaflutole from the aquatic env&@mem@ This.conclusion eé@es § addfional fast
and significant pathways of degra‘@tlor@bn the @ﬁuatlcﬁlwr@ent @ @
The contribution of abiotic rolyi%’ (KC@W 2@@1 /(&@15 ady s%mﬁ@nﬂy & gher (DTso of
0.84 days in water at pH 7f§tahanggle poteiitial ort10n@:pm1n§ TOmp otol%lcal rocesses (DTso of
6.7 days) at the same pH\@ns ro@gh C@ﬁpar' @ dlinot c §1der$ con@’outlcm, of biotical-induced

hydrolysis as documented by, %)f 0. o§ ay! non@zerﬂ@%natural%ater CA7.222/01)ora
)
DTso 0f 0.34 to 0. z@ys 1n@ate@tota@edlm§t/watg Psystefds (K@n 7. 2@3 /01).
@

O < N
These general @md ations ﬁ&ay take%@ Nato a@g%unt \ﬁﬁen g ssingﬁle probability of occurrence
and potential @ffect faboliteMet anc‘@let @mc ¢gthese @pmpounds do result from direct

transformatipn of the active s@&ﬁ@amce%oxa@tole oRly. (@1 m@bolites as those originating from
biotic pracesses (i.e. 2(@8 203328 @@RP@OSS@) were observed each below 3% AR
and thus to a minor g tent jimnthe @erse @le stady. t %\
The overall concl@ion %that exg@mel ﬁf}’?ﬁkel@o ol@?rve any direct photo-degradation product
in the outdoor aquatlc @ irodyient @%ma‘l‘mg fr@the gﬁve substance isoxaflutole directly.

@ SN D

CIFNIF 3

S\ @ @% & @

N
Figure 7@ 2-1: Prop&g@i ph(@ly sis pathw@)f g flutole in sterile aqueous buffer

Q N
N % @@ @\@ RV
@ oo & Q
@ O é@ S @
% Q

" Numbering followed that in chromatograms thus synonymous with Peak 14 and Peak 20.

o

elucidation resulted in the two compounds included in the proposed photolysis gthway of 1s0@1utol@ﬁ

@
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SO,CHs Isoxaflutole
(RPA 201772)
N —_—
CF;

Met 14
(MW: 377)
(minor)
v,  (M&359) & SIS RPA 203328
§ (minor)
)
©©
&
\@
N A
Report: o
Title: NN
Report No: © @1477&\@/ oy v O
Document No(sy, @%po@@clud@ﬁnal@%s o (7]
Q < S N >
M@ws 1 K 2 g
Guidelir@@ BBA: IV, @i F@: 1ev;1%1990) ECETOC: Technical Report No.12, (1994);
AUBA: ( (Q,Devna no@ cified
GLP/GEP: N yes@ @

The quantum yféld of isoxa le ‘é' det@uned by:

(E thod par d by the determination of the photon concentration by actinometry
(KQ

e irradi t¢1§ on— §actlv@substance in aqueous solution at 25°C for 600 seconds

@’
T}%pzﬁras addressed under Points 2.9.2 and 7.2.1.2 of the Dossier submitted and evaluated within

the preeess for Annex I inclusion as published in the corresponding Monograph of RMS The
Netherlands (February 1997) and its amendments.
Consequently there is no detailed description of this existing data in this update.
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The evaluation revealed a quantum yield of 7.83 x 10™*. This value was used for the calculati®ff of @©
environmental half-lives of isoxaflutole in water according to the method of Frank and Kloeptfer. Théy?
resulting values are summarized in Table 7.2.1.2-01. @
& &
Table 7.2.1.2-1: Environmental half-lives of isoxaflutole in water accordiniﬁ% the meth0§ Fr, and®
Kloepffer A < N0 A& -
)
Y ha & - KN
Month g Q> 5 N
gy O @y O
January _ @y 9082 9 o A 378 S
February 3922 o o 1637 O
March & B8 v Y U BTN
April O 83y | Y W s 410 .
May S W 1660 R o O g
June Y FelERS = O o« 280 §
July @ N G119, S QT w Y oy &S00 O
August o Q7020 @ | F & &L293
September N TS 19T ST ) S 496
October 2 9 5 O «F O N 96.9
November 2 Y gps532, Y D O &272
December 7, &, 18466 <> |, 9D ~ 769
e O N W QN 9
~ “ & & T g
In addition, the beha@r of abo;}i;%) RP@@M@ Wa{jmvest@ted der &Gn itions of photolysis in
distilled water. T]@tu@@um ized~griefly ﬁlo%%ntai@s new supp@mental information on the
behavior of RP@D&@n a @%-buff%\raed &%eouiﬁsystelé@ @§ <
S & S W S
S & .0 N S @
TS e s <
2 % S @ W
~ 3 ESERNEIA
Reporf: > . £2002;M-214288-01
Title: WY is @ndistilled $2248
Report No: N (“%27919@ %, RS
Document No(s): port@lud  @rial Nos.: O D
S @émz/o ) S
& M214288 0117 7
Guidelirfes: - Deviatioh not specifidd>
GLP/GEP: Y¥'no @
S > S R o
The photolysis @f"RPA 202248 w estigated in distilled water at 25 £ 2°C under artificial sunlight
&
(xenon lam %t—@vav ngtﬁ%elo\@290 nm) for 7 days, equivalent to a maximum period of 10
days of natural sgaight, Dhe i stigef@ns were performed with non-labelled RPA 202248 at the two

test cotrgﬁs 0@%5 mi@nd 0.5 mg/L.

S @ .
Ar@?sis@HPLC%S/@ showed that no decline had occurred in irradiated or dark control samples.

&
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It was therefore concluded that RPA 202248 was stable under the conditions of aquatic photolysis.
Photolytic processes thus do not contribute to the overall elimination of RPA 202248 from the agdtic o

environment. Q\ 6§
©© @° &
@ S8
o o @@\ %
CA 7.2.1.3 Indirect photochemical degradatior@ g\a N é\f
= & @@ @@ ¥ @

Being regarded as higher tier option no studies on t@behawor o&@oxaﬂu‘[ole @d its @idu@%ndér\
conditions of indirect photochemical degradation } have been perfo%ed ©° S N
\
Being a new potential data requirement theé@omt @s n@ resse (; e @@swr “Submitted and
evaluated within the process for Annex I clus1 as ;@15 @n orresp nd@ Mo ap@l@&of
RMS The Netherlands (February 1997 am%ts amen %nts
(February ) dg xS RIS S

& o < Q& o @
@@@ ©\© &\ K”\a @\ é\ §9 §@ §
¥ £ .0 9 v & O & e
X o N S N
Sy S
A \@Q S N o \@Q RN
@ %
§ & %, éx

@’
CA 7.2.2 Rou@nd 1§ ot?fol@cal @radﬁlon in aquatic systems

ca1225® "Ready@

Report: /@’»

;1996;,M-211235-01

Title: NDeterminatieq of ready 10@ab111t Carbon d10x1de (CO2) evolution test (modified
S o y:

S %s Stl@@%es;) {ith 1sp@ﬂutg@§

Repott No: C@6345¢,

Document No: @° M-211335-014Y9 (@K

Guidelines: ﬁ B ﬁev;&n noy, spec;ﬁeﬁ

GLP/GEP; O yes o

a2
The rea‘@ blq®grad%1htvﬁgsoxaﬂutole was investigated experimentally by:

(SN
culg@?on of non—l@elled active substance at a concentration of 30 mg a.s./L in an activated
sl of pH 7.4 to 7.7 under the conditions of a modified Sturm test at 20 to 22°C
(KE€A 7.2.2.1 /01).
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The data requirement was addressed under Point 7.2.1.3.1 of the Dossier submitted and evaluatgd
within the process for Annex I inclusion as published in the corresponding Monograph of RM@ he ©©
Netherlands (February 1997) and its amendments. N @&
Consequently there is no detailed description of this existing data in this updat@b &@ @@
D
The evaluation revealed that isoxaflutole can be regarded as not readﬂg%iodegradabl\@%’l}is@ﬁldi%@
was confirmed by the results of biological degradation @ performe@m surface W@er (KQQX 7.2@ @
/01) and the existing sediment/water study (KCA 7.2.2.3 /01). Q @ § v $
@ < & R
< ) &

L 9 Q &
CA 7.2.2.2  Aerobic mineralisation in s ce water@ @ %)
TN
. UV O & &
Being a new data requirement this point had not ‘@Qn adéésse@ the @mtlng 0s su@a
evaluated within the process for Annex 3uiriclusion Q\publi%ed in&tﬁe co@gpopéﬁiing Mono

RMS The Netherlands (February 1997%and {&ame&@lem&& & \q;\ § é\g
& N

N ©
¢ @ ° @ @7 @ @ @

Report: ; 20 13:M-459354-02¥mended: 2013207-02°
Title: [14C] Isomﬂtol@% erolgig’minegalizatigirhh surface watet . O
Report No: D62847Y N, A O X S
Document No: M-4595354-02-1 @) & Ow NIENEEZ
Guidelines: OECD Guidlinestor t§esting of Chemica &?uid@e 309, April 13, 2004;not

ap$licalg) % @% {L° l:iﬁ v X
GLP/GEP: yes 7 9 VO TN o oD

v S
NS o~ &

Executive Sumﬁy o \Q < Q @@ &

@)

tive 8 RN . ©
The mineralisation ofyphenyl$UL-'¢C-labe act@% substance 450xa %e was investigated in non-
sterile naturalSvater@t pH %5 at 163t co%@entr@ns 0.9 a.s./@ (low dose) and 108.5 ug a.s./L
(high doseyzSamples were incqg@ef@&f% ﬁ@ﬁ 5 °@in th@dark @’a maximum of 58 days.
Microl@ctivity of %@tes‘c@ter demgnstr@ by, ﬁ%uba@n of phenyl-UL-'*C-labeled benzoic

N
acid serving as re nce&$he mean r@rer%\radl%ctlwt&%nged from 100.1 to 104.8% AR for

treated samples %&oth 0ses. @ @;9\ %@’ o

Values of the tes su@ cedp the@t Wr de@sed«ﬁpidly from 87.5% of AR for the low dose
(93.3% for high dos®) at%@ ze{(No lo (5.%4) fm@jgh dose) after five days of incubation with no
detects in the following. § @ﬁf .9 %@
Isoxaﬂu@é was tran&%fmed@ the major @d ‘adominant product RPA 202248. Formation of other
transfgrmation prq@ts ' udoin@vola e cc@onen‘[s and carbon dioxide was minimal accounting
for 18ss than 2.5% in ma@mun@r a sir%le cémponent in the course of the study.

Values of the&@lﬁso f;i;@tole@nder@nditiom of mineralization testing were calculated to be
0.68 days (@r dose) andd99 da(z?”s (high dose). No DTse-values could be determined for metabolite

RPA 202@478 sir@éﬁns@ier&g@gradat on was observed under the conditions of the test.

N
§§9 @§@®§
@ & <

&
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I. Material and Methods .
A. Materials @ ©©
1. Test Material: [Phenyl-UL-*C]Isoxaflutole Q\ g
Specific radioactivity: 4.34 MBg/mg @b &@ @@
Radiochemical purity: >99% v S N
Chemical purity: not reported &% \© . @)@ \;45@
Sample ID: KML 9369 / 253323/A & N N o
T8 FFs s
2. Test water @} $ R O @q}

The natural water used for the test was freshly é?%cted © t&lSch)th)@&o

o
m ke %t
c are%t@rizeg& su@marigg@vin T@l s

Aargau (AG), Switzerland. Water samples were

i IS
2o $
©@@@©Q@©@J@’©§%&°
Table 7.2.2.2-1: Physico-chemical charactegiﬁics of test water > % § @j §@
& &
Water 2RI EN O pond }fgﬁl‘ S O
pH St & & X B &5 7 &b
Colour D 5 N O not ggportedd
Concentration of dissolved oxyaen at/@lecti@?mg/@ <> 594 D
Total hardness CdH}Z Y o 7 IR RO K
Biological oxygemrrdemapd (mg/L)S” J7 .9 <4 )
Total organic caghon (T@, mg@ @ G "4\3:/05 Z)
Dissolved Organic Carbon (DOT, mgly) & o | N4
Total phosphorus (mg/L) & Q Y . © 020
Total nitrogen (mgll) [~ o, < P A 3.76
Nitrate X8y (mg/L) & O Y @ .6.54
Nitrigg WO, (he/L) > N e Z gy ©<0.8
An@moniumNH, (mg/L) & @ .S § N 2.94
\®) \)
Yoo o T > % & o @
Before sta\r%f incubatiey the %@ wai@ras @sed@tb@u%@ 0.2\ 1fin sieve.
'S & O o = ., O

B. Study design v <> & S O

SN > O
1. Experimentafzon ns: &mplqé\?’of 3@@7 mL gest w@ each were filled into all-glass incubation

flasks and pquil@ted 101 Q@%ea{@lt at\ @prox@ate study conditions (darkness, 20 °C). The
test was performed with @eny@i-” ox%@tole initial concentrations of 11.08 ug/L (low dose)
and 109 &jrg/L (higtl dgse). the @otenti gex@ﬁtion of metabolites, samples were also incubated
that had received an@ag ated dose oﬁ@%OOog@L. Following application the samples were attached
to ﬂg}\’v-through sygs%ems@owihg mois@rize@r to pass through and with traps to collect '*C-carbon
dioxide and otlgt Volatilzg@%% agdeous Potassium hydroxide and ethylene glycol). Samples were

i ted at 23:3 + 675 ©
incubated a 3\@§

In additi@a., sar@[es @tair@%@ unt@ated water, solvent controls and biological controls were

incubgi@’ undepthe same cemditions and removed for analysis at selected time points. Solvent controls

and Wiologi@f co s cqntained the reference substance phenyl-UL-*C-benzoic acid.
ologiaConiple cof

i thesdark f@ 57 days in maximum.

2. an@g: Duplicate samples each of both test concentrations were removed for analysis after 0, 1,
2,5, 14728 and 57 days of incubation.
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Samples for determination of microbial activity (biological controls) were investigated after 0, 5 and
14 days of incubation. Solvent controls were taken for analysis after 14 days of incubation. F@ly, &
sterile controls were removed for analysis after 55 days. Q\ g

. . ) @
The complete samples were immediately processed and HPLC analysis w@usually perf@rmed@@
same day. Therefore no additional investigations of storage stability were ngcessary. @\ %

The pH, oxygen concentration and the redox potential wa@etermlned a{%a h samplnf&mter@@ é\a

& SRR,
3. Analytical procedures: The water was analysed directly withut a concentgafion @p p to ©&

&

analysis. The '*C-material balance was established f(@%ach samplexfo lowmg an@"sls ofthe W®r a s

XN
determination of volatile radioactivity in the tr bor high dosgam ollo&&n guan
F

of radioactivity in water by LSC, analysis wa erformed @rev&gsed ]é?(. Tow-

through detection techniques. Samples of ‘@ loose% re %@lyse@by foll\wed%by 4.
@)

detection (phosphor imaging). @ @ Q é

&
Based on the lowest integrable peak, th&% D\v&as es&}iated@ be &%ut 1.9% of@R for a co@und
° O
in low dose and about 1.2% AR for tl@ 1n£f§ hlggﬁ@)se &%ple?iﬁ C} @

4. Kinetic evaluation: The klnetlc@@alua®n W&S,@perfd‘%rned T the@ @Esta iso a@@utole and
its readily formed metabolite 2@@248 Gith @soft@re &QG%@olloéﬁg FOCUS kinetic
guidance (2006) to obtain bes to@e m%sured fata. & @Q % O é%
% (& @ S N % ©

2 O
%\ IS I Re§ a@Dlsﬁsmr& o N §
The temperature w ?namta@ﬂed 3 75§ du@g th test Bl@oglcﬁ%actmty of the test water
was confirmed by(the d@radatr@n of teferense subgglce g&nylgi @"énzmc acid within 14 days
of incubatio e pH)oxygen co@entraﬂ@l r@red ote@ of the test water was shown to be
within the szﬁ@ ran@g for tiseated samples%ndofo@untr ed cc@rolk@
The mate&%7> balances amj d1 ut1 radl ct1v1ty agnm&l@’ed for irradiated samples and dark
control@ Table 7. 2@ -2 (@N dos J abl (hl@ dose). The mean material balances
were 102.4% =+ 1. AR%r lo@ose @npleaﬁand 2 0%% 2.2% for the high dose. The complete

1

material balance@@ndl no @11&(‘%& 1ossgs of ra @tty from samples in the course of the test
anaiysis., © @ @) @&

including proa@ssm
Formation 0?@‘@ -car on@md r ot}@ Volaéﬁe coonents was negligible to account for less than

0.2% of@for both c%centns t@%ed & %
Biotrans ormatlon 14C lab 1s03@lutole was fast to result in a decline of values from

87. &%’AR at time %@ro to@ %Q@ér 5 @ys fe@‘le low dose and from 93.3% AR at time zero to 5.4%
after 5 days for@he high ose&@egra@tlon Q@aotlve substance was quantitative also in sterile controls
as it is docu ted b%‘ﬁ va, bel@he L@) after 55 days of incubation.
Formation \frac s added u max1mum values of 3.8% after 57 days distributed into two
compongfits w1@ one Presepddt more than 2.1% AR for the two test concentrations in the course of
the stlidgy § % @

was @ser@l as the major and predominant transformation product at maximum values
of% AR by day 5 at the low dose and 102.9% by day 14 at the high dose. RPA 202248 was also
in sterit€ samples. This serves as an indication that the transformation of isoxaflutole to RPA 202248

is driven chemically by pH (sterile controls) or by both, biotical and chemical, as demonstrated from
incubation of the microbial viable samples.
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The kinetic evaluation of the data underlined the fast degradation of isoxaflutole to form RPA 2@28 o
to result in DTso-values of 0.68 days for the low dose and 0.99 days for the high dose. The valy&s weréd”
derived from the SFO kinetic model as the best fits to measured data. No experimental V&@e of ¢he
DTso could be calculated for RPA 202248 since no decline was observed uffdler the congtlons" the

test. The results of kinetic evaluations are summarized in Table 7.2.2.2 4@\% \ @ @
~
%ﬁ & X & @
Table 7.2.2.2-2: Degradation of [phenyl-UL-'*C]isoxaflutolé in aerobi fatural water @eate lm@d Q)
expressed as percentage of total applied r@mactwnty & é\ﬂ (e@ (%g
3

mplmg&terva@days @}
XY S& SRS

Component %Q @)@Q @2 &0\7 5 S 1@6 28 57
Tsoxaflutole Mean®  { §7.5 g 45 @ 26| 12 Qo.uo 5°0.0 & 08 ’
SD '3 | 409 | 395 |22 [0%04 | £0.0°] 0
RPA 202248 Meap o7 39,0 - &96@%3101.&9 9 8’5 | ©99.9
(Diketonitrile, M1) spO° K409 \il.§ 1D 2 &ose) =02
Unknown M2 Mean*, | 08 | B9 |gb6 Q00 72107 07| 2

s, &7 | @ 500 026y 000 9P [0l | <o

Unknown M3 Ao Q@an*

<
& | Sb @Qg %0. . . .
— Y
Total radioactivity @§§Me%§) 3 {@046Qiont | 1025 1020 | 1000 | 1037

. X
1n water ﬁQ

14CO 0 @ ’
’ O\ sD, e, (w01 P ﬂ%§ Q0| +0.0 | 0.0 | =0.0
O | M&n* & n. @ . 1 01 | <0.1 | <0.1
Other volatijles 6@@ B 1 ni@ p &@) =
9 %p @\% (S f0a. g,na. gyna. n.a. n.a. n.a.

N4
§ &’ & Mefnt | 10231048 ] 101G3°] 102.5 | 102.1 | 100.1 | 103.7
Total radioactivity @ @D ® j%(%\ éﬁ §5 0.0 e 08 ‘ol

S

Values given as pé@enta@ of gﬁlly a@hed{%ﬁoact@aty
SD = standard (@natl@ Meay Value f tw@ephca@s g
n.a. = not ana ed or ot a able\ Q (f@ S

S
IS > & &

7y

v
Tabl\e7 2.2.2-3: Degrada@n of@en@% 14@soxaﬂutole in aerobic natural water treated at high dose,
& ess&l as p@n tot plied radioactivity
@ < @ Sampling interval (days)
N @ N
Compes®: S
ompéhent @ O 0 1 2 5 14 28 57
Isoxflutol ” o §ﬂ Mean* | 933 | 583 | 195 | 54 | 00 | 00 | 0.0
Q @@ SD +1.7 | 1.2 +35 | 04 +0.0 +0.0 +0.0
RPA 202248 Mean* | 11.0 | 436 | 836 | 933 | 1029 | 1028 | 101.0
(Diketonitrile, M1) SD 25 | +06 | 429 | 208 | +0.1 | =02 | +13
Unknown M2 Mean* n.d. n.d. n.d. 2.4 n.d. n.d. n.d.
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SD n.a. n.a. n.a. +1.2 n.a. n.a. n.a.
Total radioactivity Mean* | 1043 | 1019 | 103.0 | 999 | 1029 | 102.8 | 1650 @©
in water SD +0.8 | £1.8 | £0.6 | +2.4 £0.1 +0.2 Oth.3 v
Mean* | na | <0.1 | <01 | <01 | &1 | <0.1% <0<@
14CO2 @
SD n.a. +0.0 | £0.0 | £0.0 +0.0 048 | 00 |
_ Mean* | na. | <0.1 | <01 | <04 <01 |.<01 | &0.1+)
Other volatiles @ S IS
SD n.a. +0.851 +0.0 i@ +0.0 @}rto.gﬁ 0§ &@
) T
Mean* | 1043 | 1019 | 103.1 |99 | 10207 1@ 6@1.0 S
Total radioactivity (%) %?Qf é Q < a
+0. . +0.6 ¥ +£2¢4° . 0.2 +1.
SD 0 8”@ 18 | +0.6Y 24" | &1 (8402 EN
Values given as percentages of initially applied radioactivity &N Q 6 sg, S
SD = standard deviation; * Mean values of two re%ipates@@ %Q &% @;\7 Q& *
n.a. = not analysed or not applicable; n.d. = not detecte @@ Q@ @ (g & @% o °
v S @
‘”\% S \\ > %% N o
@ |\ QO LY
Table 7.2.2.2-4: Kinetic evaluation 0 adat@r of eny%%ll-14 oxa le @eroblc natural
water under c0nd1t1011;§0 309’¢tgstlni § @ @ & %
Compound / Dose Kinetic Model2 50 D &\J %%r Q r?
@@ K ( ays)@< @s) R forchitd | &
Isoxaflutole / Low “USFQ, P> 0.68 | 52274 | - 216.14, 0.974
o FOME @ “2.10 Q71986 .9 0.972
Isoxaflutole / High S SFO 7 99 oF 3929 8,76 O 0.987
OMCD | ©089&S | 204 N 11.60 D 0.985
RPA 202248 / Low J@SF§@ D n& X n.c, O ncl n.c.
@ N FOMD ™ n.c. §j ne? o 0g. n.c.
RPA 202248 / High R S§FO The. .S we. @ W n.c.
NS @FOM(@ ‘& nc& yn.c. @ n.c. n.c.
Best fits are marked B6td v Q N
n.c. = not %%)ulable due t&go de@ane ot@es se@ in the ou%?éf tl&@dy
A SRS
\ N
FEFSs s -
) SRS
@ @ @@7 N @ @@Q
o O . o  ©
Q0O S & b
9 XN & @
% ) O @%: y Y
@7 N Q @ ©\
N NS N
(AN Q
N N Q@ @I Conclusion
S N %,
The overalldiotra ormﬁ includi ineralization of isoxaflutole and its residues formed in non-

. \4
sterile na@al w@@r Waggmcant under the ‘pelagic’ conditions of the test.
N Q
o O S s , . . . .
RP@OD ®was @e as the single and predominant major transformation product thus requiring
iderdfion in environmental risk assessments.

O
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The DTso of isoxaflutole in water under conditions of aerobic mineralisation testing was calculatedoto

be 0.68 days for the low dose and 0.99 days for the high dose tested thus indicating some depen@lcy ©©
of transformation rate upon the test concentration. N (%03
No experimental value of the DTso could be calculated for RPA 202248 smce@@dechne wa&%se@
under the conditions of the test.

N
% I
Overall the results are well in line with observations ma%@% existing @er/sedlmengtes SN N @Q @
S @ S
SN S X Q N %
<7 Q &> & @
9’ $ &
CA 7.2.2.3  Water/sediment study QQ(@ N Q\@ @Q \© %@ @@
% @Q @ &% @6 °\ R
Report: N N < Wil & S
Title: RPA 201772: Degragation and*retention in tw watq;r/sed;@nt systéms & @
Report No: R000377 &7 N N O e A D
Document No: M-158508-01-1,0 o> o F - © "\9 &L L 9O
Guidelines: BBA: Part IV@éctu)&S 1, (1@0) potspecified .~ & & o
GLP/GEP: yes @ N U® @j N %
P S I
Report: | 2013 M=46496.01 O A
Title: Isoxaffutole: Kinetic aodelli geval tion ofwater. é@%men%legradatlon study data to
derizg total?@§te 0 o, & & N 9
Report No: VE&(3/008A 7 & @“ x> O
Document No: M-46491201-15 O .. D

SEU C({@hcn ectl@ 91/ @s ameffﬂed l@%ommlssmn Directive 95/36/EC of

O ber@§09 no pRll%able

Guidelines: @
July 1995, tmﬁ@ Point ion Regulation (EC) No 1107/2009 of 21
S S %@S @ & @
\

\Y)

GLP/GEP: Q

S o <" . f@ I~ @ @
Report: & : :20073;M;464903:01
Title: N ole: elling@valuzt@n of Yater sediment degradation study data to
&@ . water phase DESY V@1L§, w
Report No: O VC/Q?/OOS&@ O &
Document No: " | Mc464908201-1 R
Guidelines: 7 0@?&1 D@@’cﬂvé@?’/ﬂ mended by Commission Directive 95/36/EC of
Q@ @©Jul ction 5 Poin nd Co mission Regulation (EC) No 1107/2009 of 21
er (2,@9,9 notépllc@e
GLP/GEPS) no S o
. R SR
\
Ty o
O v LY Qo
¥ @ &©
N N
& o J§ N Q
. RS
The degrad{é@n Qi\soxa@ ole under @@dmons of water/sediment testing was investigated in:
RN

. tw@@ontr fing dlm%@ and their associated water following application of phenyl-UL-'*C-
1&%]1&@ tartse and incubation at 20°C (KCA 7.2.2.3 /01).
N @’

9

The d@?@equirement was addressed under Point 7.2.1.3.2 of the Dossier submitted and evaluated
within the process for Annex I inclusion as published in the corresponding Monograph of RMS The

Netherlands (February 1997) and its amendments.
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Consequently there is no detailed description of this existing data in this update.

& b
The evaluation revealed that isoxaflutole was degraded rapidly to form metabplites RPA 202248 andy
RPA 205834 as major metabolites (maximum of 70.3% AR and 26.4%, res vely). The&@rm@\
of RPA 202248 and RPA 205834 was observed in parallel from the active Qubstance. a regul
biotic processes, both initially and fast formed metabolites could thus &%&/e as prede@ssor&r tlgs@
benzoic acid RPA 203328. In addition, RPA 207048 bserved a@ minor co nen@%low@
AR in the water or the sediment. Being transient this compmé@ was like @0 b om@a by @
deamination of the predecessor compound RPA 205834. Q& @ @

Q & Q& @
N @2

Half-lives for degradation ranged from 0.34 to 0.53 days fi 1sok$ﬂutole@whﬂ®alug§§@f tly\aﬁ@Tso
were estimated to 255 to 700 days for RPA &248@1d 5@0 976§ays % @5834% Tso was
estimated for RPA 203328. % @ @ @7

Due to their occurrence as major m@ohg&%m \g@%r/seQ%en& WB@@ 5834
¢ existing

and RPA 203328 had been deﬁne%@ rem@es to com@ ere\@lth 1ronﬁ3>ental risk

7o

assessments for surface water. Q % 2
@ N (g @ %
& @ i
The results of degradation tests 1Q&water/@me t systems und@ cond@on&%f the laboratory resulted
N 9
in the metabolic pathway @mma@ed 1@?‘1gur @2. 2<> . § S

45 S N &
The data from ex1st11@ Wate%e t te s werel netg\}lly re@valu@ked a%%rding to actual FOCUS
guidance (2006) i ocuments §7 7223 /% C%@ 2. 2&3 /03 @Jmmarized in more detail
N

) N
below. @) \ N <
D QO S
S & %© o «¥ & O ©§ o
& F§Es T
§ N
FIEFITs s
5 & & 5.~ &
S 5 SIS
¢ N .0 .0 ©
@ @ ©@ \ \ o\
Y S K 9 O
3 S & W2
N Q
Q N
o S & &
o ¥ & Q
. & & Q
@ O é@ ~ @
S ©
Figure gI@%.Z&-l@’rop&ed p ay of metabolism of isoxaflutole in water/sediment systems
{x’ SO SRS
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0 SO,CH,

Isoxaflutole ’ @
7 RPA 201772 \@ @@
N | (AE B197278)©
AN @ @
(0] N IS

N

0 o) SO,CH, RPA 202248
(AE 0540092)

CN ©

| &
Q&/@
K &8
A

%& & S S o C

O SOCH, _RPA2B338.Y o O o o

@ 0 SERH RPA 207048
S (AE§97Q5©55 K% e S (AE 0893029
HO % & @) (minor)

N
&
N
&
S N O o
Report: ‘0 3 :M-464901sQ]~
Title: N 7 IsexaflutBle: Kingtie S uatig® of x&a@"r sediment degradation study data to
rive gatal systetn DT50 val Q
Report No: VC/18/008 A NN S

Document No: 87| M-46490L:01-1 .~ g ©

Guidelines: 9 Coﬁﬂl Di@tivg 94/414/EEC, asgnended by Commission Directive 95/36/EC of
@ ly b , §e@i0n 5®int 7@nd Cégamission Regulation (EC) No 1107/2009 of 21

Q & Octaber 2Q(f9>;n0t%pplica,j§le N

GLP/GEP; 1 © X &7 @
, ) NV <
@ 2 QY&
Executive Summ@ N N Q
The\ﬁﬁhetics of deé%adati@%f i@@éﬂu in @1 systems was evaluated from data of tests performed

in two water/sediment syste%@it@enle -4C-radiolabeled active substance (KCA 7.2.2.3 /01).

S Q° %
The kineti@valt@ ion owse\\cﬁi FS guidance to derive values for the degradation in total
sediment@&vater @) stem@fron@@est fits to measured data for use as modeling endpoints in aquatic
EXpOSHLE ass¢ssme nd%@ comparison against trigger endpoints. Separate analysis was performed
fo %xale affd’ its é@etabolites RPA 202248 (AE 0540092) and RPA 205834 (AE 0692291) at
Level I@§the total systems with results summarised in Table 7.2.2.3-1 and Table 7.2.2.3-2.
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For modelling endpoints the kinetic evaluation resulted in an ‘all-SFO’ fit of residue data for the .

_systern. Best fits were obtained for the _ system from combination @he @b

Hockey Stick model for parent substance with the SFO model for the metaboliégs. A geomet@ mean®

value for the DegTso of 0.36 days was calculated for the parent con@md isoxafkytole. @r
metabolites the values are 237 days for RPA 202248 and 76.2 days for
resulted in average formation fractions of 0.71 for

A’205834. The evafaation

formation of RPA 205834 each from the parent compousigk

For persistence endpoints and for the

SFO’ fit for residue data. Best fits were obtained %r the

Hockey Stick model for parent substance with & models
in total system of 0.57 days was derived for the paredfcom i
f§%A%0224@@hd 8@@’ day&for RPA 2058

For metabolites the values are 334 days
values for the DegTo in total systems are 1?9 days for\%e pagent con%ogn@%or&than 1

RPA 202248 and 270 days for RPA 2

O

Y

@

i;)@nation of Rg@ 02248

@
system the kir@@c

nd i

the{@fabolite i
aflutole (

©)

N
evaluatien esu@ in all&(@&
) o)
ystem ror&comblﬁatlor&@f

\@)rst Gise I{gﬂ'so

a&p 0.23\ Dor %@@

Y N @ @

34.

o for
4.° @ |, S SN
e s s & o
N N § N

t

$ iy
Table 7.2.2.3-1: Modeling endpoin@ ha]@ives z(%i forn@tion @tio s@r tg&ggra(ﬁﬁm ofisoxaflutole
accz@ g éo

residues in t0t@ateg/§@imen@&ste§

CU eve§
&

(@

&

Compound KSyste@ & el D@%so © Tfm
- @J) @ f (/\\@ I@ %@aysg\((\\
Isoxaflutole S A D @$ S 0.5%, N -
N\
& _ b o4 o s P -
& X 9 Méph (gesmetric) e S -
RPA 202248 & O | - V16| & 334 0.75
N 1Y &7 168 0.68
SIS %~ Mean (geghietric)S> @37 -
‘a o N QAverage %, - 0.71
RPA 205834 B NN 025
AN L@ O ™ |9 s 0.22
Q> & Mein (geometrie) 76.2 -
NN ‘O “MAverage - 0.23
Label 1 = phen}@l‘ m Q’Q filat@i;@z fr?c@/@f’ ©\ O ©© @jQ
ARSI S D
Table 7.2 2: Persist%;ce en@oints@ﬁlf-li es'for the degradation of isoxaflutole residues in total
water/sy imel%ystems acw&ngf@FOCUS Level I
ompound % L) System rQ Label ffm DegTso DegToo
N @ @{ Q R O (days) (days)
Isoxaflutole @ Q 1 - 0.57 1.9
© D , 1 - 0.21 12
RPA202248 & |O I 0.75 334 >1000
2 @ 1 0.68 168 559
RPA%058340° ) 1 0.25 81.4 270
§ o @ 1 0.22 715 237

Labgl 1 C?henyl; ffm = formation fraction
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I. Material and Methods

o

The kinetic evaluation was based on data of a water/sediment study (KCA 7.2.2.3/01) conduc‘ge&itb@
phenyl-UL-"*C-labeled isoxaflutole in a sandy (_) and a loamy se%lent (
and their associated water at 20°C in the dark for a maximum of 100 days. @J@ & N

N
Data pre-processing % § X o

9
Generally, replicates were taken into account separately@he data werg%hecked fo&&msmt&ncy a@ @
clear outliers. Data for non-extractable residues (NER) Snd CO, wel@@%ot fitted wéﬂn t@val&@%on &

(open system). SN N &
For the residues in the total sediment/water syste followmg@roce@ﬁe ?ppli&ng @© &@
- For data processing of day zero samples, T4 oactivity @gn%@) tabolites, nq&@@xtr acts ble
residues (NER) and CO, was added to the pgent c@@pou&@nd &I%s m‘e‘t’qboht@conceﬁtratlorﬁ’ were
set to 0 %. Parent compound was attrlbute%s the@a‘cer @ﬁse 0@@’ thus@sultmﬁgjm @vcﬂue erogfor
the sediment phase, since the test substag&e as%pph&a\to th%zvater pigase O @

- Residues values below the limit oect 613}1_40]@: 0 OM of ) w\qﬁ% s @O S@mes @OD
for the first non-detect at the end of@ie e. Tl@cur@ould@e cuéﬁ) thi t m@ase of no

later detects. For metabolites, th@ast non- det(%ct at t&g beg@@y ng @ cugé Wa@t to 05 times the

LOD for occurrences later than@ay 0 v\g @ $
s @ & @ 5

L S
Kinetic models 2 &

The kinetic evaluation oﬁwate%edlme daas n@%accoyr%mg @O%@S Level I to result in
degradation kinetics @t’otal &tem&a \ (&

No evaluations ac@m&o Lev@l w@e per@ne@nce Wt reir%d @ mandatory. For lower-tier
calculations or t@co QISOI’&%Y[}I pers1stK%e trlggrs a Q§%rel I@valuﬁ@)n of the dissipation may be

often approp@ IS ) Q S
%,
Contrary to.the par@l’t fo%eta@htes t ma; b@ ofteppneither eas nor meaningful to differentiate

betwee§ O and the k@has@hod usmg evelN c\Q 1mw]§a@17eous fit of the complete metabolic
pathw@ i.e. cons1de@1g f&@atlon and d@‘hne o@meta%hte’gl@)A bi-phasic approach would result in

too many free p@meter{.@ @ (N escr@ suc@ Sys, er%s Even for SFO the number of free

parameters is offéh at li use%f bi- Qhasw gietics could easily multiply the number of
>

\
% @ @ Q &’ @®
The inf@g of klnetl@degr@lon @ram@ers f&ﬁ“@wed the proposed metabolic pathway as given in
231, & S o Q

X
Ead&compound was rep§sent @jy ofte cor@rtment as the total of measured occurrences in water

free parame
Fi 1gure 7

transformati § re cﬁ%}ns

ompoun(k ﬁtte

were weighted &uall ‘%us @?geipondmg to an absolute error model.
weigh @@ LA

and sediment @mh no valyes cia with a sink compartment. Between compartments
g@é asiéumed@o proceed only one-way. The initial amount of the parent

initt§Damount for metabolites was fixed to a value of zero. All data
S &
A@s kinetic m@ls consisting of single first-order (SFO), first-order multiple-compartment

(FOM ustafson-Holden), double first-order in parallel (DFOP), and the hockey-stick (HS) model
were available, in principle, according to the set of models proposed by FOCUS.
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While best-fits should be taken to derive trigger or persistence endpoints SFO should be used to deriye
modeling input parameters if an acceptable fit can be obtained. @ ©©
Before use of bi-phasic kinetic models FOMC, DFOP and HS the following major cases weé@taker@’
into account: IS &@ ©)
1. A check whether a degradation or dissipation to 10% of the initial amoutit’ M, was reached ﬁg%in
experimental period, then the estimation of the DTso could be simpli&% according\@ tlle ﬁati%@
DTso = DToo/(In(10)/In(2)). By this method the equival FO-curve @eets the bi-%asic &g}/e a@e @
time DTog vi-phasic and consequently the residue values it earlier times@ over-prediéfed. & é\a &
2. In case a value of 10% for My was not reached witliin the mnti@ of thei studiﬁg OMCQhOL@not %
used to derive modelling endpoints. QQ% N @@2 Q & @}
3. In case a value of 10% for My was not reEéihe within th§@ﬂnti@ of g@studb\theogso c@ be
derived for DFOP and HS models from thg)slow@y pau&) th@bi-p%@ic C\@@ uiing th%relatiog
DTso = In(2)/ke. 8 % T R s O &S
g\y \°\ \\ S &% ) ) N §
o\ &

S %o
Statistical evaluation Q@ % v, O\ %© é\y o~ N Q
The identification of the most a@@)pri&é kin«s@g m(}dﬁ f@&@e @rip&@a of &éerir@ntal data

according to FOCUS is mainly Based en the ¢hree c@@eria @Vis fDas @men@@ ﬁt§%§? calculated
transformation curves to expentag\\d’ata, th@jvalu@fof e@@f of @-sq%are (thest a single-sided
significance t-test. % N § @& oy AN ) %
The choice of the appro&@te kifrdtic zgﬁiel §as prl&narib@;@sed&? Vis@ assggsment of the fit and
the Chi*- (y’-) error. @ RS @@ QO « % - Q
Within the current @aluati@, si@e ﬁr@-ord@@SF%ﬁinetig had&een %g:\sted first, since SFO is
being used as th% mp@i kingti¢' madel a{nos‘[ px@usiv in_egvironfental exposure models. In
case the SFO %@ho@not b&ViSL@ly ac@ﬂablé&?r in case ofie sigmifjcant exceedance of value for
y2-error of 1@&, b@asi&@odel@weréﬂ\tes@c@%in the @rodel @vas chosen which was visually

. i C%) @ 1@; 5
acceptable\@ld providedia mg@ an@t‘cer in g ] %@ae )&@’ror.

€
A @O & O O

The approach avcx@d thg%se @Vqr-@rame\\t}rised\mode& simply and only being chosen on the
basis of a margi@ﬁy béger ﬁ@ ina \1‘[ s@@d be noted@hat a value of y>-error below 15% should
only be consi@red agst id@ andnot a@n ab&te dut-off criterion. This is true, in particular, for
the modelli of m%”[ab@ ~ with@rors@r y2Ceing higher, but with fits still representing a
reasona@escription%f thei@@rma@% ar&%gga&%on behaviour.

o N

> A\ N L9

v S IR S
N ¥ o I&{es@ and Discussion
otic oueBlos N : .

The kinetic evaluati @igr—s@ent data was performed according to FOCUS Level I to result in
degradatio@net@ int syg\&ems @le 7.2.2.3-3 and Table 7.2.2.3-4). No evaluations according

to Lev% @werrfon@%. @@

. S & - -
F or$€ twoZdata @ ungder investigation, the application of an all-SFO kinetic model to the parent

For th
Stick model to the parent substance data and the SFO model for the metabolites RPA 202248 and
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RPA 205834. Apart from low Chi%-errors there was also no sign of systematic variations of the
residuals. Consequently, no further testing of other kinetic models was considered necessary. @ o

Table 7.2.2.3-3: Modelling endpoints, half-lives for the degradation of isoxaflutole @ metabolltei@total@

systems Level 1 \@
Compound System DegTso DegToo ffm Chi®) t-test, Q @ 2
(days) (days)(9) @% D>l S
Isoxaflutole 0.57 1.9X - |89 | 2.67€05 (ery godt &@
0.23 0478 - @%08 | 18400587 Gaad O
Mean (geometric) 0.36 2 Q) N @

S ©
334 5701000 075 | gF4 |“Q0003830 | adery gamgt
168 559 |68 > 8.6 @ 0.089254, T Ggod
Mean (geometric) 237 @ S >l S
Average % Y g2l oy | © MRS
8kd MPYTN 20.25 %16.4 @ 0.000343 < Go,
ars - 7 0. 22Q 23,65 | 0,6001603 d
Mean (geometric) @6.2& (S\\ﬁ O <) &
Average & RN b %Q\% N N S 9
ffm = formation fraction; Ch12 =Chi d%uare@ror tdgst = t@obab test; WA =< ¥jsual Assessnient

_ SFO model for[@ ulfﬁanceﬁ) S% ﬁﬁtabﬁ@es @§ @)b @© é
_ Hockey Stick nivdel paren starce, SFQ for metgbolit
o e, SR bl

RPA 202248

RPA 205834

Il

\

N & S <
Table 7.2.2.3-4: Persistence en ts, %lf -liv r th ©@ egra@ 10ng&f 1s0xafiot\rtole @ metabolites in total
syste ev N
pstems 1 \& e $ & Q&>
Compound Q\\g)’stga ]);&’50 D@ﬁ%o @Q@ffm& Chig, t-test VA
(days) > | tdays) SF @°| (%)
Isoxaflutole 3 30370 [ 1%, | 579 2.67e-05 | Very good
o.z“ﬁ . > & [O. W k1 5.06e-08
) & & o @ }@’ S 2.3 K2 0.00729 Excellent
RPA 2&@8 Q334 51009 085 | 7.4 | 0.005830 | Very good
1687 N~ 559 [ 0.68 [ 8.6 | 0.000254 Good
RPA 205834 WA @ 30 0.25 16.4 0.000343 Good
QIS Q237 &1 022 | 23.6 | 0.001603 Good
ffm = formati%@ﬁracti Chi2©@Chi\ %hére {f@r; t-(ftz@gp: t-%s%bility test; VA = Visual Assessment
AN & @ %Q @

@7 @ Q @ @aclusmn

The\é%fgradatlon oﬁphe %Le”@]lab el d 1se®aﬂutole under conditions of a water/sediment test was
shown to proce@kwa the rn@g%n (@met%gggﬁtes RPA 202248 and RPA 205834.

e <
For modell@ en@pom‘[@ Kinetic <y uation resulted in an ‘all-SFO’ fit of residue data for the

m. Bdst figs"were obtained for the _system from combination of the
Hoc@&SUcl@nod@r pa@t substance with the SFO model for the metabolites.
F (Q“?érs%?@lce en@on@and for the _system the kinetic evaluation resulted in an ‘all-
SFO’ @or residue data. Best fits were obtained for the _ system from combination of
Hockey Stick model for parent substance with SFO models for the metabolites.




B . Page 93 of 109
sayer) Bayer CropScience 2013-11-22
R

Document MCA: Section 7 Fate and behaviour in the environment
Isoxaflutole

For modelling endpoints the kinetic evaluation resulted in a geometric mean value for the DegTso of
0.36 days for the parent compound isoxaflutole. For metabolites the values are 237 da)@for o

RPA 202248 and 76.2 days for RPA 205834. Q\ §

& @
N & O
For evaluation against persistence triggers the worst case DegTso in total sys@m is 0.57 days
-system) for parent compound isoxaflutole. For metabolites the &%ws are 33i@ay§ for RP@@
202248 and 81.4 days for RPA 205834. Worst case val or the Deg@o in total sy@%ms .9 @%s @
X S

for the parent compound, more than 1000 days for RP@ 202248 and@O days for@A 2 34. Q @
@ O

> S @

R e &
The results can therefore be used as input parar@ for modfxlling in@%ivirol@lent\@isk %sessn@%ts
@ N %@J D L <

and for evaluation against persistence triggers,

NN

A
o @ &N A & S
%o @) GRS S S o
N o O L o
Report: ; 2013;M-#64903-:6 ©
Title: Isoxaflutole: Kinefig modelling e@luatjofhof wa®y sediment dedeadatighstudy data to
derive water phae D]Ziﬁ%%valuqﬁ&ﬂ N @@ @@
Report No: VC/13/008Bs ~ @ NN TN > &9
Document No: M-464903-001 . o & & O .o ¢ -
Guidelines: EU Coungjl Directive 91414/EEC, as @fénd@by C@miﬁ- Digective 95/36/EC of
July , Section 5,Point 7 anid Coinmissiéh egulation (EC) N@I1107/2009 of 21
October 2009;not applicable, D S 7.9 .
GLP/GEP: np 2 VY §U R RS
@ N B D
g &L TFLT s S
Executive Summaty § Q@ > éw @ e S
o, i
alugfed fr data of tests performed in

two water/ sediééht s

The kinetics of dissip ti@% of isoxaflutele from wa%@wa§@v
;& e
o

ms with plienyl-Uf>'*C-rédiolabeled 3@6 substance (KCA 7.2.2.3 /01).

.9
The kineti@;valuat@n fol%wed@OC gui@ce t&@eriV@Valur the dissipation from the water

phase i@ediment/watg}sys‘s@l&s fr@ est fits taymeasred data for use as modeling endpoints in
aquatié>exposure ass&smentsdand for C(@qparjs@ against trigger endpoints. Separate analysis was

performed for isoRaflutole’ andits nietabolites 202948 (AE 0540092) and RPA 205834
(AE 0692291) a Vel§or w@r wit:h}esu S&umma isediin Table 7.2.2.3-5 and Table 7.2.2.3-6.
SN @@ S < «§

Q
For modelliﬂ@@gndp@j%ts t@@i(ine\gfs evamgion%@sultﬁ in an ‘all-SFO’ fit of residue data for the -

% system. Best ﬁt@ere ineg@for ;g@ system from combination of the
SFO mddel for parerrgs@u)bstar@e and RPA&@Z%\/ith the DFOP model for RPA 205834.

A g&emetric mean, ah@ﬁorc i@’ Dig¥, (@9.36 days was calculated for the parent compound
isoxaflutole. FO@ @etabo@es {@Valu@s are &@Z days for RPA 202248 and 28.3 days for RPA 205834.

& An SR

For persist@l@e endpoints@nd for the _system the kinetic evaluation resulted in a SFO
fit for re@ue (@ of @&r)ent@&%stance, a Hockey Stick model for RPA 202248 and a DFOP fit for
RPA 2@834 est @We 3Obtained for the _ system from combination of Hockey Stick
m for ent s@sta@ and RPA 202248 with the FOMC model for RPA 205834.

A worstsease DisTso of 0.57 days in water (_system) was calculated for the parent
compound isoxaflutole. For metabolites the values are 57.1 days for RPA 202248 and 16.7 days for
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RPA 205834. Worst case values for the DisTy in total systems are 1.9 days for the parent compound,

328 days for RPA 202248 and 163 days for RPA 205834. @ @6
(g
Table 7.2.2.3-5: Modelling endpoints, half-lives for the dissipation of isoxaflutole al@letabolites f wa@
systems Level I @ SR
N
Compound System Label DisTso% . @Q § S
2 (daySy O N
Isoxaflutole & r(@ < Q\ %@ o
o 1 D23 & Q@ SRS
Mean (&2ometric) A~ 0.36 S @© é
RPA 202248 D 1 N e o @
L @ N8 |y o0 O
ean (FEbmetrit) < V62.2 § S
RPA 205834 E O [0 330 - S @% @&
ST N - A6 ) S
o .Vean (@metr{q\f A28.3°, Q> éﬁ S
Label 1 = phenyl N X S
RPNy
RN g 6 > § O .0 &
Table 7.2.2.3-6: Persistence en%@lts,chﬁif-lives@’r th@ﬁ'ssipa@ﬂn of @xaﬂu e aeta@lites from
water, Level RS S @Y g S)
é < é\ o AN %ﬁ &) &
Compound & Sy, Label ST w,~ DisToo
N %én Q° %(day&zi@ Q7 (days)
Isoxaflutole é\y ,Q ’ °i\v Q) Q57 - 2 1.9
@ SOl M, @21 % 1.2
RPA202248 & O V19 | A 2649 328
F D 1 § 5%J 289
RPA 205834 © @JQ N 9 &1 g @6.7 95.5
& 01 g, 157 163
§ L0 w S
5 & & %L\Ma@ a

N N
The kinetic ﬁ@luatl@@ wa, @ased\c% da%@f a.water/sedment study (ITA 7.2.2.3/01) conducted with
1

phenyl-UL“C-labeled i@@a@e in andW) and a loamy sediment (||| G
and thei ociated wager at in datk for a fraximum of 100 days.
@ 0\9@5 @y gg 4t y

Q
Datatﬁre—processingQ % @ @} N

Ger%rally, replicates wetg tak@\into a%oun&parately. The data were checked for consistency and

clear outliers. @?a f%r%non— rac 4;-\»57 res@gues (NER) and CO; were not fitted within the evaluation
(open syste@ N

For the r@idues @%fhe @er t@ollow@g procedure was applied:

- For _data prdgessing of zero samples, radioactivity assigned to metabolites, non-extractable
resid@ies (N ar@Ozs was added to the parent compound and thus metabolite concentrations were
se@{o 0 0/&arent compdund was attributed to the water phase only thus resulting in a value of zero for
the se@ent phase, since the test substance was applied to the water phase.

- Residues values below the limit of detection (LOD = 0.01% of AR) were set to 0.5 times the LOD
for the first non-detect at the end of the curve. The curve could be cut at this time point in case of no
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later detects. For metabolites, the last non-detect at the beginning of a curve was set to 0.5 times the

LOD for occurrences later than day 0. @ ’ ©©

> @Q@j

Kinetic models IS ©)
. : . 5 S

The current kinetic evaluation of water-sediment data was performed accor(@g to FOC Le@i to

result in dissipation kinetics in water. &% L9 o \;45@

No evaluations according to Level II were performed sigge not regard@ as mandat \.FO‘lQ%WGI‘ T @

calculations or the comparison with persistence triggeis aLevel e@aﬁon of tlssi on 1@ be &

often appropriate. @ Q& Q R @© LS

Contrary to the parent, for metabolites it may be '6:4, n neither feas1bl@j%r m@%ﬁng@b to (%fferen@te

between SFO and the bi-phasic models, using Level I and a si lt%;(i?%ous fifgpf th@ompl*éte m@@%olic

pathway (i.e. considering formation and decl@g of f@ctabghises). bi-p@@%{c a@ach W\oul result in
0

Q

too many free parameters needed to describe @%ﬂch sgstemsQEven for SEO théOnu of free
parameters is often at the limit and the@\\s’e o@\f—pha&% kinétics cau eas@/ m&tjply the nut@r of
free @ ~ ) o S © t’\?\ Y Q
parameters. Q&N & & &N O @ N
S H S STy S § <2
The inferring of kinetic degradat& pa@mete%}s@follo@@d th op&@d n%@%olithw%w as given in
- - @ N @
Figure 7.2.2.3-1. SN ¥« @Q S é

Each compound was represénted gsgy one @mpa@ment@s the fqtal ef\%e%smgzd ogcurrences in water
and sediment with no\@alues®assc@§ted th 2 sin %com@me@ Betwéen compartments
transformation reactigns wer@ssm@jd to ce%%nl@y ©rie-way. The%igia mount of the parent
compound was free fited arf@ th@tial @mun@r m&g%olite@was @ed t&&% value of zero. All data
were weighted ec@ﬁ tlgs comg@ond@ to \an abg»@ eoc@l. @
& S N @
S D N WS 5

At least four@neti@od&lﬂ@comi@ng &€ sing@ﬁrs‘c@]er 0), dirst-order multiple-compartment
(FOMC, Gestafson-Holden), d&%le ﬁ:&g—ordg@in patailel @FOP@and the hockey-stick (HS) model
were a@ble, in prile, @rdh@o the%set o@ode@%rgp@d by FOCUS.

While best-fits shouitd be tiken tox@erwe@%ge{j&r peg&stenc%%ndpomts SFO should be used to derive

modeling input pet IS 1{&@%&9@&6 fit‘¢an be@otah@d.
C

Before a use of lf?—ph ki m@s P@‘&il\%/[C, §OP @ HS the following major cases were taken

into account@@ € @Q <O D &
1. A checl%whether a de@ada@ or dggigat@gn to % of the initial amount M, was reached within
experim@al periody\t%%n thf@estime%on @ the’VTso could be simplified according to the relation
DTsog DTgo/(ln(l(@%lQ) y}h@metl@% theequivalent SFO-curve meets the bi-phasic curve at the
time'DToo bi-phasic and cor@que@ the r%idu@alues at earlier times are over-predicted.

2.Incasea Va{@%f 0% @o w«a®1@ot r@'\:hed within the runtime of the study, FOMC should not be
used to deri odellthg pointws\\.” @

3.In case@“;ﬁi> Valué%f 1(&‘%@ for@% was?ot reached within the runtime of the study, the DTso could be

derivedSor l.:e% a%d HS@@odels from the slower part of the bi-phasic curve using the relation

DTses Q. S .0
%“g@@@’§

Statistici evaluation

The identification of the most appropriate kinetic model for the description of experimental data
according to FOCUS is mainly based on the three criteria of visual assessment of fits of calculated
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transformation curves to experimental data, the value of error of Chi-square (y?) test and a single-sided
significance t-test. @ ©©
The choice of the appropriate kinetic model was primarily based on visual asgssment of th%@qt andt”
the Chi?- (y*-) error. Q &@ @g
Within the current evaluation, single first-order (SFO) kinetics had been tésted first, @ce is
being used as the simplest kinetic model almost exclusively in envirogmental expo&@e mddels. fn
case the SFO fit should not be visually acceptable or indse of a sig@cant exceegdance %alue&r @
y2-error of 15%, bi-phasic models were tested. Fin&lly the modeas chose&ic]@@as Vs@all &
acceptable and provided a significantly better fit is of the X@TO%@ . §© o @© &@

> @ © o W
The approach avoided the use of over—para%e%modé}sinﬂiE an\g@’nly &ng o&%senz«cﬁ the
basis of a marginally better fit. Finally it sh&dld b@@iote@hat a@lue@’ x*-efor below 15% should
only be considered as guidance and not &é@n a&s@lute\c@f—o il c%teri n. Thi§s true, in p c or

the modelling of metabolite data wit@enos@ﬁor X@eip& 1ghe®but with ﬁ@étill@@pres ng a

reasonable description of their form@n a@egr@ﬁon@hav@m §9 S @ %
< (N S
R o O & .0 S’ @? <
9 ST S SRS
@ . H.Restilts ar@lsa@san SN
The current kinetic evaluatioti of ater- @1meata WS perf@rm@ccocr(f@lg t% OCUS Level I to
Gy, @ . N
result in dissipation kme&c@? in We@er. Ngy eva@wns&accor@}g to kevel @ere@rformed.
% @ %@ S 6@ \© é% ‘.
For the two data g@nderﬁves@atiom@the @ica@ﬁ of an all-&O’ kinetic model to the parent

substance and m olit@%lataw@%lteﬁ a&eptabl%@its gp@the F system with results
Y

N
summarised i é?ble @.2.3-9%0 Te 7.2@3-1%9& >
For the #ataﬁ;\%e 'S%O moc%l waé@cce fable f(@the&@‘ent compound isoxaflutole and
metabolite RPA 20224&9F0r da@ met@oli‘% 8&@% fits could be optimised by a bi-
phasic%ﬁroach applying i@ FO mo&@el. Ap@t frofiv 1ow\@112_errors there was also no sign of
systematic Varlat1§ of the res@hlsv \(@nse%sntlyéno further testing of other kinetic models was

considered necessary. @ @ > \% & O
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Table 7.2.2.3-10: Modelling endpoints, half-lives for the dissipation of isoxaflutole and metabolites from
water systems Level 1

&

Compound System DisTso DisToo Chi? t-test %
(days) (days) (%) @~ &,
Isoxaflutole 0.57 1.9 5.9 R12e-05 \%ry godd”
0.23 0.78 10.8 1.20¢-05 Ge@
Mean (geometric) 0.36 z v K .2
RPA 202248 53.9 1795 11.7@> | 0.00563 Q&\Good @
71.8 239 98R 6.47¢%5 @ccep@ﬂle
Mean (geometric) 62.2 @ NS @) R s
RPA 205834 33.9% obI3* 5.6 & | KeP.00525. | Very gog&
@)
236 (U84 o> 1147 | o?)ogj@’ “TGo eg\\
Mean (geometric) 283 & 9 D f\a &7
ffm = formation fraction; Chi? = Chi square errorwtest%\ﬁprol@)lllty V%j\l 1sua('@Asse&ment
_ SFO model for parent substa@andoé@abo&g@lw% 0 24%DFOr RPA@OS S@Vjvlt
back-calculated from slow phase @ @ & S
_ SFO for parent substanc&SF %r eac etab@e v @
w & O § &@ &
Table 7.2.2.3-12: Persistence endpol ts&K@lf -liveOfor @ dissi 10n@<t®1so@ltoléﬂd meﬁbohtes from
water, Level I@ @y & @Q o
Compound System §b S DisTay N Chix 9D t- t@ VA
2 (days) e 5
Isoxaflutole 2057 § a9 o « 59 *o &26-05 Very good
«v\ﬁ 70.2 @V 12y | ©°23% | & 5.13e-08
? @ § o Q Q 0.00571 Excellent
6.1 | - y .\ 9 k10.00398
RPA 202248 @\\ N &\ § K2 0.07538 Excellent
Q 57%@ 2%@} 549 k10.00491 [ =
~ o k2 4.61e-05 YE
7
: @.7 95.5 (4 19%6 k1 0.48412
RPA %@4 Q@ AN ©\ 2 0.00525 | Very good
~ -
@ 1%3 Ay 1O B contains Excellent
Zero
ffm = formation ﬁ%tion@ @1 squ@?’ errpN test@t pro@ lity test; VA = Visual Assessment
\C @tani@ocke,@&lck @ RPA 202248, DFOP for RPA 205834
* ockey Stlcl@nod@r par:@sub%%ce a@m 202248, FOMC for RPA 205834
Q @ N
NS
N Qy @ II&onclusion

The degradat

shown to &

@myl
cdfa t
&

14 %ﬁbeleoxaﬂutole under conditions of a water/sediment test was
%)n ofabohtes RPA 202248 and RPA 205834.

@
For m&lh Qndp ts th&kinetic evaluation of the dissipation from water resulted in an ‘all-SFO’

system. Best fits were obtained for the _

ﬁtQ®r651 data@for @
system@m combination of the SFO model for parent substance and RPA 202248 with the DFOP
r RPA 205834.

model
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For persistence endpoints and for the _system the kinetic evaluation resulted in a SFO fit
for residue data of parent substance, a Hockey Stick model for RPA 202248 and a DFOP @for @6
RPA 205834. Best fits were obtained for the _ system from comb tion of Hocl@ Stick?’
model for parent substance and RPA 202248 with the FOMC model for RPA834. &@ @Q
0 o
S

. : . : : , %d Q %)
For modelling endpoints the kinetic evaluation resulted @na geometric sgean value f&r heogﬁ 50
0.36 days for the parent compound isoxaflutole. F o= etabolites@ﬁ*)e values @% 622-days@or &@
RPA 202248 and 28.3 days for RPA 205834. & ® %@ Q@ C:§©

@ S Q)

o S R g &8 =
For evaluation against persistence triggers the w@? case DisTsq from @ater 1s%.57\@/s (]
system) for parent compound isoxaflutole. For metabglites @ng Valﬁg\s ar@\?@.l @s f A 202248
and 16.7 days for RPA 205834. Worst case @lues\%’r th@isT @%n toyste@’s are].9 dawy for &the
parent compound, 328 days for RPA 202@%8 an%%3 d@@fo&A 2%5834©@ §@

SN A AN R S
@ N 08 OO S &
The results can therefore be used as@ut pé%amet@ fom@del in @iro@nta k asse©s>sments
and for evaluation against persist@@e trigg@’rs. ~ 6&’ ®\ ©@
9 9
o .~ @8 & Q
O N N -
CA 7224 Irradiated wat&se%ﬁen d v § Q \;5@
\ )
This point is regarded&s a ne@pti(@@jﬂ dat@equegt @che EU. The%eg{}ra@ion of isoxaflutole is
well understood und&t standird @ditio@ of @er/s@ment @stinéﬁn Vi@&/ of the overall limited
potential of photolytic d@mda{@ as %oQtrateod%@lder &A 72.1.2/ @ and KCA 7.2.1.2/ 03 the
conduct of anadi@d Wa%r/se@ment @lldy ifg\not r ar§ to result in a significantly better
understandin@f thgg?eha&iﬂ@ of isoafluffale and}fs re@@:es mythe agyatic environment.
% .

—

a

<
%)

&
©

4
p
f@

. © S T o o
An irradiated water{ :@ﬁ}nir:@dy ‘@thgg&fe\ per{g@nﬁi&
SENES) R
FEFS & O
R

D S :
CA723 @Degl@Qati@m tl@@éat@mte ne «§
o .
This data req@%reme%t ha@eedres@ ung;@ Poi®7.2.1.4 of the Dossier submitted and evaluated
within ‘@rocess for@mencl@n agpublished in the corresponding Monograph of RMS The
o . D

Netherlands (Februagyy1997) and its amerdrentsd

5 & é KSR

N & N9 | -

The evaluation @Vealed that Q@resu@ of risk assessment in ground water demonstrated no significant
risk for a cﬁnina&@ﬁ of —so&iﬁ)r the Saturated zone by the parent compound and its metabolites,
when applj acc@ing ood@grical practice.
Thereforé) the @%arate@?nve ations on the degradation in the saturated zone are not regarded as
necessary. Oy @ §

& @ Iy o

¢ g v

&




B . Page 99 of 109
sayer) Bayer CropScience 2013-11-22
R

Document MCA: Section 7 Fate and behaviour in the environment

Isoxaflutole
& O
N @@
CA73 Fate and behaviour in air S @® S
CA 731 Route and rate of degradation in air @’Q s \Q
3 & &
~ ° . X
Report: I I (0 6:M-213115-04> A @ @
Title: Isoxaflutole - Estimation of the rate o\§photocheml@fransformatl@wfn th@@mo%bere ©&
under tropospheric conditions & ﬂ N QD A G
Report No: C022447 NG Q . S, O @
Document No(s): Report ingcslu;ifz Trial Nos.: » @ O\@@ Q \ %@ @@
M-213115-01-1 N O Y S 7 @6 NS
Guidelines: OECD: Environment N}%nogggph N6l (],@);D gation Hot specified % L
GLP/GEP: yes R Y R N W @Qf @
PRSI SR S
Report: RO0IN22492 01 > & & O
Title: Isoxaﬂ}ltole: AL adati \by [&% oxidation @r M@ cala@a‘uon
according t kmson B A <O N
Report No: C038406 i @V ﬁ©b NN
Document No(s): Reportq@s%f/udes\T r1a1 %Qs @% [CE-N
&cxgg\;/om @ & <2 e
M-224922-@3°1 & QN L9
Guidelines: Déyiation not spé@fied S {1 % A
GLP/GEP: ) o D
AN
Report: S ; ; @
Title: @j PA202248: tiatio& de%%dationﬁly p@oxid@ﬁon in air Model calculation
S cordipg to @insqp@' R &
Report No: =~ @F C038405 L2 S O 0
Document N&(s): Report 1%%638@1 No&y T % >
S o sox [SEERSIIPN
BrodB0011 o O %
Guidelines: @ De\%tlon@gspegﬁ)ed A
GLP/GEP: o '&QJ &0 e v S
@ @Q @? 9 ©\ , § >
Q © \ &

This data cgsqulrement ha@be ddr Qd u@er Pdint 7.2.2 of the Dossier submitted and evaluated
within process er@nne 1nclug{0n @ubh{ﬁéd in the corresponding Monograph of RMS The
Netherlands (Februa@s 199&% and% ame@dment@

\
The evaluation eyealec@hat @sed on rap@degradatlon in the atmosphere, isoxaflutole would not
remain stablecarnd t s, avadable F@long%nge transport due to its susceptibility for reactions with

photochem@ly pFQ drox rad@ﬂs

The exg @@ula‘uon of tl@ rate of transformation of isoxaflutole in air (KCA 7.3.1 /01) had been
performed i to ag@{}}ablhty of the software AOPWIN introduced later by US EPA being
re e actual standard for this kind of calculation.

T rate photochemical transformation of isoxaflutole in air has therefore been re-calculated as
briefly@gbcribed below (KCA 7.3.1 /02).
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In addition, the rate of transformation of the rapidly formed metabolite RPA 202248 in air was
calculated following the same approach as presented for the active substance with results su @ed S
below (KCA 7.3.1 /03). N @@

o,

The value for the vapour pressure of isoxaflutole had been determined to @ x 107 Pa 4 20"@5

submitted under Point 2.3.1 of the existing Dossier. Q S
L o
2 IS
@ & NN
Report: I I > 0:Ni-224922-01 o g 9 < &
Title: Isoxaflutole: Estimation of d tion by photo-éxidation in airdodel ggttulafi ©
1tie soxa u ole S l.ma 10n O egrag@glon Yy pho 0& ation 1n al@IM(/) (] @ Cu a@ (ix
according to Atkinson O Q <y @
Report No: C038406 ) 2 Q & . @
Document No(s): Report includes Trial Nos.: &/ RN N NS
CXO3081 & o O & @6 .
M-224922-01-1 Q 9 & o U & o .
Guidelines: Deviation not speciﬁ& (o8 @ Q D S (&5@? (77}\’
GLP/GEP: no RS > o 0O ES
@ S @ |5 2, S Q
> N R <
SIESIGIRIR I )
Executive Summary S KON D ©@ RN R

N .
The half-life time of isoxaﬂut(@eQm gg@vas é@ma@ on basfg of s tur%@@@tivitywelationships
for the degradation of chern{jt@}s in "the a@spherg@aeveﬁsped I@QAtk@son12 ard trapsferred into the
computer program AOPW(%\ITM (6%.91)§9 @& @ N @ N 2
The half-life of isoxaflutele in air was g@cima@ to 3 da base&n a@cal@ligh‘c concentration
of 1.5 x 10° hydroxylgmca@ﬁ aifand a® houdd ay.o\ S \@
< < @ $ SN
. O O SR @ @) . . .

The calculations showedGhat i§exaflutdle is susce fogéactl@s of roxyl radicals with various
parts of the Ir%®ggule %s contributig to t@deg&%atiof th@bstaﬁ%e in the atmosphere.
Nor isoxaflutcle isﬁvail&b e f% lonﬁan%@rans neither ;g@ substance has a potential for
accumula%’%% in the atmsph%; Fu@e 0
the atwfé%here is ad@%oqal@;; limite d%&o theQdow vapor p\l@sure of the substance and its use in
seed treatment S > Y @) o N Q

IS AR N

7 E o
@ Q% &7 . GI. D@erja@nd hods

Q O 0O O N O
Based on %) approach based &@\tru%&e-ac@%ty rglationship (SAR) by Atkinson, the half-life and
e

chemic time of i@xaﬂl@\?e in %r W@estif@éd by use of the computer program AOPWIN™
(Versgn 1.91, Syra@@e Re%arch@@rp.)@& \©
Théyprogram allows for@ es@h&ataho@of r§ constants for the reaction of photolytically produced

& the overall @otentfa¥ for occurrence of isoxaflutole in

(N

hydroxyl radic@s' with orgahic icals\in the atmosphere. In case of presence of olefinic or
acetylenic s rouggﬁ; thie>chentical 1@der assessment the calculation includes estimations of rate
constants £0 the@acti&@of o§ne witk these subgroups. From estimated rate constants half-lives of
the chefuical @Mhe atmo ric are calculated based upon average concentrations of hydroxyl
radic@%’. A@V IN®*tequites the input of chemical structure via a Smiles code and an estimate for the

c @ntr of h@jdrox@adicals in the atmosphere.
ofigentratfon of hy p

&

12 Atkinson, R.: Kinetics and mechanism of the gas-phase: Reactions of the hydroxyl radical with organic
compounds under atmospheric conditions. Chem. Rev. 85, 69-201 (1985)
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Considering the chemical structure of isoxaflutole, its degradation in air will mainly be determined by
reactions with hydroxyl radicals rather than from reaction with ozone due to the absence of suscez@ole

@

moieties in the molecule. Q\
The calculations were based on a typical concentration of 1.5 x 10° hydr@ radlcals/c{@ alr@r
daylight and a 12 hour day (average daylight time for a whole year). v S

R
£ &
II. Results and i)lscussmn ©Q

The half-life of isoxaflutole in air was calculated t%@? 83 days ba@d o%& mea&atmo&aheric @/droi@

radical concentration of 1.5 x 10° hydroxyl (@ radlcals%m @ng 1Qh0l&r@ of%@yli as

summarized in Table 7.3.1-1. S 2 v @6 AN
(o

N
Q @ S &
Table 7.3.1-1: Half-life of isoxaflutole in air %opw@w ver@ﬁ)n Q@ o & O @ >

O
PSSR PSP
9
Time (hours/d@g) (5% @ < @92 § @ &
. . S5 or O & WO
OH radical concentration (radlc@s/cm% & D aY.5 x 0 Q <) S
@ > s S «
OH rate constant (< xn‘i@@ecule xs!) O <« 5.85x10"2 o
—<5
Half-life ¢ (hourg)> S o |® &21.9@ @% 2
S (d@\és) 9 § @% m@% l.g? Ry N
5 ~ =

> & ©® S0
Isoxaflutole can th@re@e cor@ereseep@)le f@egr@atlon @ocess% in air by reactions with
photolytically g&(g@rateﬁ@ydr@l radicals. ”Fhese p&@ess re e@ect contrlbute significantly to

the overall de@ atl@)f tl@subst@e 1&\@ atm\\g%phe@ § ”\g

2 N %% o H@c IQ @5\’
&Q\ © @7 S USI% N
Being susceptible top oto‘lsg re@ﬂons@%e@@ms here 1t§an be concluded that nor isoxaflutole is
rt peither fps a @btengial for accumulation in the atmosphere.
1al f&)@an O@g%’ﬂ%@ of %?(aﬂutole in the atmosphere is additionally
essure ontQ@subsganceg 1077 Pa at 20°C).
&’

available for longtange fran
Furthermore, an%)vem@ ot

limited due ¢ e 10@@3%&&

u 2%703 :M-224920-01
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02 48§stlmat€@n of &@radatlon by photo-oxidation in air Model calculation
q
R %"5 Q@élng, & tkins@ @
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Document No(s)@ " Repor cludgsFrial
{ ng CX@OSO @S
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GLP/GEP: & no
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Execu§'§8ummary
The hatf-life time of RPA 202248 in air was estimated on the basis of structure-activity relationships

for the degradation of chemicals in the atmosphere developed by Atkinson and transferred into the
computer program AOPWIN™ (v 1.91).
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The half-life of RPA 202248 in air was estimated to 0.62 to 1.42 days based on a typical da@féht Qb
concentration of 1.5 x 10" hydroxyl radicals/cm? air and a 12 hour day. Q\ g
@© &@ S

The calculations showed that RPA 202248 is susceptible for reactions o@’hydroxyl dicals\§ith
various parts of the molecule thus contributing to the degradation of the gg%tance in the@mg)s@lere%@

. . O Q. @
The compound is thus not available for long-range transport @1 has neg\o}@ a ent@v foré
accumulation in the atmosphere. Furthermore, the o¥@rall potentiﬁfor occurrencoin themo@@lere :

additionally limited due to the low vapor pressug@he substance an@ “use Q&see@eaﬂ%nt. @}
S @y AN

NG Q>
S <) N X % Q N
I. Ma 'l@an%dl\@ti;g dez S & o @fb S
. terga 0 &

R

N

Based on an structure-activity relatiol@aip ({X?{) a@rogc@@y A@ﬁ%sq&\the }@f—lif@@nd ical
lifetime of isoxaflutole in air was @mat&%by L@ of 4@ cm@a‘[er ar AO@INTM version
1.91, Syracuse Research Corp.). S KOS v ®\ QO N ‘”\9@

The program allows for an es@r%tiqg@)f r@?conts @the &e@acti(%@)of é&f—ind{}ed hydroxyl
radicals with organic chemils in“the @osphe{@’. In ‘case re ce of Olefiic or acetylenic
subgroups in the chemica under@sess@t th@}:alcul@ion in%lud@stim&%&ns af rate constants for
the reaction of ozone with these subgrd@s. F§n e Q';' atedgrdte co\zﬁstan@lf-@s of the chemical in
the atmospheric are ula %as&@upon @ver con&e@trat@as o%ydroo@adicals. AOPWIN™
requires the input chegical shf tur%@a a @niles&bde @d an &timatéfor the concentration of
hydroxyl radicalsdn the tmosphere. = .09 & & &

The actual s ure éthe di etoéi;rile @po&&i R 202@ cantbe described by at least two
different forms thatgdn exist in %arallel fi%d raQ%ly inferconvert b%@éen these two forms. The forms
have an ‘o@%)l—type’ strustural gleme indi@ted y the sfton allidic character of the molecule with
a mea@d pKa of &7 (s CA .8)@& sho@d be*noted @hat the commonly used ‘all-ketone’

structure cannot e@in t}%\ﬁnd@. \© @;\,\ é& QS
5 & & & .~ S
K S < § o

€

Enol form (II)

&

NN %a S
Congg erin@%ese racteristics of RPA 202248, its degradation in air will be determined by
regg 1onsQ%]th hy?rjoxy&adicals and with ozone with susceptible moieties being present in the
molec@@for both types of reaction. However, the ozone-induced reactions are slower contributing
significantly less to the overall elimination from the atmosphere than reactions with hydroxyl radicals.
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The calculations given below were thus based on a typical concentration of 1.5 x 10° hydroxyl
Qb
v

S
II. Results and Discussion @b &@ @Q

Half-lives of two enol-forms of RPA 202248 in air were calculated to 062 to 1.42 d bas@on a@
mean hydroxyl radical concentration in the atmosphege, of 1.5 x 10%hydroxyl (OH) ra '(%ls/c

radicals/cm?® air for daylight and a 12 hour day (average daylight time for a whole year).

SN
during 12 hours of daylight as summarized in Table 7.3.%21. Q@ @g}g § v\g@ &@
> © y Q@ & &0
Table 7.3.1-1: Half-lives of enol forms of RPA 2022[471@ air (AOPWI% ve@@bl)@ @& % @}
N RN
Parameter G ¢y’ Q@Vaﬁlﬁe v @6 N o
© N i
Time (hours/day) oy @7»@ (Q@ v é @% @& ¢
= R
OH radical concentration (radicals/cmi)w\’ > @.5 xi\% . © Ao §
% %) A
@ N o Q %, QS Q
Enol form I Q B (& N 2 @) @ @ o
© " T >
OH rate constant (cm® g&ﬂolecu@Gi x s o @3 X L@ @\ @@ O\%
b3 NS
Half-life (ha@ss) _ v\g@ @@ @@ @® 1'@9 & @© «
tdays), €3 @k > {142 G .
O Y Q
Enol form IT P © @© L <« po § @ @y\?
= S <~ b
OH rate constant R @ X g;n@ecule'@; s"),\é ° 17/§%x 1032 o
N o
Half-life @ (hou§ Q@ > §§’ @@ 7& © @&
° v .
Q@Q @© DI <
D & 0 O «¥ & b @
RPA 2022%3 can 410 be\z%onsi@;red %sceple fogﬁegrad 10n sprocesses in air by reactions with
. @ , . ..
hotol t d 1 . Th ted t tribut ficantly t
photolytically genera e@hy @ ra@‘a s. These processes reé%ec ed to contribute significantly to

e
the ovéra degradatjo@of L&@Jbs‘[ nce incthe aln@sphef%?
RN N
N S @
9 > S
R S & &
@ " ¢ . QIL Cohclusion
00 O S o O

Being sus%ptible to pho@ly‘ti&@act@é@% in fhe atmi@sphere it can be concluded that RPA 202248 is

not avi € I0r 1ong-rangec anspo ne cr a potential 10r accumulation 1in € atmospnere.
¢ le for longang port nefther bias a potential fi lat the atmosph

Furthgrmore, an 0y§§all p ntial@r an@%cu ce of RPA 202248 in the atmosphere is additionally
limited due to the low vApor presdure oghe s@ibstance (2.6 x 1077 Pa at 20°C, see KCA 2.2).
@ o Q
S Q° %
@ < Q & ©@
SR .
CA 7.@ ans&)rt @ air

S
Bein&%ﬁ ne@ten@rqq@ement this had not been addressed in the Dossier submitted or evaluated

W@% Cg@&@ocess@;r A@ex I inclusion.
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In view of values for vapour pressure measured being below the triggers of 10“ Pa for soil and
107 Pa for plant, no study on transport of the active substance isoxaflutole or RPA 202248 Via@f is O

regarded as necessary. N §
&

& S
The combination of low half-life in the atmosphere (1.83 days) with@ low vap u$ pressure
(3.22 x 107 Pa at 20°C) results in a low value for the Henry constant (1.8%x 10 Pa X @3 x @e'l a®
20°C), indicating very low portioning from water to a{t) Conseque@&y, isoxaﬂut@@ is &Ol%arly @ @
subject to transport via air. Under conditions of the environment the active sub nce§sub' t to
rapid transformation to form RPA 202248. This n@bolite has _the potential @form%lts showi
even lower potential for volatilization from soil o ter surfaces than Q: bar@ acti& substance. &

Being a new potential requirement this %%not@@én ess&iQm th%Dos@ submitted ﬁved
within the process for Annex I inclusi(@ S . R > %
@Q Qix éﬁ < &> @C} @ > ©
Isoxaflutole is applied to a limit@numb@?of gr%ps we\’ m@ on@at a@v field apphieation rate.
Following application residuesggre ra&%iy d@adedél C(@ina n Wi&OW&ten ial for volatility
these aspects indicate that @dueso%e n@@presen@und& outd@o Oco@iitions o fofth a risk for the
environment short-term o@jong—t@w to @effe@% at 1ol or gl%bal @el. \@ %@
S % 9 £ & SR $ D

The potential for log effeg§ ro&qf@se osox@tole%is cm@ere@n risix%sessments performed
following its use @r ield c@iti&@@in paﬁicula&y @nsidem@g fac%rs like spray drift. The
combination of expos stegiﬁaents with Nential&ect@eas@d im@@ﬂ and surface water do thus
cover the envifonme cogipartmejits f %teres{h&ln c@trast@ sinc¥ there is no aerial application
envisaged, %ir is néva coﬁpartl@}:m regarde \t?be @or c@mau\g%nt of potential for isoxaflutole

occurrengg, following it$inte us he field. @ \@7
& & 1§a S o S <0

The setting of gl@effe&\s 1ik§ont§@tti01}§\o g@al wa%\ing potential (GWP), ozone depleting
potential (OPD)&phot mi ozo@re@ﬁmﬂ potential CP) would require a high probability for
the moleculess 0 ev@porate\ Ghd th@ occPin th@as phase. This probability can be expressed
by the volatility in term t}@apo res @}e an@he Henry constant. The very low potential of
isoxaﬂu@%\'esidues taegecur dvthe aﬁp e hoa\%een addressed before under KCA 7.3.2.

° 9

N
Q NS .
An&%&cumulation%n th @po&g@ére @Q){lld uire high volumes of active substance applied and a
significant Vol@h'ty combin%(i@with@ersi fence in the gas phase. The latter characteristic has been
addressed @r K\@§“ 7.3 to @?ﬂt @1 o long-term persistence of isoxaflutole residues in the
atmospheri. T O SR N)
s &S
RN , . . e : .
An a&i‘@hﬁca@n po@nal @) would require the generation of acidifying gases like sulfur dioxide or
nigrpgen ozgjdes if0a fr@ form. An eutrophication potential (EP) would require the generation of
ammo@r phosphorous compounds acting as nutrients.
There afe no indications that the degradation of isoxaflutole residues in the environment via biological

N @D
R (3 N \ v N
CA 7.33 Local and global effects RO MO (e é N

of physico-chemical processes would result in products that have a potential for acidification or
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eutrophication of the environment. Even when this would be the case and to set a potential effect this
would require amounts of active substance applied in the field being several orders of mag@lde ©©
higher in comparison to the low seasonal application rates and from use in maizg crops only. Q\ @

@
S NI
CA 7.4 Definition of the residue N ©® @@\ %
CA 741 Definition of the residue for risk assessment N A
© @ S S @ @

The route and rate of degradation of isoxaflutole had been @estigated tgﬁ@er acat@ of &
radiolabeled active substance to various soil, gro water andlsurface watdd test en@in t]@
laboratory. Following the observation of meta s and tr&sforma@g@a pr@mts @ove@he tri@er
values set in the relevant tests, these are potential residues @ oc@t&; in thy en@nme\ﬁe thqsi% be
considered in the corresponding environment@) risk @sess@ents. @j& @éj}?

©

B S & -
RSN S 9

Residue definition for soil: g\? \\ @}\ o &% SIS @j

° N 2
Besides the parent compound isoxale ctabolites &202%@ (1%\9054 2) RPA03328
(AE B197555) had been conside& in %e existing ?@yviro&@n‘r@@isk adsessinients %@ to their
occurrence at >10% of AR in aerdBic s degr@gation@sts. Q (O
. @ @, . ‘_@ @ o) . . ",
A review of the data follow1ew otiﬁgers sct resalted iR 110 neto con 1der@)mpds in addition
to those addressed already. *v & § @x & & \@ &
D
SN VRN
Residue definition for_ground ter:e, Q B . Q &« . (©)
The risk assessmengstor g@un@ater@nclu by Q@}fault G c@pon@%s defined for the risk
assessment in soi hi@% is 1&@2{0@@ sugtance@oxale and megbolites RPA 202248 and
RPA203328. O & & o S LY @S
© o & & L s &
S & N 6 S @
. @ & & o
Residue definition for syrface whRr: % & v @ >
The rigk@ssessment surfage’ wat 1ncluges béﬁ%fa@he a@ive substance isoxaflutole and those
components deﬁnor r@e asse@msgme{)n@ sosiij\and giound gater, i.e. metabolites RPA 202248 and
RPA 203228. @@ @ > (T S
In the existin surfacter@t k aé@smt me lite@’A 205834 had been included additionally
due to its ocerrencé&at >1©§€ o@ in mxim%ag n v&ter/sediment tests.
L 4+ 9 @
) v e
No addiional transf atior@roducg% of «@xa flatole were observed in sterile buffer hydrolysis and
photelysis, tests g\ng@mi lizat@l in @urfa@% water or sediment/water tests that would require

consideration in surface ®ater risk assesSmen®©
e . @ & Q
S %,
@ < Q & ©@
CA 7.@ @ﬁni@bn (@w residue for monitoring

F 0110@’11{; r@sse@ep&% soil, ground water and surface water according to the GAP defined, the
er@ n al saf@y 0@11 components under assessment could be demonstrated according to the

requirgrfidnts set.
It is therefore justified to define the parent compound isoxaflutole and its metabolite RPA 202248 as
the relevant residue for monitoring in soil, ground water and surface water.
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&
o g
CAT7S5 Monitoring data S @® S
No formal monitoring program was requested or required to address this@Qoint for isox%ﬂut;o\l@or
residues in soil and water in the EU. % § § &
Moreover and specifically for isoxaflutole, there are @9 published @%ﬁa from f@al ri’mnitor'% @
programs outside BCS available that would indicate a s%ciﬁc conceQ@or ﬁndingsé? iso@utol@@nd &
. . . . . . Q) %, SRS
its residues in remote environmental areas not being @bject to the wtended use. Q @@ @%}
o g o
Q'?Q} @ ) @@ Q \® & @
. S D LS $
LA A N S
Q @ X é v @y AN
R @@ Q @ é <&
SRR > A& & & @
CN N A N T
TSNSy &g °
S @ AN ®\ @ < S %,
Ve o » & 9 .0 O ~
¢ .~ Ty TS TS
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e QO N O Q Q
~ % 9 § @ S e R N
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§F TS e S %0 <
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List of metabolites observed in environmental fate testing

& &

In the original study reports on biotic or abiotic transformation of isoxaflutgle the metab Ktes ar&

denominated by different synonyms. In order to present a common system nomenclat&@ foré@
evaluation in the dossier a list of metabolites observed in environmental fate f8sting is incjuded. N
3 o & 2
% o\ Q, '24\9
© oy v > e
Report name Molecular fo@ula Occuffence é\ﬁ O
Structure @molar mass<, S ® © @Q}
IUPAC name Other names / ¢)° @ & © &
CAS name Q) | codes Q} . \© %@ @@
[CAS registry number] & RS S v f\b ° o
Isoxaflutole (parent substance) S} %Q é}’ @ﬂ\ ©@J (e & % o
0 50,0H .S Y | eHuE NS [ Barent substarcs u§
\\ }59;3& g/m@ | 88 t@mate{gial in
N R S %G @3\9 regérts & S}
. L S @ N @ &
AN RN 2 R
. © H § O 9 U
« 4 o
(5-cyclopropyl-1,2-oxaé§?-’4-y&[2- §) @& I@xafluﬁ)le @ % %@
methylsulfonyl-4- © § @E (comhdn na%fe) $ O
(triﬂuoromethyl)phgﬂnyl]m@ano@ (IUPAC) &|RRA201772 o \@
Methanone,(5-cygfopropyl-4-isQxazo {2-§ §A 591428 © S
(methylsulfo -4-(t®uor&g1 hyBpheny}- . E @UQ @@
O T O BCSTAHAYR]
(9CD (CASpy S o é& N S S B
CAS no: 1911125290 =, N oo e & @
Diketonitrile K, A @ ¢ ' @ @
S o X LS & . .
A @ @ SO,CHa O Ciy?ﬁHqug@\IO4S Soil, aerobic
9 > O w\,\ 59.32/mol Soil, anaerobic
%@’ = S Soil photolysis
°©\ O ©@ @j@ Abiotic hydrolysis
o SN
S T
2-cyef®propylcarbofiyl-3-@methyiulfofiyl 4- | RPA 202248
triﬂuoromethylp@yl)-%oxop(gpane@i;rile4, \© AE 0540092
@eac) v &) Y Q& | BCS-AB59005
Benzenepro%genitril@:a- §élop@pylca@@nyl)- DKN
2-(methylsyl ony%—b-ox (trifforométhyl)-
(CAS) N > &
CAS pbs 137017547 &
N ©
SANCNER S
& @ Iy °
o B
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Report name Molecular formula | Occurrence
Structure molar mass @ @6
IUPAC name Other names / Q\ 93
CAS name codes @ @ (@
[CAS registry number] @5,1@ S §
Benzoic acid A\ § o
*v | Soil, aergbic - 9 &
(0] SOZCH3 C9®F304S & o N
28622 o/mol <2 | Soil, an@%\i‘ob@\ @
SEEMON QT I Soil pifdtolysis”T | O
o oil ph to Q| O
Ml AN
@ & | S - @l
CF, 9, Q D - 6\ 2 &
2-mesyl-4-trifluoromethylbenzoic acid (IURAC) @j?{p AQ,%B gi\’ @%a IS T
Benzoic acid, 2-(methylsulfonyl)-4- Q‘é%a A@%l%& & v @& @ °
(trifluoromethyl)- (CAS) w\% | Ryrasujfoto e-% § @
CAS no: 142994-06-7 o O QbenzoicacidS | N[ & w &
A o 2, QS Q
Q& &BCEAB4I0 ¢ &
O T o § <2
R 2 &) FT a%@ \\@ Q @@ :
RPA 205834 NG O & «
Enamine-amidine tautomegic forms: § & C 5%114 F&@OALQ@ 8pil, aerobic
é C%@ @ 361.34 g;/mo@ Q\Soil&af??aerobic
§ N o W@/Sediment
§’\ @@ é& &\
9 @
Y&
& & o
% v >
S & (T
&@ % \@
Q
D @@
21 -amim@ethyl ! REX 205834
mesyl-4-tﬁluor &)p ?E 0692291
. &) @
lef;%@PAC) & QQ @ & O[BCSBYI6I34
C;i} orna. A N U} é Q9
S Y e /8
e . @ & Q
$ ) %,
@ < Q & ©@
NN
@ e T
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Report name Molecular formula | Occurrence
Structure molar mass @ ©©
IUPAC name Other names / Q\ 93
CAS name codes @ @ (@
[CAS registry number] @5,1@ S §
RPA 207048 A b©@ DY &2
Keto-enol tautomeric forms: CiH12F3 Os S {*’ Water/S@men\’l\ K @
O O SOCH, 359,25 g/mol @Q@ S 9 é%@ &
q & o R 9 s
| | 9 @ S &
o) N L Y \© %) 9
HO CF, IR N I S N
S 2 NN IS AN RS
Q @ v N QX >
0 S @Q Q@ > @g <\ .
O  SO,CH = S~y § @j @
LN NS SR &
f o ey Ofe
P RN N S R R
S © S .

O & o O o O 1§ &S
1-cyclopropyl-2-hydroxy yle&e&—(}r@syl—@ﬂ RPA%W o (S é%
4—triﬂuoromethylphenyl)ﬁmpalg\e—1,3— ighe < B Codés None_ )

(IUPAC) KT §@ {BCS Code Norie < @\yf@
CAS no: n.a. @ & Q 6@ L9« o (©)
Met 14 >y T e Sl .7 9Ok
0 @OH&OH\®S®§H3\ e @%3 NSOF S@@ Photolysis, buffer
& S 377 gmat
Lo @ o> |3 gmal
N ool & @
S A 4 \é&%
A & § X OF; S| = O
(22)-3-hydroxyZr{hydroxy[2methylsulfonyD)- fpea 14
4-(trifluorom 1)ph%ny1]1§@hy1}§-oxo@@-z- Mot O
enenitrile (BJPACH @Q O o § ARyCode: None
A K :
CAS no:n@a. © § S Q\ & fi&CS Code: None
Met @ @ QQ @ O@J o\%
o 0 SO,CHs \© CisHFsNOsS | Photolysis, buffer
o Q& 359 gmol
@° N : @
SRV §” .
&> CF
NI b,
(22@—2— droxy%—(m ylsulfonyl)-4- Peak 20
(t]iﬁuoro fthylyphenylmiethylene} -3-oxohex-4- | Met 20
@%nitg@ (IUPAC) & AE Code: None
CASDO: n.a. BCS Code: None
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