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CA7 FATE AND BEHAVIOUR IN THE ENVIRONMENT

Fluopicolide (AE C638206) was included in Annex I to Council Directive 91/414/EEC in 10 S
(Commission Directive 2010/15/EU, Entry into Force on June 1, 2010). The expiration of appraval o
fluopicolide is May 31, 2023 (Commission Implementing Regulation @J) 2017/15 u@@f
Supplementary Dossier contains only data which were not submitted at the timee ‘of the Annexd incl

of fluopicolide under Council Directive 91/414/EEC and which were therefp ore not evaluated d the

first EU review. All data which were already submitted by Bayer AG (former Bayer Cr@)Scmﬁ@ce) f&g

the Annex I inclusion under Council Directive 91/41 C are con@med in the &I;aft &%essn@ﬁt @
Report (DAR) and its Addenda, and are included in the Baseline Dos@r provided %Bay@%G

Fluopicolide is a fungicidal active substance deve @%ed by Bayef It is the only actlvgsub @we
Europe representing a class of chemistry (pyridi ethyl-benza de 1th@%mq§§mode of action
via delocalization of a spectrin-like protein in th&®omycetes @agl \ % @@
Fluopicolide has a long track record of safe Lém a@ge migber @farg&d cr@ w1thm ho%culture
e.g. cucumbers, lettuce and on arable crop%e .g. p#ato) @ Q @&
Fluopicolide is active against a wide raé%e of@my@g% fungy, the @mal @ents«z@f devastati lant

diseases of economic importance in 7 s&da as p%@to L%{%bh hy@hﬂ@ znfe@ns) owny
U Op

mildew diseases in a broad range of ¢ @7

It provides effective, long lasth)rot ctlon low phc ra'@ a @cet&s diseases at
different stage of development @ the ﬁ@gl g@ing %@mlh @to th rm@

Fluopicolide can be formul%@ed Q{\ch ot@act&e m."}dlent&m da{@ent dypes o@formulatlons to

optimise and complete 1ts @5th1’[ @ N

The development of resmta of omy nst st1 , well%ﬁtabl@ed fungicide groups
represent a threat for@rope@q farmgrs b ncrea mpl@lty helr@ant protection programs
leading to severe eggiomjc impa luop 011 armegs in E =27 have access to a modern tool

for their integratedycro @ote%‘mn pro%ramS\c;ontrlQ ing effe ustalnable management of
resistance devéﬁ nd pre ervmg hlg Vel &Eprogtlon 1nst @@mycete diseases.

achlevem@ of optimum yieldan thti§ securing su@icienf&upply of high-quality potatoes and
hortlcg@al produces@ﬁr E ean consumer des@%‘cio% d \kets abroad, being it fresh or for the

processing 1ndustr%\ & é\g ® %\ Q& %

F @

By reducing the O@chef& damages, Q\110 %ﬁs of 3 luop1@11d &h target crops contribute to the
% "%g @y tons ofp ¥ 2
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Fate and behaviour of fluopicolide in the environment

The fate and behaviour of fluopicolide in the environment have been investigated in a series of
laboratory and outdoor studies using [*C]-labelled compound. Experiments have also been com@%d S
to investigate the behaviour of fluopicolide under field conditions. Additionally, where required;st dle§§
have been conducted on metabolites of fluopicolide. S @®

Detailed summaries of studies on fate and behaviour in soil are provided in Rpcument MC§7 a@ 1.
An overview of soil DTso values derived for fluopicolide and its metab%tes in labor@y a(%@“ﬁeld@

studies are provided below.
@ @ é\a Q\ v\g@ &@
Summary of laboratory aerobic soil DTy values f;g ﬂqulCOllde@i its meta{g@ﬁtes@@ 'S 0
Trigger endpoints % No. Qo b l\@%f)elli g endpoints @
Compound DTso range @’;@ datasetsl. so l,ls@ G@}u:tr@ ea%)egTS@
(un-normalised) () & N no@lalls@o 20°C"& pF2(d)
Fluopicolide 4717-1298>  of 227 46 [oy S 1818
M-01 (AE C653711, BAM) 1359-361 o~ | @6 o8 P 7 695 o)
M-02 (AE C657188, PCA) 07544 S 7y 1] © 1.6 & S
M-03 (AE 0608000) 0626 G 9% [ @ 079 (phi<6) 6819 > 6)
M-05 (AE 1344122) sl L O o7 S &2 g
M-10 (AE 1344123) Q3.6 1000 13 1] L& 3547
M-11/M-12 @ 31208 S »0| & [© 30 s
M-13 W 133 -4} 5 T3 193 g 0.7
M-14 (AE 1388273) & O 49@\% 7 s | T L9094
M-15 (AE 1413903) 'S 102.72 113@ ol A7 ¥ [ X 1448
M-20 (BCS-BX16566)  [o> «20-1447 O |6 |06 N 6l

NNEVCEEEN N
Fsg & T
Fluopicolide W&b (%d in s&l to @rmt etab@%te %%3 gh 1S%Q16aved to form the metabolites

M-01 containipg th @mg 4nd MQQ g. The other metabolites listed
1ZpM- I%M 1 \M 1 d

/“
@

above; M- M-10, inor soil metabolites, detected in
aerobic soil metabolisna studi %on cd with M£2 or dgnfeachate from a lysimeter study conducted
with flaepicolide. An@ssessr@nt which e bhsh@t e nda- rele@nce of the fluopicolide metabolites in

groundwater is pro@ed na\bocu@ent NO «p\j S Q&

S)
While fluopicoliée an @ IOW&Q%’JI 1a§§:ram@tudles other metabolites showed moderate
to rapid rates gf degr: 10 xcepEior 1\@5 witich wdga very minor soil metabolite not detected in
parent soil @grada@)n ~fm 1€S: @pﬁgent ve bgen conducted to investigate the behaviour of
01

fluopicolide and its metabolite fi co&g@lons
9

P Q &
Summary of field @%0 \Z%les fuo@eoh(}is@ld its metabolites

N Y
. @%e@\r;dpom\ﬁ &© DTSI;(:n . No Modelling endpoints
Compou{@ N 0 @ <2 s0 rang o Geometric mean DegTso
S\ ( ormalised) (un-normalised) | sites (normalised to 20°C & pF2) (d)
> @ & (d)
Fluopicolige 8 | & 285403 1774-4576 | 12 183
M-01 @06@11) A a3 -344 155 - 344 5 146
T SRS
& T

&
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The degradation of rate of fluopicolide was similar under laboratory and field conditions, so an overall
geometric mean DegTso value of 182 days was used in FOCUS modelling calculations. Lower-tier
degradation study data for fluopicolide from laboratory and field studies have been evaluated to desive
DegTsoeq values, which when combined with the higher-tier aged-sorption values yield an o@all

o

geometric mean DegTsoeq of 121 days for use in exposure modelling (in com%natlon with t@meat@

aged-sorption parameters: Fne 0.508; kqes 0.0356).

S)

=3 & &
Overall DegTso.q evaluation results % § § &
\ 0,
Compound DegTsoeq range (d) da%@se i %@%netric mear@egl@;ﬁd) @? &@
@
Fluopicolide 45.4-532.5 < 33 RS g & |

%J R o &
Fluopicolide is of medium mobility in soil w geometr@ms koc %e @67%@@&/&@9 he
metabolites of fluopicolide were more mobilesthan thé@ pare@( ﬁaetrlcm@n valaes range from
0 to 106.9 mL/g). Detailed summaries of studis o na sor@ n togpil a obﬂﬁ’y in goil areggrowded
in Document MCA 7, Part 2, along Wlthésbumm@ies ogétudlern ate an@behav@ur 1@ated
sediment and in air. \ \

In aquatic water sediment systems&J é) n%@lde@ssq@d the@%a y a mbm@mn of
e

degradation and partitioning to the sedinggnt. The contpoun e to q@drolyms
aqueous photolysis and aerobic n@e@%aﬂon@y 0the©stud1 An @erw 0 Vaiges in aquatic

N
sediment systems derived for flappicohide is I%Vldeli@
Summary of DTs Values for ﬂu&lcol@m a@atlc @dlm(‘%t sy@ems @9 @
Phase Trlgger%dp(@fs - @O & @% dataséts |, Geoifidtric mean DegTso
DTso C DT fange @WC at 20°C
(d) L O @y ) S (d)
Total system @56.3@%40.@\@ % 8563 — 13400%@ o 28 |@ 1071.2
Water phase |0 5@, 2289 N N 184.1

After removal @ﬁiata ts prioro the x1mu§(i§§1n sediggent (76:2% A AT@®&)), only three data points remained for
P% y p

each syste hich wa¥'insufficient to@gowde robustmeani fit. R
A Pseudo<§FO DTso value ved h@c DT%d/3. 3 @ \@J’
B Pseu O DTso Valu erlv low hase of FQ@Q Q
INS
& O s s S
M-01 and M- 02@@/ere ervgdhat st ﬁqafﬁ? levels in t]@@vater phase of one of the water sediment
systems. M- O@x/as n@ ;n@huan@yste@ due % its instability in water with hydrolysis DTso
values rang1 fron rs %Q 9 @ Vlr(@nentally relevant pH values (pH 5 to 8). No
metabo?@equmng rlsk asse ent fofthed Y1\{ﬁedlment
Compréhensive su@r Q?rbll&mom §1g @abases for environmental data and summaries of
relevant peer reviewed ations onézﬁopl@ide and its metabolite M-01 are provide in Document
MCX 7, Part 3. @ & o O
N SN
SUCTIV N
&3 o
O Q
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CA7T1 Fate and behaviour in soil

The following summary provides an overview of the behaviour of fluopicolide in soil.

The fate and behaviour of fluopicolide (AE C638206) in soil has been investigated in a comprehﬁve@
series of laboratory studies and, when required, extended by data from field exp iments. The 1 ator;g@’
studies were all conducted with '*C-labelled active substance. When required % lly deﬁne 1@% fateof
the molecule, studies have been separately performed with labelling in each o®the two rings; unlf%r ly

labelled phenyl ring or labelled in the 2 and 6 positions of the pyridyl rlng‘% ® L o
°\ ° @ X
F3C_ -~ ClI %Q P @& RS
S ~ N @ @ &
[ g8 @95 &8
L . & e X Q (ix
NTT@ ~ & Q O
VIR .- &  © @
F ° L& VO e &
* =[2,6-Pyridyl-"*C]- rlngkbel @*— [Ph; yl-g@‘C]-& 13@ ‘\% §
o
% ”\9 @@ Q@ ©@J v é @% &
Additionally, where required, studies ha\Veﬁbe %ond cted ongyeta Gi\%tes o§uopa\\gohde @
The primary metabolic pathway of flus x. 1001@% 1n 1s 0 atl%@ fo @ed métabolite

M-03 (AE 0608000). M-03 in t ed % e@’bo t@ M— (AECC653h1, BAM)
containing the phenyl ring and M 718 P%@) co%mm& yl r@ White M-02 was
rapidly metabolised to a numbegg %% mingf metdbolites;) boh@ othe¥ 1 have been
detected arising from the pheﬁ@’ rlng\Mlc ial bregl_]@l\%)dowéia> of th@fing owly leads téﬁe formation of

carbon dioxide and soil bouﬁ%f resﬁ@Lues gﬁh no eterme@ate product @Qbsegv@ )

Unextracted soil bound iesldu%accou@ for@wee 15 and@3% of\the a@le&@bpicolide at the end
of the studies. Mmeral&atlon@» arbén dioxfde wadslow ith 1 thagilo% b@g produced in studies
conducted with paregttadio ell@m elt@r the@rldger phen ring &

Supplemental s s ha@e alsm@en %@ndue@d tQ ifwesti etapdlism of fluopicolide in soil
under anaerobicldnd s‘@slle CO%IU(X‘&S anddeteﬁmme if og@ms ceptributed to the degradation of
fluopicolide aiysoil @faces@ S} (@@ @ o

Under sterife COl’ldlthIlSo\tghe cle@g%i@luolﬁohde@ M-¢J and&& 02 proceeded at a rate no slower
than in V@)le soil but e sﬁque reakdown gfthe abo s was not evident. Fluopicolide was
slowly%egraded u er flg a&aerob condsglon "1% dgtabolic pathway was the same as that
observed under a 1C conditi wm@ no que&ta olites formed under anaerobic conditions.

Whilst the presefe o Qﬁght @?@ thesyate %degr tion on soil, no unique metabolites were
formed exceeding 0 1ed 1oac®1ty

During th c?nse of the@ stu @He %eta@es have been observed in significant amounts
(ie. >1(@f applied Qx> 5%a two @’'mo @consewtlve timepoints or > 5% at the final timepoint).

M-01 and M-03 can@ defiged as ajor tabof@s exceeding 10% of applied radioactivity. M-01 has
bee{%entlﬁed in aftsoil %ﬁé 100 labelled in the phenyl ring, with maximum percentage
ranging from 5 10,55%. c@hrre nge of 03 has been shown to have a strong pH dependence and
the metaboht% as o y ob ed asa ma]@ metabolite in acidic soils (<pH 6) at a maximum of 11%,

whilst in n @1 tonal s it wais eitl@r not detected or detected occasionally at a maximum of 3%.
M-02 was& éte % INOF etab%@te in soil which exceeds 5% AR at two or more consecutive
t1mep0 1C SO1 1nc®ated at 10° C and was observed at a maximum of 7%, exceeding 5% AR

at on&“ﬁmep@m onQ%ndeg?eroblc conditions at 20 °C before declining to less than 2%.

dies-cdnducted ace§dmg to EU requirements for 120 days no other metabolites were detected at
levels ve 5%. Three further metabolites of M-02 were observed in soil laboratory studies conducted
with [2;6-pyridyl-'*C]-labelled fluopicolide according to EPA requirements at levels < 5% but were not
identified.
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Metabolite B was observed at maximum of 5.3% AR, exceeding 5% at one timepoint only. Metabolite
C was reported to reach a maximum of 5.5% AR on DAT 273 and declined very slightly to 5.2% AR
by DAT 369. This metabolite has been further investigated in a statement (KCA 7.1.2.1.1/06

- O

685745-01-1) and it was concluded the region quantified as Metabolite C did not contain a €ingle.cs
metabolite at > 5% AR. Metabolite D did not exceed 5% AR in either soil. S @ v
" O
Soil metabolites formed from fluopicolide § s O\Q
N INAN
Maximum observed Metabolite Aerobic _ Anaem\iﬁﬁ So@’hot@fsis &
in laboratory studies | M-01 (AE 653711) 550 D é%l’ ey 86 @§
(as % of applied | M-02 (AE C657188) 7.3 SE o SIS
fluopicolide
picolide) M-03 (AE 0608000) %@E ot d(%ected g n%gdet%ﬂ@d &
Q,;@‘ \ R @ & @

The primary metabolic pathway in soil in%glved &écad Q’egr%ﬁaﬂon ﬁg@j ﬂu@ohdﬁ 1n1t1§§§ by
hydroxylation of the aliphatic bridge betweefithe tyo aro é‘tlc TiRg mo@jes to@orm @e hyd@xyl ted
metabolite M-03. This resulted in cleavage, of tH& int. @ﬂuop%hd skele@n w1th or oéh
metabolites M-01 containing the phe@f’ r1ng>and tainin ring. TheSnitial
hydroxylation of the parent was relat; &L@V whkg@the &&Bseq&ﬁ@t cl age M—O@was generally
extremely rapid, although under vegy aciélic con ~§ has bee lightly slower.
Neither step was enhanced by n@ﬂblal tlvit%M :‘o%fnal @ak n of —01 showlyeads to the
formation of carbon dioxide and soil botfad re&?:es \@n ifigant in@e%@’ products observed.
M-02 was very rapidly metah&jsed by microbial a@ivitysin soi@itia to fu or metabolites
and ultimately to carbon didxide and un&aote@ soil @sidues&MetaQ isméf M-02 proceeded via a
number of pathways with ¢he initfal stepshydr Rlation of the pyr@ n@ fom@%}le metabolites M-
09 and M-13 and a postﬁlate eaction withglut t@%ne @0 a tranSient 1 ﬁmediate that can be
oxidised to M-10, oxj@ised d\ﬁ@yla‘[eto @1 and r migthylat d oxidised to M-05.
M-10 may then be@x@a ed 1@1% MY ar@M O@OXIdIS@ to M320 and then hydroxylated
to M-14. @ \ \ @ @& @@
The metaboli @m&@ datlo f ﬂuc@rcoh@ in seil is shéwn befow. Further metabolism of the
minor metabo led {0 the formation of very lo&vel@ met@bolites either detected in aerobic
soil metabélism studleg%ondu f&d w @ @rldyl—@@] -M;02 0@ leachate from a lysimeter study
conduc @Wlth fluo ﬁaohd In s1meter@tud§on N@ied with [2,6-pyridyl-'*C]-labelled

ﬂuoplc ide, the p 1 ring bolites §1-05 -10 12, M-13 and M-14 were detected at
annual average c ntrations 3&) ?L Adﬁ%lonally M-15, a sulfate metabolite of

fluopicolide, wa etec@i @hat om thp lys eter @y at annual average concentrations close
to but < 0.1 pgfl.. SN @Q @ @m

In laboratory@ml stu%les,gT \aﬁr ﬂgépwol@at 20°C ranged from 93.5 to 1037.9 days (mean
d

value 18 ays, nom@hsedt 0° p t
% N % > @ \Q§
~ Te e 8

@%
&5 E TS
O SERN)
o S o O
S F N ®
< S @ N
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Metabolic pathway for fluopicolide and its metabolites in soil

SOzH

Cl

Cl

Cl

AE 1413903 (M-15)

(e}

Further mineralisation

AE C657188 (M-02)

7

@)

\

F;C

/)

OH

4

AE B102859 (M-09)

Further mineralisation

COH

BCS-BX16566 (M-20)

N
AE 1388273 (M-14)

Further mineralisation
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Summary of DegTsy values derived for fluopicolide under laboratory conditions

. DegTsoun-  |DegTso normalised
Applied Study Soil Model normalised to 20°C and [@ @
compound selected . L
(d) (d) N g
.20 Miinster SFO 2120 & 297 G
’ Sarotti SFO 19120 1912 =
- 2003a | Abington (non-sterile) SFO 3@8% . @40.2@‘\\‘ 5@
I 2003b Lamberton %@o 4290.0 v, 10379
Lamberton FO 358.0 8 A S
I 2003c — <« @Q - @ IS
Pikeville o> DFOP | €612.9°/30.1°Q)° 6169° /363
Albaro/Marcomeini>) DFOP | 14627/2.88 | 446.20/28" &
Great Chishill ¥ | DFOPpyy| a124°/270 4\ 31247270
r N DiOr |« 1555072 S 1555/
0 ) o
016a MasduGog o] BEOP 721697105 | 1937 &
o Parcey N@lax\\ “DFORy, | 208950 /@1° 202.5%/8.
Fluopicolide “‘\9 STTES "
093.5407.8° o 935/ 18
LI/ 0.6 | &Di1ap0.60
7420 o137 42
141396300 141.32/6.3°
D" 1385 /94> | Q33.50/9.4°
o 42,10 1.9 o 1421019
S Lam‘?erto@ o> DEQP | ™M76.44)2.85Q]  145.1°/2.3°
S oLiknieres” O] BFOP o) 1444°/1:4°7 | 1414°/1.4
W | S Ml O | SDFOR, | 170.10/53° 124.5°/ 3.9
™~ \© S Pikevilles,  «[Y DEGP  |o3155:2874.10 129.4* /3.5
Q A@ as (%arom@a S| ror & 16T 160 143.6°/ 1.4°
~ Geomietric m n.(SFO iid DEQPslow ph 181.6¢
% i¢ Hiea a OF slow phase) .
a— PseudooS#@ value based«& sl se of ine (&alculated & In 7&@(2 and fotmalised if applicable)
b- Pselﬂﬁ: O value base@n fasiphrase o lme (calcul ln(Z%Fp and alised if applicable)
¢ — Geofnigtric mean calgu Sed of 50 values fr@a“Lamb on soi 1‘101“{) calculation of overall geometric mean.

@ & O
Experiments hav@bee %p d t@vestfgate t@ behur of fluopicolide under field conditions.
Fluopicolide was fo¢$t a,sifilar I@Je of d&gradafion in the field, with DegTso values similar to
those observed undé lab@org\dlt@x (ra@}e 11@ to 317.4 days, mean 183 days, normalised to

20°C an @2)
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Summary of DegTsy values (normalised to 20°C and pF2) derived for fluopicolide from
terrestrial field dissipation studies

Aerobic field conditions @ ©©
Soil type Location (country) (Cl;lélz) lzcelp;lt)h St ((32 e):rr) %itlﬂ;?i;f. Dﬁ@ :n(g; v
Silt loam Burscheid (Germany) 5.9 0-30 980 @ SFO S11 OI.Q
Clay Great Chishill (UK) 78 | 0-50 11.64 SFO &b 289 &
Sandy loam Lignieres de Touraine (France) 6.9 | (H20 4&% SFQ:\ °~ 53.6 QS
Clay loam St.Etienne du Gres (France) 8.1 0-40 @@0 S&i@ R 3034\2@ <
Clay loam Albaro di Ronco all’Adige (Italy)| 724 | 0-30 | (9799 ISFO o] 2333 ©
Sandy clay loam |Vilobi d’Onyar (Spain) 69 | 020 Q 6200 |« SFQ G66.8, Y
Loamy sand Philippsburg (Germany) @%4 0-50n | @7 Slg@ 9 19&@9
Sandy clay loam |Rddelsee (Germany) «| 7% O@M ;&21.5% @@ 0 | 1%e4
Sand Huntlosen (Germany) N &\g @-50 p@' 15&5’ @’SF% ﬁ%@&{« N
Loamy sand Valencia (Spain) &% L 93 UO-& ISERIR SFO’ @w 3 lk@
Sandy silt Appilly (France) o> ) 7| 080 | Sil16s | «SFO x| 1482
Sandy silt loam |Senas (France) ((@ N @6 @45 @% 9. &@ &2 SFQg 136.5

[{& @’ Q\ N G@etr@eam&:@ 183

@Q S &U S
An overall geometric mean 5o° Ygl’ue of %2 days 1@@11 derlvg for@’uop@@hde for use in
FOCUS modelling calcula‘u&&s 1Q;<Iud1n th l@orat% and field dp&

Laboratory studies have Q%% been@ondﬁ@% th egoil m &bohte@ of ﬂﬁ@nc @ In addition, M-01
was observed to form frorn p1c 1de P artud1® an frorn M203 i gne study. M-03 was
observed to form fro uop@oh %0 thr soils, g {\ e nyi) ihber o@oﬂs d dagasets evaluated to derived
DegTso values for etabol@%ls marls b . Tl® degradation rate of M-03 is extremely

ly BeidicNin very, 01d1 ils é}l é[ghe degradation is bi-phasic

rapid except i @s § arg! “hi o

with a rapid i degiidation pha & ollo@ b&&ec d slowg&rdegradation phase.
28 & &@ 4

Summary@j DegTso values (no#mali d to °C ar@pFZ@derw& for the fluopicolide

metabo@s under lab@ato@ d@ s m@ Q &

Compound ‘'~ n{be& N@er ~ Gegmetric gwan DegTso Arithmetic Mean
§ 0 da@s of soiIS@V norgjlised to 20°C & pF2 Molar Fraction
M SN B )
M-01 (AE C683711) O] q 1® © @ 569.5 0.80 (from parent)
. p
M-02 (AECE37188)° [ 78| @7 & O 16 NA €
M-03 (AED608000) L o8" loF 7.7 = 17947019 0.53 */- B (from parent)
M-05 (AE 1344122) /S 3 O | 25.2 0.153 (from M-02)
M IB(AE 1344123, [ S013 O &F 354 0.129 (from M-02)
Mam-12 . [9 9 L 2 Y 87.6 0.044 (from M-02)
M-13 < || &0 N 20.7 0.049 (from M-02)
M-14 (AE 888213 | & 5 ) 9.4 1 (from M-20)
M-15 (AR1413903) & 4 4 144.8 NA ¢
M- 20@@ @1656@5 @6 6 6.1 0.021 (from M-02)
0.559 (from M-05)

A@eomet@@neaﬂ for soils $§B pH<6

B Geo ¢ mean for soils with pH > 6

€ Not ‘@ﬁcable as degradation rates for M-02 and M-15 were derived from metabolite dosed studies. For M-02 the overall
formation fraction from fluopicolide was set to 1.0 as a conservative assumption. For M-15 a molar formation fraction of
0.0016 from fluopicolide was estimated by inverse modelling of a lysimeter study (KCA 7.1.3.2/08, M-687165-01-1)
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While M-01 was found to degrade slowly in these laboratory studies other metabolites showed moderate

to rapid rates of degradation. Thus, terrestrial field dissipation studies have also been conducted to
investigate the behaviour of M-01 under field conditions. Great care has been taken to excludesany S
potential enhancement of the degradation rate by surface or leaching processes. Degradation halfdives

for M-01 derived from laboratory and field dissipation studies were compared using the EFS egTs@
Endpoint Selector (EFSA, 2014). This comparison indicated that the field Deg yvalues for 1 were
significantly shorter than the laboratory studies, therefore the geometric m@n field Deg 50 Vaggof
146 days was used for FOCUS modelling calculations for M-01. % (@

Summary of DegTsy values (normalised to 20°C and @) derived @ M-01 fro “%err @Jlal f@ @
dissipation studies R

& S)
Aerobic field conditions @ @)\ . &Q R @ @
. . 0 Depth  St. ((’@f) | Method B}gTso @
Soil type Location (country) 6%@?212) (c n@ \;C%) alcu n, no@@
Silt loam Burscheid (Germany) Q 5@@ O%L,l &L4.68 @5’ %ﬁ) Q4.0
Sandy loam Lignieres de Touraine (Francg) @?9 @-100 QU 782 & SFO © @1.1@%
Clay loam St.Etienne du Gres (Francgj\ﬂ ’ 8.1 0—5® iﬁ& SRQQ 17@
Clay loam Albaro di Ronco all’AQég@ (Itq{\\ﬁ Zz\i/@ 0-\&) . 93 X X@?O QM 1€1.8
Sandy clay loam |Vilobi d’Onyar (Spair@ > b %.9 @1 10 ‘& 10.@ §SFO &y &136.3
Q & @,@9 Q@ ﬁ(\? o > Ggg@%ﬁetré@eam\% 146
@ N @ ©
CAIRN )
The degradation rate of f%oplco -0 dlcat@jsome%er nce&f?dln%o residual residue
levels remaining one yeaf a %f) appkigatlo Accngnulat studies Wik ¢ cted to determine
fluopicolide and M-01 levels i lowu@ nn ap pliCations over a ur 'yéay period. Levels in the

soil at the end of th&s udle@m §1ﬁc %accu@ulat@ e@ltlve assessment of the

accumulation of ﬂ@wol@e and meﬁ@ohtes @addt@sed n OC@mnt MCP-9 by calculation.

The mobility in @ﬁ ofifly oplccﬁsde a\z%i its rw oh&%’ was &dle
C ate

of different - AG mm@y of €e ¢
presented below. Ff@’()plC(%de 1@§f m

@" ba ﬁqulhbrlum tests on a variety
and Freundlich exponents are

st
sﬁcation) or low mobility (Briggs

dso
§ ilit cCa
Koz wa@ .@/g THe metabolites of fluopicolide were
Lo

d

class1ﬁca>tg ) in soﬂé&w trlc
found 1& € more mo tha eir p .
\ N
-
Compouﬁgy % N@ﬂ)er af's 011s y@ Ge(znﬁc Mean Arithmetic Mean
@ (®Q (\ § L/g) Freundlich Exponent 1/n

Fluopicolide® O . *24 Dy 2617 0.888
M0l (AES5371) ] Y10y B 9 0.914
M-02 (AEC657188) 2 | R 8 O] & 5.7 0.889
M-03(AE 0608000y > &) @3 @ [ 106.9 0.971
M-03 (AE 1344122) @ ¢ 7 O 25.8 0.960
M-10 (AE 134493) . [@ & 9Q 1.84 -C
MM ) & Y @ -5 -C
M3 S NS - Y 0.41® -c
M-14 (KE 1388373) RNEE 9.9 0.942
M-18(AE 1413903)$ 7, 4 18.8 0.937
MU (BES2BX16566) 4 2.1 -c

A Sing@int Koc measurements as adsorption to soil was too low to conduct Freundlich adsorption isotherms.
B No reliable sorption parameters could be derived. A worst-case Koc of 0 is assumed
€ Default 1/n values of 1.0 assumed
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The adsorption of fluopicolide to soil has been shown to increase significantly with time under
laboratory conditions. A comprehensive set of time-dependent sorption studies in sixteen soils have
been evaluated according to current guidance on aged sorption, resulting in mean aged—scig)'@n S
parameters of Fne 0.508 and kaes 0.0356 for fluopicolide. Comparison of the non-equilibriufirand &
equilibrium Kg ap, fits showed that strong aged-sorption effects occurred for.all soils, as skigwn by0”
equilibrium fits not being able to adequately describe the increased observed with tim& Lowy-
tier degradation study data for fluopicolide from laboratory studies and field st@dies have been’eva uated
to derive DegTsoeq values, which when combined with the higher-tier a%d-sorption \@es ?)d angy
overall geometric mean DegTsoeq of 121 days for use in @osure mod&ﬁi&ng (in combination with @

@ N @ @

mean aged-sorption parameters: Fye 0.508; kqes 0.0356). \e <
O T
Overall DegTso.q evaluation results @ @& O R @@ @Q}
Soil DegTsoeq Qg\i)erivatimk @@ @ & & o
(days) LA

80.5 o\ @@s-@}iR%ggq D
Dollendorf 986 o' TDSgPEARBReq ©

&69@ S @%— PE@RLneﬁ

@
\@6\\%%@
&

@A54° | DS -PBARLiy  «_ & < @§
n@ 7% . K\TDQ@EAW@leq @U § @ &
Great Chishill O 1709 _ | TRS - PEARLneg)” D@ @Q N
Parcey Meslay @ w J11.0%° | 4Ps - @QRI@%q O @©> N
Mas du Cog N 108% | TDS-PEARYheq © & ©
Albaro ¢, © 472 @ | TDS-PEARLnef> 1 2
Vilobi d’Onyar S %22 @g“\\DS —%@KRLne %, NN
Abington & o [« 9757 PTDSPEARDneq & \Q
Lamberton @ < @§ @\@6 N T@?— PF@RLneq@ S
Munster f,@ S) {Z\ TR AN \T\“fﬁs - @ARI@] @%
Pikevile . © O o |& 6% « | TDS PEARbneq
Sarrotti ~ o N 993 . @ 1"@@ - PE@Ln%L@
Lignieres, o O] @968 Y | TDS (FBARLAEG
Muns@ @ ) A 184 . Q Lab'Tier-1, Refit
Sarrotti @ & 4 _ 886 = Lf%bTier-@ﬁReﬁt
Abington e’ A &Y 135647 | Lab Tiénl Refit
Lamberton @, O ? < 53@ Q" Lab %rer-1 Refit

%o

<
Pikeville @ @5.2 @))\ Lab Tier-1 Refit

Bursche@ﬁermany) N @ 84.%\\@ ggfeld Scaling factor 1
Great Chishill (UK) > 7 R 1@5@ ~Q Field Scaling factor 1

Ligfieres de Touraing (Fra@) | @{3@9.8 @ Field Scaling factor 1
St.Etienne du Grés (Frang@j R @) @ 234.§© Field Scaling factor 1

Albaro di Ro%g)all’@ige (M@ < 20@ Field Scaling factor 1
Vilobi d’Ouar (Spain) & B2 Field Scaling factor 1
Philipps@g (G((;@any)@w N) 158.9 Field Scaling factor 1
Réde@%@(G;@aHy) @wj 109.0 Field Scaling factor 1
Hu@senﬂ(@ma@ . 124.7 Field Scaling factor 1
\%encia@?pain) § 234.4 Field Scaling factor 1
Appil@% rance) 107.6 Field Scaling factor 1
Senas (France) 101.3 Field Scaling factor 1

Geometric mean 121
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The fate and mobility of fluopicolide and its metabolites in soil were additionally investigated in outdoor
experimental exposure assessments. A lysimeter study in acidic silty sand soil (pH 5.2) with low organic
carbon content was conducted in Germany and in accordance with BBA guidelines. This study, S
complimented by a field leaching study conducted in a similar sandy soil. The results of these s@ts
show fluopicolide, M-02 and M-03 will not reach groundwater. A number @f metabolites owe@
potential to reach groundwater in concentration in excess of 0.1 pg/L. Theanetabolites @ected@y
leachate; M-05, M-10, M-11, M-12, M-13, M-14 and M-15 have been fully f@entified or charact fised

to an extent which enabled full risk assessments to be conducted on them.X[he metabol@/[-@rom@
the phenyl ring, is also mobile in soil and the concentratigs, in groundwgter at 1 m de%t:h follawing

of fluopicolide was established using soils and climi cond1t10h1ch repr te@vorst -@ase @

conditions for leaching. C:§©
Definitive assessment of leaching potential of fluo n hde and 1t@1eta%)11tes Q@ddr&ss%i b OCU@
groundwater modelling provided in Document 1@ N \ & @@}
& ‘\ %o
N9 YN %@J @6 S N

v € @ @ S % & °

CA7.1.1 Route of degradat@ln soi¥ \@ bQ 3 Q> @7 @
~ ©)
7N S IR S
CA7.1.1.1 Aerobic degradafion .~ 9 N S @ RENESEIN
S & @ & 5 C

Two studies were evaluated during&the previo U rewew are ere@ rehé%ie to assess
the route of fluopicolide degrac@lon msoil (KA 7 £1.1/0pand @A 7. @1 1/@ &
S

(@

Report reference Author,%ar & @%nyl& Pyrl@d Cd‘mmen& &)
< & 9

© © ab§ Labe
KCA 7.1.1.1/01 -2(3%? v @@@ @Qub&iﬁed ana\revie§ for first approval of

M-241049-01-1 X @7@ °~ | flugpicolide, 2005<Considered valid and

@ @Kg YN §9 ceptabl@Addlt%nal summary provided
s .9 F 7 |fder KCA 7.183.2/02
&

KCA 7.1.1.1/02& &Zﬁ% & N & Sub {ed \ﬁ“reviewed for first approval of
M-201230-0 QS © Q K@' v S ﬂ colide, 2005 Considered valid and
N & . @g a eptaé&
KCA 7. F%?/% - O @New dHta not yet reviewed.
M-687084-01-1 20 & 8

i A \
§§J O \@ > & @$
The aerobic degr@da‘u@)f fl plcol‘§é mé%il hagbeen favestigated in a total of six studies at 20°C,
one study at andene y at> C T@ re a@un C?fvoblc soil degradation studies are summarised

under Poi A 7.1.2.13No 11te fluopicolide are formed in aerobic soil studies
summariggeddunder KC%7 1. 2@ edgm Studies KCA 7.1.1.1/01 and KCA 7.1.1.1/02.

The fungicide ﬂu olid %ﬂ talnﬁly stereogenic centres, but its metabolite M-03
@ra carb

)
o
O

(AE\%OSOOO) con%a)lns m@d M-05 (AE 1344122) contains a chiral sulfur atom.
Consequently, ther metabo @co ex1s a pair of enantiomers. The EFSA guidance document
(EFSA, 20194)§ w toQerfofiy rlstassessments for plant protection products that contain
stereoisomersYhas <he to assess @ any further information is required for M-03 or M-05. A
statement Qn' thepotentié for @m‘natlo@ of stereoisomers of M-03 is provided under KCA 7.1.1.1/03
(M-68 -01®. No additignal environmental fate information was required for M-035 as it does not
exceeththe tiggger % @ in the environment given in EFSA (2019): Guidance of EFSA on risk
as% en ;@ adtive syukstances of plant protection products that have stereoisomers as components
ipuriliés and for transformation products of active substances that may have stereoisomers.
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Previous evaluation:

yes, evaluated and accepted N} @
Tests on aerobic degrada %evaluated and a ?@1 in t@&DA@QOOS Tests
the DAR (2005) am\L ddendum 1.6

aged sorption evaluated

Data Point: KCA 7.1.1.1/01

Report Author:

Report Year: 2003

Report Title: Route and rate of degradation of [2,6-14C pyridinyl] and [U-14C-benzoyl] A@ S
C638206 in a European sandy loam under laboratory aerobic conditions at 28.deg. 4
C and determination of aged in situ Kd values at 25 degre @ ’~

Report No: B004071 o> L 7

Document No: M-241049-01-1 - NS

Guideline(s) followed in | EU (=EEC): 95/36/EC of July 1995 ) . O «J°

study: <& NN Q

Deviations from current | Yes. The study design does not 0@nform to culéﬁ aged sorpti '@nes a&fﬁe

test guideline: aged sorption phase of the stu@y had insufficiént mepomts @ o Q)

GLP/Officially Yes, conducted undeg@LP/Oﬁj&ally@cognis@d testing fac@@

recognised testing S) % @ @% @@ ] & % .

facilities: > @ KQ A o & N

Acceptability/Reliability: | Yes RS Y S 0O §
& O %@ N @ o @@ ISEERS

Executive Summary @ g&x §

The route and rate of degradatlon@f ﬂl@)lCOll@ wa, @xvest@ed 1@ E
aerobic conditions for up to 12

fluopicolide was applied to sgil samp
was classified as a sandy loam s
the dark, at a moisture coatent qulvale@ to
purity was > 99 % forboth ra &l)

[2 6@yr1@@?214C]@bell§’luo§ollde Qspe@ ely&
@'actle@ nd%@aly&@ immedatel 0) er
of m%ubatq;gn Sten file samples W§é ta i
exh@ustively extﬁ%: ed »@h
amﬁent @mpe

for [phenyl-U-'*C]-

Samples were takesr for
56, 77, 98 and £20 d
days. Soil samiples
water (4 / , v/v)
Concentrated soil extr

(HPL d normal p@ase th@ ayer hro@ogra@y (TEC)

s rar{t?\ged

U14

The material bal
incubated with @)
maximum of 98,4%
1C] ﬂuoplcﬁ@de e)@act
AR by DAY 120.

Non-ex
overthe 120 day stuc
phenyl label and 11.9%

Mlnerahzatlo&s' carkon di

recovered 1@6 ethanola

ctable [‘4%e51du§nc ase ‘§

ean ?under laboratory
ys, [:Rhenyl@’ abell&d fluopy ohde yrl@l 1C]-labelled

e a phcatlo ate e 1val@1t to 400 g :%] Abington soil
&fg t SDA@laSs1ﬁcat1@@\801l°§ample§@were incubated in
@ u aer@m coﬁﬁxtmn@% 2 The radiochemical

abeligd testitems ificiactivities were@% and 5.88 MBg/mg

Batm day 0) and after 14, 28, 42,
alysis at 14, 56, 77 and 120

ture
ana

olids,, extractable-$P**C]-residues decreased slightly from a
2.5%AR AT@20. For samples incubated with [2,6-pyridyl-

9&@ to @3 5%&1" ‘%%ed radioactivity (% AR). For samples

Ot

v} 0
rad&%ctw@s decr&}sed fegm 95.1% AR at DAT 0 to a minimum of 82.3%

tely with the decrease in extractable radioactivity
non -extractable residues was 5.2% (DAT 120) in the
1 label.

axigum a @Oun
AT @O) in t

e waka mlr@ pathway, demonstrated by the low amount of radioactivity
e Volgﬁi’le tr@s for both labels (maximum of 2% of applied). No significant

levels of 0@ mc@laﬂl&@wer@bserv

After %ﬁ da @ncu tion
pheg abe&
guld

DTso

°C, fluopicolide degraded to 80.2% of the radioactivity applied in the

d7 Q” A) in“the pyridyl label. A re-evaluation of the degradation kinetics in accordance

ument on degradation kinetics (2014), resulted in a best-fit un-normalised

V@$ £340.0 days and DTy values of 1156.0 days in Abington soil.
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Fluopicolide degraded to oxidative cleavage products, M-01 (AE C653711) and M-02 (AE C657188).
The quantity of M-01 ranged from 4.5% (DAT 14) to a maximum of 14.4% (DAT 56) and declined
thereafter to 12.1% at the end of the 120 day incubation period. M-02 was generally observed at cag]9 >
except on DAT 42 when it reached 7.3% of the applied radioactivity. Two minor metabolites ( <Q
3% of the applied radioactivity) were detected in the pyridyl treated soil extract%)nly. @ v

Microbial activity did not enhance fluopicolide degradation. This observ is supported b
presence of 77.2% of fluopicolide observed in the 120 day non-sterile samplcs comparegtto 6 9% of
fluopicolide observed in the sterile samples during the same incubati@riod. Howéver, nﬁgrobi&f@
activity did facilitate degradation of the key metaboljté§ M-01 and<M-02. Both@—Ol\ﬁd 02
accumulated in sterile samples with a maximum of 36.2% and 25.79% espectively@AT@O), which &
compares to M-01 and M-02 maximum in the non-ste samples &1@ 4 and 7. res@ive@ c&©

% Q . 'S % @ @
@

Jog
I. Materin
N

9
A. Materials Q @ o
o
1. Test Items W\% N
[Phenyl-U-'"“C]-fluopicolide @} \\
SSIESIRS
o F@ N
Q =z
o o |&
@ N &K AL
N @ N“@Q
T O A
o O N O
N N @Den@s p(@&gtlon
Specific Activity: é%a ¢§ %@ 5.3@;}@8
Radiochemical P@y: < & _100% (m%n
NS NN

F NN N )
o O SECAS
[2,6—Pyridyl®C]—$pic&196 SERN

9

A
& S & T
e X FE oS
Q © ©©@ \O\ ’@eno%po

Specif@tivity: % Q§ @’jﬁ 8§@q/mg
Radiochemical Pu@: 9997% (@an of HPLC and TLC analyses)
)

N :
N
N §§@Q§
@" S @ S
U
§Y§©%©@
N
S&ES
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2. Test Soil

The study was performed using one test soil as characterized in Table 7.1.1.1- 1.

Table 7.1.1.1- 1: Physico-chemical properties of test soil @\@ @§©
Parameter Soil @@ &@ ©)
Soil Designation Abingt@’ O\Q
Geographic Location % § § S
City @ hington o \\ @Q @
Country v land, UK @Q § Ko ©&
Textural Classification (USDA) @} & sandy loam @ Q § N
Sand [50 - 2000 pm] %) S REoge7 & 4 SIS
Silt [2 - 50 pm] 0/ @, V9 o @
©) R RN I N
Clay [<2 pm] W 9 S N N
N\ g ®
pH | A @Q Q@’ S @C@’ d @% & S
in H,0 (1:1) VNN A TS
in CaCly (1:1) S > @ o & s Qs ©§
Organic Matter (%) @Q R & S @%%9 Q.8 &‘9 §
Organic Carbon (%)* S \12.2@'@ S . W\?@
Cation Exchange Capqéf@ (me@@OO g@Q @;@; &U 1@ @w >
Water Holdifi€Capatity ("/% KRN @% & © D
maximum N @ @ X S @ 56¢1\@9 2
at 1/ IQ@r @ § & S o 1E® @\y\?
at L3 bar & Q ﬁ@ Q |« . Ylﬁgﬁo Q)
@Mlcro@al B@las @g mw@al @ 5011) MR
itial AT 1{ R @ 3768
@» Fingh(DAT120) ¢ S @ g
@ @ulate@)y d1V@1ng (%ganlc Y\i’fcer @ent @?2 @
2 Bi1 aiig ﬁ’nples@ere un eated 03 @ @}7\7
S
A &, § o S <&Lo
B. Study Design <o QO éw Q> w R\
1. Ex erimenta?ﬁm itions %\ %@J © &
P 4 SEES
Tests were rm@n fl threg%i‘l s@mse@ sis 1n§@0f glass flasks each containing 50 g soil and
attached tq an ethylene @col to € 1ec%ﬁ@gan$olatlles followed by an ethanolamine (or 3M
cted fa: ks) ect sarbon dioxide. Soil moisture was maintained during

sodium@oxide ons
incubati ith pen@g%eaddl
The\t\z&ts were performe

concentration v(@g based §

"C]-fluopicolid

olved

Kf Watﬁﬁm@out the study.

g%ent 1on Gﬁapprommately 0.41 mg/kg dry weight of soil. The test

a.s./ha. The test items [phenyl-U-'*C]- or [2,6-pyridyl-
acet‘@trlle @06 and 460 pL, respectively), were applied drop wise onto
wer&dju@d to a moisture content of 18.2%, equivalent to pF 2, five to
or@? app@@tlo%‘,@" he s@ples were incubated at 20 + 1 °C under aerobic conditions in

terifiged (gamma irradiation) prior to treatment with the test substance, while

the soil sur Soil s

seven days pr

the darksfor 123days, @
Sele@éd fl

additfonal @ntreat

Viablll@ the test system by determination of biomass.

ﬁte@ and untreated non-sterile flasks were used as controls and to monitor the
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In addition, the effect of ageing on potential mobility of fluopicolide and its metabolites was also studied
by determining partitioning ratios (in situ Kq values) between aqueous and soil phases in additional
flasks incubated at 25 °C. The study design is no longer considered valid to assess aged sorpti
particular only four timepoints were taken. Details of this part of the study are provided 1n@3
7.1.3.2/02. The results are consistent with later fully complaint guideline studle%
@
s -~ \&@
- IS

2. Sampling S\ o @Q &

Single samples were removed for analysis after 0, 14, 28,42, 56, 77, 98 g% 120 days @ncu{%ﬂon @
tests using sterile soil, single samples were removed &ft "cer 14, 56 and 120 @ §1cu tion.
S O

Untreated samples were analysed for biomass at the béginning and of the ex%gmen@ N
© @

S) R o S A &
3. Analytical Procedures Q'?(@ @ °\@ @Q \© ”\7@ @@
y Q @ % 6 %

Soil samples, including sterile samples, @%ere @%ra U to ~1 tin§ s cessn%y w1th
acetonitrile/water (4/1, v/v) at amblent%empe@'ure @ ow@ by xhlet @xtra @
acetonitrile. Radioactivity in extracts té@m1 by Itguid t%ltllla@)n ceunting

extracts were concentrated and anal by <{PL @mh, rﬁdmde@:tlor&ﬁ)egé@tm were
identified by comparison of the reggjrtionxti é” ref@@nce @ndg and, firded b TLC co-
chromatography with reference itefns. A ff&ak o'f\300 d%’n c@respo@ ing ©0.9 @I@ uom lide, was

readily determined by TLC and HPLC @gantitédon r@ods d. S
y y o . @se S @@ .

Volatile radioactivity in vol%g@ trapS\was @ermm@ by &SC @Q @@ Q
Following homogenlsatm@2 nonétrackﬁe reQidues @ER) in e»@acte@oﬂs were determined by
combustion. Y S 9 @% S @

"\g N © 6 © é S °\®

TS e & @x

4. Determlnatmls@ de@dat;o@km@% S \ @ @@ &
The degradati ine dete%nne@l%m thport@vere co duc & prlmﬁ) the issuing of the FOCUS
guidance doc@nent S de @atlon@lneﬁgs and@é\r% nsu@ed valid. DTso and DTy values
for the deg dation@f ﬂuo%{cohég an -01 ve be@i re- cula from the reported data following
the recg endatlons l@work group, usi %Zﬁw software KinGUI (version 2.1). For
ﬂuopi<§.§fe1 as the d@adg‘[@ was ted @81ing tho radl@abel positions, and similar behaviour
was observed for e@% the@e radiglabels ﬁve b@%n cdia@dere&as true replicates, and included together
in a single optm%@mn%ull de@ils a&ﬁ)ro%@’d in % nggnt KCA 7.1.2.1.1/10 (M-685680-01-1). A

brief summary of the @ 0a<@ or t@er eng pm@s p OV ded below.

To derive tr@er en@%m an 11%%1 c@apan% was@erformed between the SFO and FOMC fits for
ﬂuop1c011 . For the non- erllﬁbm soifpthe F@MC fit resulted in a lower ¥* err% value, and the
DFOP del was als@@ fitted how KH@UI run for the DFOP model did not complete
successfully. The F was t accgpted.. %Qextrapolatlon beyond the experimental period is not
recag%nended for é%rwl%g Too @ ues ng this model (EFSA, 2009). The SFO model therefore
provided the m@g appro ate& scripgjon of fTuopicolide degradation in the non-sterile Abington soil.

Metabolite mlsa@?ns e pe;sﬁ)rme@ using the best-fit model for the applied compound and the
SFO modelor megibolitds. <6
SN
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I1. Results and Discussion
A. Data

The distribution and characterisation of radioactivity for the test soil incubated at 20 °C foll@ﬁng@©
application of [phenyl-U-'*C]- and [2,6-pyridyl-*C]-fluopicolide are summarized in Table 7. 1@ 2 t&°
Table 7.1.1.1- 3. The corresponding data for sterile samples are summarized in@ble 7.1.1.1- @to Ta@

7.1.1.1-5. (o8
Table 7.1.1.1- 2: Degradation of [phenyl-U-'*C]-fluopicolide at 20, "“é in Abmg{@l soml'ﬁnd%@
aerobic conditions [% AR >
% ! V® @ (’ > @ &@
. Incubation tim@(AT) @ & & |o
Compound > o8 N 4
0 14 ¥ 42 4> 56 7 98  |-,°120 @
Fluopicolide 984 | 933 @09 | 827 | 796 | Vs L5, | 802
M-01 (AE C653711) nd. | 45 [Te67.] &0 | w4 e 13% | 21
Ambient extract 984 | 92&| 98l 2853 3590 99 | 86,9 L 854
Soxhlet extract n.a. 46 @.5 V) S.SQ 8.2 o4.5 © 7.8@? 7@
Total extractable radioactivity * | 98.4 | 97.45[> 97| obr |«92.1. [P 9s3.| 947 | &35
Non-extractable radioactivity 2.1 @j 059, [@bj 1.9 ™ 3 %ﬁq\ﬁ A’@ @@_0 SEP)
14C-Carbon dioxide including > N 0 8 9
other volatiles B @b L 1 2 0'% O§ ®1 @%'9 @\E 0.2 0.7
Total radioactivity @100,5%}" 98.40° 1&@0 o575 & 9720 99 | 989 | 984
n.a.: not analysed, n.d.: not detected, DAT: days a eatment &@ o\@ 2 ©

All values expressed as percent%}te of totdRapplie d101 N )
A The total extractable radloar% y was calcul as s| f an@ent az&&oxhlei\gxtra ctsQ X
B Other volatile radloacthlty s < 0% % at any c& o §

o N

%\ S <

Table 7.1.1.1- 3: § @atw’&g [m—pyn@yl- 4C®11u¢£golu@&at 2{@0 in Abington soil under
%ch co 1t1@Qs %] N N §
NG Incubdtion tine (DAT)

@\
Compou?d@ v, B0 @b o 28 | @2 {0 s6 77 98 | 120
Fluopic&lide @ | § 950V a0 |22 47 8070] 855 | 832 | 774 | 772
M-02 (AE C657188)0> < | ad. | Ond. > 14 | 23 0.9 1.0 1.3 1.2
Unknown A (R 1641in) &d ?& n.@@ nd [@’1.(1. n.d. n.d. 2.6 0.9

Unknown B Rzl minp? N ndy | e |ond. @ nd. | nd | 24 | 30 | 28
Ambicht extrat? 5O Q}l 0926 923 | 831 | 832 | 845 | 798 | 776

Sophlet extract Sha ol 44?2 24 | 49 | 48 | 28 | 54 | 47
Total exfeactable radicactivity “ ¥ 95.7 | J%0 (8951 | 880 | 880 | 873 | 852 | 823
Non“éxtractable radiogetivigt) |, @4 [ @22 38 | 46 [ 74 | 85 | 100 | 119

= ——
Eéaﬂi"‘.‘ld‘o;“@‘i%“‘dud@é Chna@ o2 0.4 0.5 12 1.9 0.1 0.9
other volatiles Q> Q

Total radioagl®ity « ) & | I®5 [@994 | 993 | 93.1 | 966 | 977 | 953 | 95.1

n.a.: not analysed, n@ﬁnot @ted, T: da}%\aﬂer treatment

All valug; @press@as percentage ghapplied radioactivity (% AR)

A The ﬁextr le ra@%acti\/f@was calculated as sum of ambient and Soxhlet extracts.
B Other volati ioa y was< 0.05 % AR at any time point

Q&

&
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Table 7.1.1.1-4: Degradation of [phenyl-U-'*C]-fluopicolide at 20 °C in sterile Abington soil
under aerobic conditions [% AR]

Incubation time (DAT
Compound ( ) @ @©
14 56 77 120 g
Fluopicolide 86.9 75.3 713 O 12
M-01 (AE C653711) 7.3 24.0 27.90° ~36.2° >
Ambient extract 93.7 95.1 N7 O 938> P
Soxhlet extract n.a. 4 S1.3 . 5% @§ @
Total extractable radioactivity * 93.7 99.4 Q 99.0 @g §8.3 A é
Non-extractable radioactivity 3.7 @} 2.0 p 21 © R 3.)@ &
14C-Carbon dioxide including ) 9 & S AN
O
other volatiles B n-a. %@ n.d. A\ . @ H%Q S @.d. ©@
Total radioactivity 974 5| Qlorgy [ a1 o] 014
n.a.: not analysed, n.d.: not detected, DAT: days after treatme% @ & @M o S % g o
All values expressed as percentage of applied rad1 1V1ty ( AR)\t Q L @7 @
A The total extractable radioactivity was calculatgda Sf am and @xhlet %%acts S) %, §
B Other volatile radioactivity was < 0.05 % AR@) any ﬁ%ge point@ . %\ Q& éﬁ ®
K R
Table 7.1.1.1-5: Degradation @ [2,@pyrld@ 4C @uop@d&@ 20§ in é’@rile Abington soil
under ae (M COﬁ%’lthﬂS Z
@E ° % @Q % S é
¢ & A dqgeubation tigie. (DATY
Compound & S ~ 4 S
. B ] o« 6as B A 120
Fluopicolide & @52 O [ 29 &] . 53O 63.1
M-02 (AEC657188)> O] < 18@ . &67 7| © 198 25.7
Ambientextiaét o> | P 986 0873 93 85.2
Soxhlet gltfact ) wna o> | & 487 f w10 3.6
Total extractatsie radiﬁtivi‘%ﬂ@ ™ 98.65 ) @ I © @ 953 88.8
Non-extractable radioactiyity 2 ﬁ) @ 07,0 @ o 4.7 8.0
T Y ISTEIRS
C-Ca . dlo;ﬂde 1nc@%n% Q @n.a. S Q e . O n.d. n.d.
other volatiles o N A ° . 8
Total radioactivity @ @ 1085 @y Q99.k 100.0 96.8

n.a.: not analysed, n@ no ﬁcte@AT d@"safte&l?éatme@

N
All values expreg@pd as ﬁi@entag@ apph@ radio®@tivity (@ AR) @&
A The total ext?@table I “§®y wascd “leula upof am‘t@\t and Soxhlet extracts.
<

B Other volatile radloacthlty O§A R%e@?y ti pom@

& N N @g@

& % @
B. erial Balaiee &7 . v N
Mo @ VS .
For aerobic deggpdation samples of @bm@ soil incubated at 20 °C, material balances ranged from
0

93.8 to 100.5% AR ﬁ%t“[p 1-U%C-fluopicolide and from 93.1 to 99.4% AR for [2,6-pyridyl-C]-

fluopicolid % S N 9

N
For steri sam&s of Abingfdn soil incubated at 20 °C, material balances ranged from 97.4 to
101.4%,AR @ [p yl U@‘C] -fluopicolide and from 96.8 to 103.5% AR for [2,6-pyridyl-'*C]-

ﬂuo@eoh(gy P

Thetre v@v& no signs for losses of radioactivity during work-up and processing.

@/

a
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C. Extractable and Non-Extractable Residues

For samples incubated with [phenyl-U-'*C]-fluopicolide, total extractable radioactivity decreased fro°m
98.4% AR at DAT 0 to 92.5% AR by DAT 120. The total of non-extractable residues (NER) 1nc@£ed S
from 2.1% AR at DAT 0 to 5.2% AR by the end of the study (DAT 120). N §

For samples incubated with [2,6-pyridyl-'*C]-fluopicolide, total extractable@dioactivity @?zrea@ﬁ
from 95.1% AR on DAT 0 to 82.3% AR after 120 days of incubation. NER%@¥as 2.4% AR%n D/@ 0
and increased to 11.9% AR by the end of the study (DAT 120). AN §

For sterile samples incubated with [phenyl-U-'*C]-fluopidofide, total able radloag:}wt&%nou @

to 93.7% AR by DAT 14, peaked on DAT 56 (99.4% A%and then dg eased to 9 y thgﬁ
of the study (DAT 120). NER amounted to 3.7% %ﬁ} by DAT @nd decrea to A§afte&

120 days of incubation. %

For sterile samples incubated with [2, 6—pyr -14C]-fluo lld,e @fotal e ras\%le @101ty
decreased from 98.6% AR by DAT 14 to 888% AReafter of i @au EKamouﬁted to
4.9% AR by DAT 14 and increased to 8.0% &R at 1% end@f the dy @T 128). AN & .
D. Volatile Radioactivity W\% \ @7

For samples incubated with [phenyl- ﬂuoplco@de ole%els o&C ﬁbo nged
from 0.1% AR (DAT 14) to 0.9% D@ 77)@1r1n§acub@n er V t1 i0 t1V1ty was
<0.05% AR at all timepoints. $ @

For samples incubated with [2 @yrid&@“c -@0})1 es 14C c formed were in

the range of 0.2% AR (DAT 14) and 1\9%@3 (DA 7) (ﬁurmg ba@yn Ot VOl@l e radioactivity

was < 0.05% AR at all tlmef)%intség §) @

9
For sterile samples, totaIwolau% rad10a@1v1t§§as @&OS%@R at §H ti Qlﬂt&@
S & o & <& S oo
& § .
E. Degradation @reCom@m% @ @ & @
Following appli tlon@ [pher%l -U4C] ﬂ@lcohﬂe the e%ou f pa@% in the total soil extracts (i.e.
in ambient ar@ ox$t soﬂ@xtract@ ded%eased@ % AT, to 80.2% AR by the end of the
study at DAT 120 orrg\”sponcﬁglg stetile sa%les the am@mt of fl the active substance decreased from
86.9% ARt DAT 14 §)61. 9@4}1@ T1 S &
Degrad&lon of [ph @ U-( -flyopicoly n A@lngton?%goil %ﬂs accompanied by the formation of the
degradatlon prodt@\/l—o 1&6AE 374% M tected at a maximum of 14.4% AR at DAT 56
in non-sterile safaples eéechn @le tod l‘V AR @)AT 120. Levels of M-01 increased to a
maximum of 1@2% @ @T 12@1n st@le safgples. @7

F 0110W1ng P%ﬁhcatlon 0f§6— ‘@ ﬂ@wg&@ the amount of parent in the total soil extracts

(i.e.ina nt and Soxhlet o~; extr ) degréasedhdrom 95.1% at DAT-0 to 77.2% AR by the end of
the studyat DAT 128, In corrésponding steri ile ples, the amount of the active substance decreased
from5.2% AR at§T @p 63%% ARGl DAT. 120.
Degradation o @2&6-[))/1'1 yl- 14@ ﬂu@moh@@n Abington soil was accompanied by the formation of
the degradatien pro%ct (@C657@8) and two minor unidentified metabolites. M-02 was
detected at g@laximy % AR at DAT 42, exceeding 5% AR at one timepoint only before rapidly
declining &g. I‘V@R (L% by DAT f%). The total unidentified residues amounted to a maximum of
5.6% ‘{@’ d n@single component exceeded 3.0% AR at any sampling interval. In sterile soil only M-
02 waswbse , @h in& ased to a maximum of 25.7% AR by DAT 120.
S @ I o
@& @ &

&
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F. Degradation Kinetics

Fluopicolide degraded slowly in the Abington sandy loam soil under non-sterile conditions. The
reported DTso values were 291 and 274 days (mean = 283 days) for the phenyl- and pyridyl- 1 s,
respectively. The experimental data has been re-evaluated according to the FOCUS guidance decuine

on degradation kinetics (FOCUS, 2014) using the software KinGUI (version 2. i; Further det@of e
evaluation are provided in the summary for KCA 7.1.2.1.1/10. The resultirk@Tso values&for trl@@r
endpoints are summarised below in Table 7.1.1.1- 6. Best fit kinetics are hi§h 1

o

ghted in bald.
S e

% ° Q, %
@ ‘3”\9\ > Ny @
Table 7.1.1.1- 6: Degradation rate of fluopicolide under aerobic ditions at@"c 50 é@i@es &
for tri dpoint S

or trigger endpoints) @& s &6\9 Q U@ &
o Parameter R ° &
Soil Rinetle | Mo | k1, K2, @@- g L%"&V@ U%er ©?::5‘@ el

g th,a, ) |errex N 2, © A@ ays] kg

Abington (non- | SFO  [96.04] k0.001992 [ 280 [454E-0709:001433] 0.083 | <348 [N 1156 .

sterile), w0433, 10 _|[Dnr 002499 | @256 [ @
Allan (20032) | FOMC 99381 "85 og N 2100 1 é&zzo Q748 427 > 18000
Best fit model highlighted in bold Y O w0 s %@ % NS
; i S et & & & o
A graphical representation of the final kinéic fit'ts, shovs?hﬂbelgg. D

<

SV
Table 7.1.1.1- 7: Degradatiog o f%@)icolvg@ u Q a@ic dit %éf °C (%est-ﬁt DTso
value for@ggef*&nd%nts) v & @ & é
© T Q s
Soil S @ S
Model °\@ ogalled@@s ob§ed & ISH Y $ R&@uals
Reference INER®, QO @@ L9 &, (©)
@20 (03 X% @ § @% S &
< 8100 4N @ @ @© D . o ©
& %é% S
Abington (non: ° (g Se o
sterile) n@ § 60 %© © AN 6?@0% @b § @ °
Yo oo 5 @ gl
Allan (20832) Ho @ﬁ @ IS < N o
\i@ . O & L0 n \@ °
00 20 3 05‘)@ 80 100 1%\ 140 %-100 20 40 60 80 100 120 140
@@b ﬁ& Qj{@@ Jime @5\9 @ K Time
- @ - N
@ ©©Q @? O\@ ) . § v
Q ©© ©\ :§ II@@\OHC@OH

Fluopic %e slowly ge@adec@ the f8h-stefite sa&ﬁ? loam soil under aerobic conditions with 80% and
77% of the applied @ioac ivity remaining as pafent compound in the phenyl and pyridyl label treated
soils 3t the end of 120 d&? Leis@mn 0 of® radioactivity was detected as '*CO, with both labels,
indicating slow mineraliZdtion &f flugpicoli @ CO.. Organic volatiles were not detected in either label.
The primary 1tab lic p ay ~{gvolved the oxidative cleavage of fluopicolide to form M-01
(maximum 4.4% mt enyﬁﬁabel@eated soil) and M-02 (maximum of 7.3% in the pyridyl label
treated soid)."Fu deé% atiofiresultéd in the formation of minor metabolites only in the pyridyl label
treated@ Wg@ did not excggd 3% of applied radioactivity.

A reié?alu@ o@’%eod&gradation kinetics in accordance with FOCUS guidance document on
d atigp ineti@’ (2(@), resulted in a best-fit un-normalised DTso value of 348 days for Abington

soil. @
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Comparison of results from the sterile versus non-sterile soil indicates that the microbial activity did not
appear to enhance fluopicolide degradation in the sandy loam soil. However, microbial activity did
facilitate the degradation of M-01 and M-02. @0

. . > @@)
Assessment and conclusion by applicant: S & @

<
The study was conducted in accordance with SETAC 1.1 (1995) and S@’A (= EP&) N, -1
(1982). The study is considered valid to assess the aerobic degradation0f)phenyl- U\l@] -an@[2 %\
S

idyl-'*C]-fluopicolide in soil. %,
pyridyl-“C]-fluop T Q@ S S R
‘ Q - QQ £
N Q. & SIS
N @@ R & %) @}
Q- G AN

Data Point: KCA 7.1.1.1/02 & C YN w &S v
Report Author: _ O %@ Cy Qp h«@ D < o
Report Year: 2003 v 9 R @ O & o
Report Title: Rate of degradation intwo soﬂ@?amer@ﬁent)\gfﬁm) C638206 @
Report No: C037459 @ 'S " A A Q)
Document No: M- 201230& @ @ > O & @&
Guideline(s) followed in | EU (=E): 95/3/EEC™ ®\ > @@ RN

study: «g) & NS @9 @@ S

Deviations from current [ none@ N L 0 @~

test guideline: % > v S . @Q &) @ é

Previous evaluation: es, evalhated a acce@d @ S &

D
-] BPAR (2605) @§9 < N AN

GLP/Officially Ye@ndu%ed unt@GL@ﬁma@ rec%nlsed testing f@ltles

recognised testing é*ﬂ @ N

facilities: & @ «\@ N §? @ © &
Acceptability/Reliability: @hYes = 2  w_ Q 9 & @

@ N\ A N & Y Y %
@ 6 Q é K@j @% & §

Executive %umma@’ v ¢§ ‘&,

The rowtevand rate o@eg @tlon@ ﬂuop1c01 Wa@lve ?t?ed in two European soils under
1abora§b aerobic ¢ &me&s or JIp to &ﬁa}k& heny “U- “ﬁabelled fluopicolide was applied to
soil samples at licdtion r@e equl /ha=The soils used were classified (ADAS
classification) aga silt clay rotti@oﬂ) an a my sand (Miinster). Soil samples were
incubated in t dar@ tur piequivafent e@z 2 under aerobic conditions at 20 °C. The

radlochemlc"«@purltﬁévvals6 %{ﬁd thei,emf%actw@ was 5.33 MBg/mg.

Sample@ie taken fo extrac @al %immewgbately after treatment (DAT 0) and after 7, 14, 22,
34, 49, 8,98, 12&%% 0 cubatlon a& ionally in Minster soil only after 160 and 200 days.
Soil samples were exhaustively acte@%&llth racetonitrile / water (4 / 1, v/v) at ambient temperature
folldowed by Soxhlet extragtion fising aé@om@ (DAT 0 and DAT 7) or with acetonitrile, followed by
acetonitrile / waggr (4/1, v/v) & ambj r@ratures and finally by Soxhlet extraction with acetonitrile
(after DAT§ Con%ﬁtra soikg trac ere analysed by reverse phase high performance liquid
chromatography @?LC elected ses were analysed by thin layer chromatography (TLC) to
confirm @ resufls obtasned by HPLC. A selected sample was analysed by LC-MS to confirm the
structgi@“idef e deg@ation products.

tal baldnces @ge@m 98.9 to 86.7% AR in Sarotti soil (mean 91.7% AR) and 103.3 to 93.7%
Aﬁ((me 6.6% AR) forMiinster soil. Extractable ['*C]-residues decreased from a maximum of 98.2%
AR at@T 0 to 77.8% AR by DAT 120 in Sarotti soil and from 102.1% AR on DAT 0 to 90.5% AR
by DAT 200 in Miinster soil. The amounts of unextractable radioactivity were low, reaching a maximum
of 12.0% of applied radioactivity in Sarotti soil and 5.8% in Miinster soil.
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Radiolabelled carbon dioxide evolved accounted for a maximum of 3% of the applied radioactivity in
the Sarotti soil by the end of the study and <1% in the Miinster soil. No significant levels of organic
volatiles were observed. Ty

Fluopicolide was the principal radiolabelled component detected. Levels of parent accounted fox_ O‘V
of extracted radioactivity at DAT 0 and declined to 53 and 55% of applied radipgctivity at te@ﬁ‘nat%:
of the study in Sarotti and Miinster soils respectively. A re-evaluation of t‘p@egradationﬁkmeti@
accordance with FOCUS guidance document on degradation kinetics (2014}, resulted igbest-fit un-
normalised DTso and DTy values of 191.2 and 635 days in Sarotti soil,@ 212.0 anc@O{.l ays %i@f@
Miinster soil. ©) AN %\

@ 6 & ©
In addition to parent, two metabolites M-01 (AE C653711) and M-O@E 0608000 eferra to asRPA ¢
427967 in the report) were detected. Levels of M-Ol@creased ov e course 0@?6 inc%ati%@peri
and accounted for 25.4% AR at DAT 120 in Sﬁ%@y@ DAT 2001 M@%ter@ils. AQH was detecte
in Miinster soil only, and accounted for a maxi of 10.6%. R N 2 @@
. AR T A
N 9 YN &S
- S A A G N
o & &
A. Materials . g é\ﬁ % §
. Q Q
1. Test Item < @ @
O > N ‘&9@
©© S
[Phenyl—U—“‘C]—ﬂuopicolide@@ IS é
\25@
Ny
O
N
@Q ©\© QO %%D%Nes %@ﬁ%oné@[l gdm&i@bel
Specific Acy: @,@ %© @) S.Q%B%mg @6 S @
Radiochesgical Purity: %@ %QO% @ean O@HPI@ and @C analyses)
O o & & & O N
A \@ \Q S \© v ©
SEN®) S
) RN > & >
@ 9O g © o O %
VOO & D
9 XN & @
=) N @% y %o
@7 NS ISEREN
S N &9
= N S I & &
S 5 &@\ O
@%
A &8 8
@ < Q & ©@
@ o
&



Page 26 of 565

B N
BAeE R 2020-08-11
' E Document MCA — Section 7: Fate and behaviour in the environment — Part 1
R Fluopicolide
2. Test Soil

The study was performed using two test soils as characterized in Table 7.1.1.1- 8.

Table 7.1.1.1- 8: Physico-chemical properties of test soil & @
Q)
Parameter Soi@@ < @ S
Soil Designation Sarotti for Miinster >
Geographic Location Hattersheim, D-65 79% @ @ 5@
City () Frankfurt & Mungger H&B{)rf
\e @
Country GermanyQ @ erm@l
Textural Classification @} Silty clayﬁ@&a}m t0\9L0aﬁQsand© >
Sand [63 - 2000 um] (%) ~ 9. &° & 479.8 &
Silt [2 — 63 pm] (%) 397 o\@ @Q ©\© 1722 @@
Clay [< 2 pm] (%) & D" MLS ] & N
P NERCIE RN
in 0.01M KCI w\% | N %7% aS 4. @
Organic Matter (%) @$ ° @ &Vl .6 & 2D SHEY m§
Organic Carbon (%) (®Q SRS Q@% Q) &z) /@%7 -
Cation Exchange Capacity (meq/l%g) ‘o S %3.3 r\@ @y N 6.3&/
Water Holding Capacity (%) @ &@ @@ @@ @® &\J ©@) @w
maximum ANTERN S 4 & 5 @.Q @ &3 .8
at pF 2 (1/10 bar) v O o | @ L o 61
o QO N <
atpF 0 o 2 § < 2622, O] A 359
at pF 2.5 @ 9 O .9 s Q 92
Soil Microbial B@%ss (m@micrgbial C @00g soi}) & & 4
Initial $ O &P Py @ 12
PATI20 &7 &\ & o AT Y W N 20
O S & Sy &
DAT200 & & O SN PSS @ 41
Initial bl(ﬁ@ass sam%les were untr@ed 1 bio sam@s we treate with non-labelled fluopicolide (41 pg)
dlSSOlV@] acetonitrile (@9 L){\&’ @ @ Q> Q@ﬁ \
A \@ o \@ o \©
Q\ N SRS U
B. Study Des1gn@ AN @ % %@’ S
@ N @’ ~ S
1. Experimentgl Co@ 101@ @ Qo W
Tests were%]erformed in @w t % em @mm@g of glass flasks each containing 100 g soil and
attached n ethaned@l tra;@@ col 1c VG%l@tlles followed by an ethanolamine trap to collect
carbon thoxide. @

Th%t%Sts were per%evrme @ent@lon pproximately 0.41 mg/kg dry weight of soil. The test
concentration was based”on @ield@ﬂte 0k #00 g a.s/ha. The test item [phenyl-U-'“C]-fluopicolide
dissolved in acctonitgile (1 as applied to the soil surface. Soil samples were adjusted to a
moisture coent equival to p i?@@n days prior to application. The samples were incubated at
20+1° k f 2

0 C@«}nder @ﬁobw@@nm@s in the dark for up to 200 days.

& P S
SIS

Single @ples each were removed for analysis after 0, 7, 14, 22, 34, 49, 64, 78, 98 and 120 days
incubation in Sarotti soil and 0, 7, 14, 22, 34, 49, 64, 78, 98, 120, 160 and 200 days incubation in Miinster

soil.
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3. Analytical Procedures

DAT 0 and DAT 7 soil samples were extracted at ambient temperature initially with acetonitrile / water
(4/1, v/v) followed by soxhlet extraction with acetonitrile. At timepoints after DAT 7 soil sample re S
extracted at ambient temperature initially with acetonitrile, followed by acetonitrile / water (4{1; v/v

and finally by soxhlet extraction with acetonitrile. After removal of the soil samglgs from the i at&
flasks, the flasks were soaked in acetone to remove any residual activity. @‘J@

Radioactivity in extracts was determined by liquid scintillation countingy (LSC). Soil@tra@er%
concentrated and analysed by HPLC with radiodetectign, Degradatiogisproducts were identified
comparison of the retention times of reference standardsgSelected sa were ana@%ed hin &ser
chromatography (TLC) to confirm the results obtained by HPLC. Aﬁzed sam[@é Wgﬁnaly@l byé

LC-MS to confirm the structural identity of the degragdtion produ @ @ @q}

Volatile radioactivity in volatile traps was deter@ by LSC\ @@9 Q @ © @§

Following homogenisation, non-extractable qgmdue@(NEKbm emacte&@élzﬁre ﬁ@i%ermiﬁﬁ by
combustion. As a result of low recovery of radioa t@lty 1@%6 S@)ttl @ the fgdioagtivity %nammg
associated with soxhlet thimbles was cp%ntlﬁé@% by @mbu@on % % extrdetion @7 nt
temperature with methanol. & \ \\ %, §
@ @ & S %\ > &S
& s s o &

4. Determination of degradatio etlc@ ~ 6&’ D @@ @Q S @

The degradation kinetics detergyned q@%)he r@r‘[ were co@cte rior @the o of the FOCUS
guidance document on degraﬁ@tlon I&letm@nd ardho lofger can: de valid. T5é’ld DTy values
for the degradation of ﬂuop1 ohd& and @1 -03 have beén re culgltg@ fro the reported data
following the recommend@lons the worlg grou, 1L§1Ilg$@ sof@s re GUI (version 2.1).
Full details are pr0V1ded n @um t KC§ @1/1 -685680-01+1). rief summary of the

approach for trigger @pom@- s %lede belo \ Q C& &\
To derive trigger an @1&1\& parlson was pig%ed for ea(@soﬂ between the SFO and
FOMC fits for flyopi &k F%\he Munst@& 11 fi

ultedSh a lower 42 ert% value than
the SFO fit, angthe r@)del v@ ther&Bre a:lgp ﬁtt eﬁltm FOP fit was similar visually
to the SFO fit, withigow céafidepce in raté co&s nt p>0 @ an as not accepted. The FOMC fit
was also %@J@accepted asgxtra atlg@yon e exp r1 al pel@!d is not recommended for deriving
robust 90 Values (EFSA, 2@) SF(@\nodel therefore provided the most
approprlate descri iQn of ﬂuopmgﬁhde rada"twn i the ngster soil. For the Sarotti soil, the SFO
model pr0V1ded tter fit thapthe £e r@del t%\fhe oplcohde residues, with a lower x? err%
@

value. S @@, O\% IS
Metabolite Qé%?msns é@e peﬁﬁormeQ sin, t@e hést -fit model for the applied compound and the
SFO mode%for metabolit€s; & %?Q @

@ )

NS
& e @

g
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I1. Results and Discussion
A. Data

The distribution and characterisation of radioactivity for the test soils incubated at 20 °C foll&ng@©
application of [phenyl-U-!*C]-fluopicolide are summarized in Table 7.1.1.1- 9 tg Table 7.1.1. 1@0 g

Table 7.1.1.1-9: Degradation of [phenyl-U-"*C]-fluopicolide at 20 °(;§1 Sarotti m@f u@”

aerobic conditions [% AR] Q g@ .
Inegbation time @%’i“) °\m o 2 &@
Compound
0 7 [T 14 @2 B o 90
Fluopicolide 98.2 815 & 762 |O%V94 ©J5.6 o S)
M-01 (AE C653711) nd 147 64 Q7272 109 | @229
M-03 (AE 0608000) nd o nd, [, @d P ¥ |9 nd@
Total extractable radioactivity* 98.2 «85.9 &’ 8% | 87.%;1@ @Q?S.S | 845
Apparatus Wash na Q)OOZ%\@ @02 & (@@7 0 0.02, %).01 o °
Extracted thimble combusted na B 0¥ < 3@\% na m@ na” @y 0,2
Non-extractable radioactivity 0.7 @;§ R Y @ 3Q©j r§ 2)2.4’\ @\4.8 %o r@
14C-Carbon dioxide B %Q N 0.1&” @.2 ) @ & 040" | 0.8
Total radioactivity 889 1 86y 89.8) | 9.8 ) 90 4.7 915
o 2 @ & & & ¥ O
‘S ducubatiéh timb(DATYS S
Compound i g [ 98 [0 T
a N 9
Fluopicolide °\J 7579 @.2 & @S S 52(3@ @\y\?
MOl (AEC653711) =, 4 102 [O17.3 | . B8 & 250 Q
M-03 (AE 0608000 > | ~d @ wp K- nd Ond &
Total extractable r@mcti@%’A °\\V§5.9& 87.4, 883 IS 7&@
Apparatus Was]@w O 092 | O.(&l& 001 @ S
Extracted thimble coy@usted%v na R Q\)j 0.10 @ na
Non-extracaBle radioactivity N 5.2@ SV %) " 12.0
HC-Cabon dioxide ® @7 &) 0% 1. 200 [« 20 O] 25
Total radioactivity <& &\ 919 G \8 919 92.4

n.a.: not analysed, ndwhot detected, s after ment >
lysed detected, BAT: days uft %@
All values expressedas per@l age pphe@adloa% ity (%KAR)
A The total extrd@able @0&00\@/ was,_cattulate@as sun@f amb@t and Soxhlet extracts, including extracts of Soxhlet
thimbles. Q @\
B Other volatile radioactivity v@ neg le atlmep@ylts @
& & R SN
N ©\
% AN SN

R SURPRCPS

Kog Q

g
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Table 7.1.1.1- 10: Degradation of [phenyl-U-'*C]-fluopicolide at 20 °C in Miinster soil under
aerobic conditions [% AR]

Compound Incubation time (DAT) : @ @@
0 7 14 22 34 RO
Fluopicolide 102.1 90.3 90.6 865 O 825 | @946,
M-01 (AE C653711) nd 1.6 2.4 32 @ 50 | egd
M-03 (AE 0608000) nd 1.9 3.0 4.2 52 of & P
Total extractable radioactivity® 102.1 93.8 (96.0 93§ 92:6° | 928 &
Apparatus Wash na nd 0.02 fOZ @ @ 0.63, @&
Non-extractable radioactivity 0.2 02 of 04 Lk 05 o1l Q @2
14C-Carbon dioxide B na O'O@E% 0.0 2 V%T § 0.8 .1 \(}U
Total radioactivity 102.3 940" 96.4> | « 44 o | 937 o7 94
U [
S & & sy &

SO Infdbatigitime @AT) © S o) o °

Compound ) G 2 7
64 N 9% | 20 oY 160 2
Fluopicolide 76.6@° | 822 @ %4 |0 680> | Sl 8
M-01 (AE C653711) 93 11207 [ NG4S of M5 £ 168 | 254
M-03 (AE 0608000) <§b8 P83 9.1y | &o6 of g4 o 103
Total extractable radioactivity* |, 93. Z& @ﬁ 17 &F 9\@ LBy [ O9 11 90.5
Apparatus Wash 00“2@ 0.01 7| %01, @ @9 |7 nd 0.01
%9 D & S =
Non-extractable mdmactm%1 A9 S @ 1.5 2.8 ¢ &8 5.8
14C-Carbon dioxide P *~,” 0.1 @ ,\§).1 N 0@ 0.2 0.7
Total radioactivity = 3’ 942 [ D103 7| « 83 & 962 [P 951 97.0
n.a.: not analysed, n.d.: %detecteaj D@ y trea@nt S} S
All values expressed erce@ge ot.aj act, Vlty (% @
A The total extract: radm& vity »&% calcule%téd a\ of mblent &g oxh@%xtra@
B Other volatile a@oactw@was gli glblét all tl@pomt?q\ﬁ @ QY
SIS N S @
TS e Sy <
2 N A SIRS @ ©
B. Mat&ﬁl Balance@@ § @ & NS
N
Material balances gdnged @m 989 to 8&% @R in c%arottl @1 and 103.3 to 93.7% AR for Miinster
soil. N) S >
& o &5
R & @\ § &

@ Q
C. Extractaer andgﬂlon tr@a le ldué@\ @

For sa of Sarottiggpil 1@0%@&1@ hem W 1C]-fluopicolide, total extractable radioactivity
decreased from 98.28% AR AT 0 to 77.8% AR 'by DAT 120. The total of non-extractable residues
(N@amcreased fram O AR, @)A@to @)% AR byt the end of the study (DAT 120).

For samples of Sfinster 5011 Q@flbat@ wit ©ﬁenyl—U—14C]—ﬂu0p1cohde, total extractable radioactivity
decreased fr 102 Y A 8h DAT0 to 5% AR after 200 days of incubation. NER was 0.2% AR
at DAT 0 a e%sed cg 8 o/ AR by "» end of the study (DAT 200).

@ @
D. V&’ﬁtlle 10a®nyv\g
R@olab d carbon dle§ de evolved accounted for a maximum of 2.5% of the applied radioactivity in

Sarotti~$01l by the end of the study and <1% in the Miinster soil. Other volatile radioactivity was
negligible at all timepoints.
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E. Degradation of Parent Compound

Fluopicolide was the principal radiolabelled component detected. Levels of parent accounted for 100%
of extracted rad10act1v1ty at DAT 0 and declined to 53 and 55% of applied radioactivity at termlﬁon S
of the study in Sarotti and Miinster soils respectively. In addition to parent material, M-Ql (Al%@j
C653711, 2,6-dichlorobenzamide, BAM) was detected. Levels increased @yer the cour, f the
1ncubat10n period and accounted for 25% of applied radioactivity at DAT 12 Sarotti and DAT.
in Miinster soils. A second metabolite M-03 (AE 0608000, called RPA 427967 in thexrep ) was
detected in Miinster soil only, and accounted for 10% of EE@phed radloactgg%y at study te@nnat@n @

e Q@ @& Q\ 2 @
F. Degradation Kinetics @& @ ?”\g QQ § ©
Fluopicolide degraded slowly in Sarotti silty cla@n and Muns&r loa@y sa%soﬂ dinder ngﬁ-steﬁ(l@
conditions. The reported DTso values were 194 afd266 days f,}garqttﬁnd 2%115 y
The experimental data has been re-evaluated accg;dmg@ th OC&% nce @ocun&nt on

degradation kinetics (FOCUS, 2014) usinghe Q% eéjémG&@b n 2@). Full detai of the
evaluation are provided in the summary ﬁ% KCAy7.1, 2@1/ 10The esultl best f@ T uesfor
trigger endpoints are summarised below abg\7 1. 4\ 11. Best f{ netu@are ]%ghhghted in old.

Table 7.1.1.1- 11: Degradation rat@@ﬂu@lcol@ un@ aerotyc co@mm@t 20%C (DTQvalues
for trigger endg nts)@ @

%
% Pa@net# 2@ \J @ @ @

: Kinetic | @, A 3 Upper | DTx | DTw
Soil model | X & ki, k2 G- %> @@ower§ § &ays] [days]

L & tbm) error . o
SFO ¢97.680" k 0:0327, 2] 4.43 |7.63 1 00025953 0.0042] 212 | 704.1
0.1406. O@ 3612 | >10000

S a6.45§ @
Miinster, FOME 9@ @Bloo. \@? Al 31064 -2
3
S

-~ -.‘
{\

H

==

855 3702082 | -083506 [~0.861
-1

Keirs (2003)
§OP@ 96.§§@bk2& 28\1 P 1.5 1 Q0023 0.003 | 238.3 | 804.9
S

SN 2001594 |
88.25| S o. 0@@%{26 o,

Sarotti, 6

Keirs (2063) FgM Uswf “‘%5582 5. A @;&1_488 2.652 1 564 5901
oS Q% 2] giisa” | 50| % Caaos | er1s

o QT K . O

Nir (4%.003067 | 0.029

.;
65,1304 0.092281 | 0.005 | 191.2 635

%
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A graphical representation of the final kinetic fit is shown below.

Table 7.1.1.1- 12: Degradation of fluopicolide under aerobic conditions at 20 °C (best-fit DT,
values for trigger endpoints)

Soil @y
Model Modelled vs observed @duals @® @
Reference (08 S <

NI
120 8 U @
§100 C 6 &%ﬁo A ) °\@ N
7 9% WV, 4 @ @3\9 \ @
i & &
Miinster £ o ‘ & A 0 % SHHIS
SFO : @ PN o RO |8
Keirs (2003) E £.R @@°O @ S o @
gzo Q‘? }@\4 (3&7&0 o @ 6\ . % 2§
= 0 5 A
0 50 100 2@ 288 N Qp 150 2 250
Tlm;\ & o [(\@ @ @%jﬁmef\{x @ @ o
120 i\? 615 ﬁ Q %
8 100 & \ @\ & % N @ v §
El s R EFESC
o LS Sl S
SFO : R e o & &© O
Keirs (2003) % @ . @ @J@ g* & ° (& o©© N
NESIRF TE e o
oS e | S
< L e o F &

W @
@ @ S C ?
& L ona@ fon . & @

[Phenyl- U-“@gﬁ’bell ﬂuop%olld&was ly d@gra etﬁn S tt1 and Miinster soils under aerobic
conditions, with 53%%nd @6 of tl@appﬁe rad@&ctlv re ing gs parent compound, respectively,
at the end efthe incubation perlc@ Le than 0 of tlag rad] actlvkgywas detected as '*CO,, indicating
very sloyamineralizati %f ﬂ 100@ 0 COz rganic @ltllegwere not detected in either soil. The
prlmarﬁabohc patbway ifvolve datlo@)f fludpicoli %@ to form the hydroxylated metabolite
M-03 (AE 060800@\Vhl@h\vas n Cl(@/ed tQ, ormctM 02 (AE C653711) containing the phenyl ring.

M-02 was detec maJ @grae@%on @’duct @ach@ a maximum of 25.4% at the end of the
incubation perlod M @ 1n ac1§l\/l r soil only, where it reached a maximum of
10.6% of appiied at N

A re- eval tion of the @egra ion ck“%etlc@m &bordance with FOCUS guidance document on
degrad k1net1 (F014), @sulted a @t ﬁt«gn-normallsed DTS5 values of 191.2 days and 212.0
days_were determ fo%the rad@@n 1c011de in non-sterile Sarotti and Miinster soils,
respectively.

@ @% «@ o&
Assessme@nd @luﬁ by applica
& o O & N : : :
The study wa@ndu@%d inp€cordance with SETAC 1.1 (1995). The study is considered valid to
asse@e a@blc d%radeﬁ@n of [phenyl-U-'*C]-fluopicolide in soil.
S @ &
<

&
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Data Point: KCA 7.1.1.1/03
Report Author:
Report Year: 2020
Report Title: Fluopicolide - Statement on potential for formation of stereogenic elements: 1‘@3 ©©
(AE 0608000) \ g
Report No: V(C/19/039C O @2 A
Document No: M-687284-01-1 o L 7
Guideline(s) followed in | -- N
study: © % § § &
Deviations from current None & A Q>
test guideline: V@ @@ ﬁg}g Q\ @ &
Previous evaluation: No, not previously submitted ¢ Q) 2y Q\y ©© Q
((%x d @ < @
GLP/Officially not applicable @@ ©x @&
recognised testing Q @ N @ \ %@9 Q
facilities: & RS RS (((\6 N %o
Acceptability/Reliability: | Yes S @ o Q% %(@ O & —_—
) R O
‘&% Y > % § @ @
: NS S &
Executive Summary @ AN @ | S w\?\ N éﬁ QO
Q & R N @
This document addresses Whethe&@w Té%ther @ o&sk a@ess ts a@ re @d fdp potential
stereogenic elements associated with icolide. Flugpicolid s,a oes n any; ere@mc centres
but forms a metabolite M-03 (&E 069@%())0) which @ntau@

ral c @m d consequently
could exist as a pair of enan@@wrs ‘Fhe A gu@ance%locu (EESA, 20 ) o%ow to perform
risks assessments for plan;%rotec gicts t@t con@n steré%mo@rs has®een @ed to assess if any
further information is requ ed fo S R @ ‘”\,

M-03 has been observed o § sm@natrl@s W@e it a@ exee d AR i %Mw soils dosed with
parent. The metabolj 1s rea adec@m a01§ nd Very rapidly deggaded in soils at neutral or
slightly alkaline s @ No mf@na‘q&§0n the cm&iu 1120F p ssible egantiomers of M 03 formed
in soil or their i | rans&)rmaq(& n or Q%rco@ersw@ agé le @03 has not been observed as
a metabolite i ant@ma@r watey ma&

Ecotox1col@§1cal studies f%\f M-@3 are le;i@ w1tl£ 1 orgms Eisenia fetida and Folsomia
candid d on mlcro@’l ms@e sformatlo ﬁ@@s owuw1val and reproduction were seen
for E. fgﬁzda and F. ca@dzda @to 100 mg@ the @ghes&@onc&@atlon tested. For Hypoaspis aculeifer
no ecot0x1cologlc&@ dy Sylth 1\@3 is a@aﬂabi@ However, an endpoint is extrapolated from the study
with the parent 1ve%ubst @1 %—fol 1gh@ toxicity compared to the parent active
substance. Endpoints orrégted @fa glof 2 - o8 P for M-03 is > 2. The process of microbial
nitrogen trangirmation w ot adglersegé pa%ed u&to 2 78 mg/kg (effects on nitrate formation rate
<25%), tl%hlghest conc@traﬂ@ est

Informa@) is not avoalf@ole o@wheth@r a s@lﬁc stereoisomer of M-03 is enriched in ecotoxicological
studigs and/or wheth@r the oto ty p ert1 M 03 sterecoisomers are comparable. An additional
safetg&factor of 2 1%dv E)S}?A t@cco@@ for the remaining uncertainty with regard to potential
isomerization of, M- 03
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Ecotoxicological endpoint ® PECsoil TER Critical trigger
E. fetida NOEC.or > 25 mg/kg * ° 0.030 mg/kg >833.3 5
(with uncertainty factor) °
F. candida NOECeorr > 25 mg/kg ®° 0.030 mg/kg | >833.3 5 \& §
(with uncertainty factor) N @ 0
H. aculeifer NOECeor = 25 mg/kg * & 0.030 mg/kg 2.3 AN
(with uncertainty factor) & A
N-transformation Effects < 25% at 1.39 mg/kg ® 0.030 mg/kg %46 3 N O 1@ %@
(with uncertainty factor) @ é @

* NOEC extrapolated from Hypoaspis aculeifer reproduction studyvith the actlv@ubstance (NO%% 1@!’% %@%g) &@
assuming 10x higher toxicity of M-03 compared to the parent act]@ substance

2 As LogP for M-03 is >2 the ecotoxicological endpoints for E, @ttda and F. c@bda are leldCd@j a corre 1onéj®ior o@
(NOEC:corr. = NOEC corrected) (@ Q

® Endpoint corrected by an additional safety factor of 2 tunt for unc%}%alnty v\@h regar p t@lal 1s@erlz @ of

M-03 (EFSA, 2019) & @@Q %Q g\y @@’ @6 \
v @ (g @ © S % &’
No unacceptable risk to soil organism&%?s anticipated fr a%omer@f M- fO@jng m
fluopicolide. @} \\ @} & & N é\ﬁ ®,
TSNS sy o & g °
&© %ﬁ} o\@ N @ @@ O @ ©
Q I.%Iater Is an@\let@s ® @Q @@ \%
Formation and decline of N@in@ﬁ © Q§ @ Q& S @© LS
S @ g o

In soil the primary degradati& pathway uophde @atlally%lvol oxjd&bion %parent to form the
hydroxylated metabolite ¥1-03 @E O§ Whl&h confains on¢’ ch @ car| atom and which
RN
rs

N )
consequently could exist ds a of gnanti %)
quently st @‘ @% D Q é Q

K

S ®~ &x\
£ 5 Sy r
@\&q&
§©®©©Kf§@@l

y

. 9 @’
M-03 e ds 5% of a m D 1ed%@1oa@ﬂty in three@olls (*anst Lamberton and Pikeville soils) and
so furt ssessmerx the\l%act of the@sﬁm‘u&@ers of M- Oﬁ\m the environment is needed.
K

> O
N
Table 7.1.1.1- 1@@%3 ma3 ' of%g@mary me@ohtes in aerobic soil studies treated
[4C uopd¢ lld©\ @
\Q@ S @@ . @
Report A @ Soil pH Maximum M-03 detected
v § OI%:@ L2 @ (CaCl) (% AR)
2003; MQ01230°02-1 | Miigéher & 4.9 10.6

2003: M24105H01- 1% | Lafibertqit25°C) 5.9 6.3/7.8"
2019; M-688056-01*1 | PikeviJl© 45 6.6
nd Not detect&é@ % N Q
ApH in KCI @ R
B Maximum matl&g in soiil\;treated@@ﬁm [U-1“C-phenyl]-fluopicolide / [2,6-'“C-pyridyl]-fluopicolide
@ @©
The etgtent @I 03Qevels’in soil has strong pH dependence and the metabolite was only observed as a
m@ gohte in ac1é§ soils (<pH 6) at a maximum of 10.6% AR, whilst in neutral to alkali soils it

was ei not detected or detected only occasionally at low levels. The degradation rate of M-03 is
extremety rapid except in soils which are highly acidic. In very acidic soils the degradation is bi-phasic
with a rapid initial degradation phase followed by a second slower degradation phase.
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Table 7.1.1.1- 14: Best-fit soil DTs values for M-03 in laboratory soil studies determined at

20 °C
Report Soil pH Best- | 2 err t-test Best-fit Bes
(CaCly) fit % DTso % @y
kinetic ) (days) @%@ys)
. — )
Abington 7.2 SFO 1.467 | p=0.01147 o> 0.1 $ 03
— Sarotti 7.1 SFO | 3.113 | p=0.02458 0.1 ¢ @ .
A1188.01-1 Miinster 49 HS | 1233 kl: p= 145§s@6 4;4@ . 5449 &
— N K:p=- @ r§ @
Pikeville 54 | DFOP | 8.478 kl:p:@e 09 @1 N %l
@ | k2:ps0.149 N &
] Brierlow 53 | SFOG)9455 | p=621E09° & 2@& 84K
2016: M- 6.0 SFOY | 7.977 |@>24.53E-10 09 w7 2
565219-01-1 - o |6 §‘@* < & Qb NS

Kinetic evaluation of trigger endpoints is taken from M.685680-01-1 O Q@ @U o é
D
SN s O F
>

M-03 was included as an analytical ta r.@) in \mbeggof dlS&l\g@lO d ac Qul studies. The
metabolite was detected in the 0-1Q @1 SO} \v eptl‘% twa.0 o&t‘@ si @;&al si tlosen soil (pH
5.3) M-03 was found at concentra ons in m ual phc rangijig fr to 0:019 mg/kg
throughout the trial. In Ph111 bur S8il ( Jetect l§ s011 samples
throughout the trial at a maﬁ@um G£O 0 rng/kg In a]&othells 03 w &ed for but not

detected (LOQ 0.005 mg/kgi*’lt W<a§ nev§ etecgd in thy accuﬁwlat@g phas@@of ﬁ%d trials.

A lysimeter study “004 1@218@ 01£1) wasconduted | %h\/lun@’ soil with [2,6-'4C-

pyridyl]-fluopicolide. .Leachats samphes wete col@%edv r@ula for, 3 years. Q-03 was included as

/3

reference standard byfthe m@bo]@was agver c@ ediinleachate th@gho (the duration of the study.
M-03 was also ingfuded s iﬁ an ar@bytl éeht ina leaiing {tudy , 2003; M-223180-
01-2) conducted-Yith plcQﬁe at the R pp urg sit€y Suction saﬁ&ers (45) were employed to

t de % and 0 cm Soil depth) throughout the soil
profile at ca. tm@omtmver ree year M (@ wa @tecte@onl&@ce throughout the three years of
the study afa concentra{@n of 9% 7 at 30cm de th@@ \

&@ @ @ Q° @Q L) Q\©
Formation and d@ne of*M aq&@ ic e‘@lron@ nt
M-03 (AE 0608(%0) Vk@lot ec @n a%i&ﬁc e@ron@ts
As dlscusseé@arher@he bo t%wa t de ted @ymmeter leachate and was detected only once

in soil watér in a field le udy th s@@ ies Were conducted with acidic soils in which there is
greatest@entlal for, d@&ctln -03 thcl@lessi%ldly degraded in such soils.

The kydrolysis of @3 ng@: -2 %41- -2) was investigated to provide further information on
its fate in the aquatic en t. The metabplite was shown to be hydrolytically labile under acidic,
neutral and alkagifte condition$.at 20%0. Thesate of hydrolysis was strongly dependent on pH with best-
fit DT50 va@s of 7$§?nh§ 39~§1§nmu‘[e 4.4 hours and 45.5 hours at pH 8, 7, 6 and 5, respectively.
O
©

%@

collect soil wafer at @’ﬁ"fe
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Table 7.1.1.1- 15: Best-fit aquatic DT, values for M-03 in a sterile hydrolysis study determined

at 20 °C
Buffer pH Best-fit Kinetic %2 err t-test Best-fit DTso Best-fit D@ @
% (hours) (hours) §
5.1 SFO 0.423 p <0.01 455 O 152 A
6.1 DFOP 0491 | k1<0.01,k2<0.01 4430 S, ©
7.1 DFOP 124 | k1<0.01,k2<0.01 0.651 52768 &
8.1 DFOP 112 | k1 <001,k2%0.01 0121 S
V @ $) Q @
5 ISR )
II. Results a@)mcusswn $ @ & @

The fluopicolide metabolite M-03 has not bee@sewed asNa meta@b ite in @amn@ or,
matrices, but exceeds 5% AR in soil and so l{[her a essm@of tl%\lmp &of t}%na t%’mer&g) M—
03 in the environment is needed. No informat@h on @e co 0s1t@a of g ‘®51ble<(§ant&mers formed i in
soil or their individual transformation or ngrcon\@@lon@ availgble @7 &
o N N @
SO (S} O =

LN o R §
@ o D& O O & &
Ecotoxicological risk assessment f@’l Q@n so@ Q\ g@;\a §9 @ & O

)
Ecotoxicological studies for M-0gyare av%able Wlth he sm@rga@s E@i da ad Folsomia
candida, and on microbial n &en traristo eff@on surviv d reproduction were seen

for E. fetida and F. candida 0 106yng/kg, the hl@iest @anen@ion%ested Hy@aspzs aculeifer
no ecotoxicological study with M«Q3 is a able&How%er an‘endpeint’is exgrapolated from the study

with the parent active s@@stanc@ass g AJ‘ old higher t0x1%§co@red% the parent active
substance. Endpoints are Sorre d by a factordt 2 @ for M-03 i& 2. '@process of microbial
nitrogen transformatigi-was adye ely1 pacted’up fo.2.78 mg/kg ¢effectsson nitrate formation rate
< 25%), the highes@oncentratlo%@ste% N) §9 @ Qo &
SO RN 9 & & (@

& S [l

Test system S ud, elevant ecot ologic Reference
pstem .07 & By O Tetevang ecotodiologt

S duration , R@ndpéint O
Eisenia jfet%l)a reproducm\gﬁn (OEQﬁ Sedays Q NOI%@CO@O mg/Ry 2016; M-
222) ;O RN N o 557757-01-1

Z

Folsomia candida, t @‘odu@n 28 d§ \NO corr = SQ%g/kg a
(OECD 232) 558337-01-1

Hypoaspis acule%r re uct (extl@olated& T\@ECCO@%O mg/kg*? 2015; M-
from a.s. stu &ssun@ sher @kwny@lan S g 548042-01-1
the parent ac subgt%lnc

N-transformation (OECD Tfé) @ﬂayso @ E@eg@”é%s <25% at 2.78 mg/kg 2016; M-
9 B 555852-01-1

* NOEC extrapolated FP@ Hy, spzs ezfer rod t\ﬁ study with the active substance (NOEC > 1000 mg a.s./kg),

assu& g 10x higher t(%%fmty g@é ared% the t active substance
2 As LogP for M-03 is >2 the tox1@)oglc en pm& or E. fetida, F. candida, and H. aculeifer are divided by a correction

factor of 2 (NOEC@4. = NOEC co ted)Q

&5 & T
% 5, 9 :
The soil @k asspssmerfvy for 3 for E. fetida, F. candida, H. aculeifer, and N transformation has a

high gis\gm afet The tical trigger values in the soil risk assessment for M-03 are exceeded by
fact§> 33 zdg candida, H. aculeifer and by factor > 92 for N-transformation.

©®

2016; M-

s
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Ecotoxicological endpoint PECsoil TER Critical trigger
E. fetida NOECcor > 50 mg/kg ? 0.030 mg/kg >1666.7 5
F. candida NOECcor > 50 mg/kg * 0.030 mg/kg | >1666.7 5 QD
H. aculeifer NOECeor > 50 mg/kg ** 0.030 mgke | >1666.7 s b
N-transformation Effects <25% at 2.78 mg/kg 0.030 mg/kg 2%@ @\)@ Sy

* NOEC extrapolated from Hypoaspis aculeifer reproduction study with the active substan@NOEC > 1000Smg a.s@g{j
assuming 10x higher toxicity of M-03 compared to the parent active substance N D
2 As LogP for M-03 is >2 the ecotoxicological endpoints for E. fetida and F. candida ag&ﬁ%ﬁwded by a cpr@tlon féﬁr 0%{@
(NOECcorr. = NOEC corrected) @ %\ N Q
T @ < ©\ @
SRS
Information is not available on whether a spec sterems@er of M- 0©1s en%he (SH t@
ecotoxicological studies listed above and/or whe the ecotoxic Cf» ertl 3 stereoisonders
are comparable. For this case EFSA (2019) propd$és an uncert 3 he ecqt\g icobggical
risk assessment. For two isomers the EFSA gtﬁgance document (E adis @ theN o O&erved
Effects Concentration (NOEC) can be divi ded by%@pro@’ed TE@ ex@ded&Co r1n
additional safety factor of 2 the risk asﬁsmcn@i&zo{@stﬂl 1 %e no L@accep
organisms. The risk assessment shows é@’gh mrgm of safe & \ @

K&”@%@}@@Q

A

Applying an additional safety facta{ 2 oiEcotoxicological engglnts @ccm@h}for @ain@
uncertainty with regard to potent@ isomgrizatipn of 1\@)3 R < N
Ecotoxicological endpoint & N K% (@§ &@PEC/@ 0 TE@ YQritical trigger
E. fetida NOECeor 325 mg/@® b 8 0.03@1@g/1<g\Q >§,§3 3 e 5
(with unc@mty £aptor) f\@
F. candida WECQ%> 25 mgkg*® oy &@30 mg‘/?g N 83§~ 5
w(with @ceﬂal@y fact@ 6
H. aculeifer @ NOEEC(,rr m%@ aS o 0@0 mg/k;@ >833.3 5
D @t ’amt&a ctor) . Y @
N-transformatiéé D ffects& 25%at 1.3%w g/kg{ @oso§§% L >46.3 1
QY (witlduncerthinty fagtor) > -

* NOEC extr; %olated fidm Hyp%aspls@ﬁulelfe%iepro%ﬁon s with t}ié actt&@ substance (NOEC > 1000 mg a.s./kg),
assuming 1& igher toxicitysf M mp@t the pafent active sul ce

2As Lo;@r M-03 is >2 ecot@ogi endpomts for fett% @dzda are divided by a correction factor of 2
(NOECcorr>= NOEC comgected) -
b Endpoint corrected @ addftjonal s@y f@ct@of 2 macco#for un%%rtamty with regard to potential isomerization of

M-03 (EFSA, 2019) %\ >
© @ § i g§’ IS
No unacc @ble r1@f< Q) 011 am i is g@?nch@ from enantiomers of M-03 forming from
fluopicol} O @ % %G
SR &@ &
) o O
G @ © «Q
@ \% RS @
% AN

@
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II1. Conclusion

The fungicide fluopicolide does not contain any stereogenic centres. The primary degradation pathway
initially involves oxidation of parent to form the hydroxylated metabolite M-03 (AE 0608000) ich S
contains one chiral atom and which consequently could exist as a pair of enantiomers. Howexg thi%
metabolite is transient, being rapidly cleaved to form further metabolites which@jso do not ¢ in %y

<

stereogenic centres. N N
It has been demonstrated that there is no unacceptable risk from enantim%rs of M-03 §m @13\ soik,
from fluopicolide. < {\9 N é\g
\& @ 5 S LT @
©§® < § S o
Assessment and conclusion by applicant: %@& N é\’ R ©© é

R o &
The position paper is considered valid to aid a@sment of t@ route@%? deg&at'g@%f ﬂ@gpicol@
S Y

1n soil.
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CA7.1.1.2 Anaerobic degradation

The route of anaerobic degradation of fluopicolide in soil has been investigated in KCA 7.1.1.2/01,
which was evaluated during the previous EU review and is still considered acceptable to asse@he &

anaerobic degradation of fluopicolide. No new anaerobic data is submitted. Q\ @
@b & @ @
Report Author, Year Phenyl | Pyridyl Commen{?’ o\%
reference Label Label (§ [(,@ 2
Kca7.1.12/01 | | 2003 v | (»v | Submitted and revigwed forirst
M-241050-01-1 N apdfoval of ﬂuop1® ide @9 @ &@
< sidered Val@‘hd a@ptab ©)
@ (@)
Vo & & @@ o
¢ > <F g <«
Data Point: KCA 7.1.1.2/01 ' 9 VN v, &N v
Report Author: e O Y e > N0 @ < .
Report Year: 2003 X © R & O L o»
Report Title: Route and rate 0fdeg (ﬁtlom&ﬁ2 6-1aC- py{a‘%nyl a@l [U—%C—benzoyl]-§
C638206[ in é ean san loam%mder 1®0rat@anae cc 'tion@ 20
degrees C &R S & O &L
Report No: B004072¢_ RGN
Document No: M24100-014 & O &) .©O o RN

Q
Guideline(s) followed in | EU @EQ) 95/36/EQof ] 1995@ 7 O «
study: % @ @ﬁQ @
Deviations from current | Yes. T?oﬂ W§hot 1 bated@nder ae¥0b1§ndiﬁ 119 for @days prior to

test guideline: 0 @oodln Duedygthe rgte of d&gradat n, of flugpi colf@m ac¥ebic soil this will not
1mpaé(\ signjficantlyon the @@sults s&dy A
Previous evaluation: y %Vall&téj/d and accep S ~
& PR e S <
GLP/Officially $ @Wes Kﬁ@uct@@ und&GLP/O@mag@ﬁcogé@ed te @g facilities
recognised testi n@ ©\ t NS &
facilities: @ © %@ X oy §
Acceptabiligy/iehat%@ty es A NN @
9 > O v @ @
° Lo %

QD ol @ @ SR

) @ @% Q N .
Executive Summa "\ RN
The route and r rad;;g of @%pl @e wa@nve@xgated in a European soil flooded with an

overlying layer of w @ gaerob ondfi {ions. Abington soil was classified as a sandy
loam soil a '@.‘ ding ¢g §2 classifica Onge stems were anaerobic [phenyl-U-'“C]-labelled
ﬂuoplcohg or [2,6-pyri G@abe&ﬁ@ gohtg\r% applied to evenly over the surface of the
water at apphcatlo@jate vale@t't /Ka: The radiochemical purity was > 99 % for both
radiolabelled test itgis. The ec{ic activities @e 5.33 and 5.88 MBq/mg for [phenyl-U-!*C]- and
[2,6-pyridyl-'*C]-lab picéide, @p ly. Soil samples were then incubated in the dark under
flooded anaerobic condl@ns a@() °C fo p&’@ 20 days.

I

Samples were&ta en %« &tlon”ﬁd ana@ms immediately after treatment (DAT 0) and after 16, 28,
fi

56, 84 and ation.”For @ch analysis, the water and soil were separated and analyzed
separatel 011 er@exha @Vely extracted with up to four successive extractions with
aceton@ §Aer 4 @J) at ambient temperature followed by one Soxhlet extraction using
aceto 1le pk@ and concentrated soil extracts were analysed by reverse phase high

peéé?m np,;’hqul@’chr tography (HPLC) and the identity of degradation products confirmed by
no al@@% thin layer chromatography (TLC).
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Recovery of radioactivity was quantitative throughout the study except for one sample (DAT 84 treated
with [2,6-pyridyl-'“C]-fluopicolide). Overall mean mass balances were 95.9% AR samples treated with
[phenyl-U-'*C]-fluopicolide and 94.5% AR for samples treated with [2,6—pyridy1—14C]—ﬂuopicoli(@o >

The majority of the applied radioactivity was extractable using acetonitrile/water at ambien N
temperature. Radioactivity from Soxhlet extractions, which used acetonitrile onky, showed onlys® slight
increase over the course of the study. At study termination (DAT 120) in the @nyl labelle&treat

11%, 72%, and 8% AR was recovered in the water phase, ambient extract, and Soxhlet act,
respectively. Similarly in the pyridyl labelled treatment, 14%, 71%, and L0 wof applied Were re@)ver@é@

in the water phase, ambient extract and Soxhlet extract, r@ectlvely at grmlnatlon % \ @}@ @
Non-extractable residue increased proportionately wit the decrease i thractable rﬂloac @r the @
120 day study. The maximum amount of non- -extrg ble resid -\ Was 4.5% @ (Dz@ 1 @1 l@
phenyl label and 4.4 % AR (DAT 120) in the pylabel @ Q o @
Mineralization to carbon dioxide was a very mlnr pathwa %[ erob@vcon@ons ﬁaaam@q of
0.1% AR). There was no volatilization of ﬂu coh@ r 1ts\9 etabQ es. @, o N

After 120 days anaerobic incubation at 20 2 ﬂuo@:ohd@lowl@eg ded to88 6% c@the rddoactpyity
applied in the phenyl label and 83.0% i %e pg@ﬁiyl \bel. A@-ev tlon@fthezdpgradatlon @UCS
in accordance with FOCUS guldance m&ﬁt on esfa dagion kln@cs (%Qj°4) ltec@ﬁa b it un-
normalised DTso value of 585.4 day@ hd D{go VELI@ of 1 da?@?m gtorgSoil.

The metabolic pathway under a‘@ero C con(%ltlons@fas thte sam@as t]éj obs Qﬁed i%ier aerobic
conditions, with cleavage of flugpicokide to fagm Q1 (m@ f 2.1%% in ph@&yl label treated
soil) and M-02 (maximum OQ@% in‘the pg@dyl lab trea%d sm@z 0 @ique metabofites were formed
under anaerobic conditions. N §9 @ ©

Q
\ @§%@“%$\§’
& 2

%
)
Dp
@E
%
=
Iz
S
&)
Oy
7y

A. Materials S §\
1. Test Items @© ©\ é&

@® R g
@ O .0 & %
Q ©©© S @\@o cl

2 N
Specifie Activity: « Q @ 5 B\é@ng
v
Radiochemical Pl%;}ityl § @\ $90% dmean of HPLC and TLC analyses)
[2,6-Pyridy1-1@]\-ﬂ%oopico i @@ Q&
N ~ B cl c
O s OUINA
@ S O N [ =
@ §) @ N * N
SR N
Q© @@@ v @ (o) Cl
@ * Denotes position of ['*C]-radiolabel
Specific Activity: 5.88 MBg/mg

Radiochemical Purity: 99.97% (mean of HPLC and TLC analyses)
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2. Test Soil

The study was performed using one test soil as characterized in Table 7.1.1.2- 1.

Table 7.1.1.2- 1: Physico-chemical properties of test soil @\ @
Parameter Soil @@ &@ ©)
Soil Designation Abingt@’ & \Q
Geographic Location % Q § S

B N X
City @ hington o \\ @Q @
Country v @gland UK @Q § Ko o
Textural Classification (USDA) N sandy loam Q § N
@ N S S &
Sand [50 - 2000 pm] %) S REoge7 & 4 A
Si | @y V9 o @
ilt [2 — 50 um] (%) qQ N 22@ 6\ 'S S
Clay [< 2 pm] @ 9 &N
P M AN S
in H,0 (1:1) W\% S R 7.4©@ @7 @
in CaCl (1:1) S > @ o] & s & s ©§
Organic Matter (%) @Q R & S @%%9 Q.8 &‘9 §
Organic Carbon (%)* S > 2.2@? S . <
Cation Exchange Capqéf@ (me@@OO g@Q @;@; &U 1@ @w >
Water Holdifi€Capatity ("/% KRN @% 2 © D
max1mum§\’ & @ @& Q S @ 56¢1\@@ %
at 1/ IQ@r 9 § & S o 1E® @\y\?
aiBbr & o O @@ O |u, . 16, O
9 <. Qs T o,
%@ Density (di@fbed @cm3) Ao Y 1.264,
<<§)11 N@wobm&@%ma@mg choblaiQ\fg so@@ & @
¢ Img(DAT%) t N § @.8
Fifial (DAD 126) © K A SR

$
%

* Calculated by @vidin rgan@nattm@)nte by 1.7
@ Biom@ﬁsang%s we@eated. Q Qi@ \@7
A @ O

?, \
©® O
B. Study Des1glk@ @ % RS S

1. Experlm%?l CO@QIOI@ =N o @ g
The test system conmste@f Tﬁmmgg@O g @ (dry weight basis) that were flooded with an
séy d

overlyin er of del ised er of the,surface water was approximately 1 cm above the
soil surtace and w alnt in rough& the@xse of the study. Humidified nitrogen was passed
through each treated flas tlmf@ﬂsly(gﬂ in anaerobic conditions. Tests were performed in flow
thr(%gh systems consistigg of @SS flasks ea€h containing 50 g soil and attached to an ethylene glycol
trap to collect ofganic \golatl foll gQ(Z’ b ethanolamine trap to collect carbon dioxide. Soil samples
were floode d@)r'o appﬁcatlol@m order to allow the system to become anaerobic.

The tests @sgere p@omg@at a@ncen@uon of approximately 0.41 mg/kg dry weight of soil. The test

{eal 10 d§/s baged on a@ield rate of 400 g a.s./ha. The test items [phenyl-U-'*C]- or [2, 6—pyr1dy1—

14C p1c lv%ﬁ acetonitrile (406 and 460 uL, respectively), were applied drop wise onto

%ﬁ rfac GF the @ate@he samples were incubated at 20 + 1 °C under anaerobic conditions in the
to 120 days.

B
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2. Sampling
Single samples were removed for analysis after 0, 16, 28, 56, 84 and 120 days of incubation. Untreated
samples were analysed for biomass at the beginning and end of the experiment. @ @@
‘@ v
. & @’ &
3. Analytical Procedures N & @

For each analysis, the water and soil were separated and analyzed separ%ly The soil Sds ex@acte
extracted up to four times at ambient temperature wit cetomtrlle/wﬁi& (4/1, vivi Afte %nbl
extractions, the soil was further extracted by Soxhlet usiggonly aceto le Radloa ity. e wajer @
phase, extracted from soil and in the volatile traps was quantlﬁed by hgdid sc1nt111at@n co&g @SSC) @
The remaining soil residue was combusted to quantlf@ on- extrac table soil remd@

@
Water samples were filtered and analysed by HP ith radi detectK@%nec@ An@ent @11 ext@ts
and Soxhlet extracts were concentrated and a lysed se atel h radiodet&etion.
Degradation products were identified by co r1s0 @Of r ence?tandatr%’s and
confirmed by TLC co-chromatography with ref @1 %eak 300 @ rresponding to
0.9 ng fluopicolide, was readily determingd by anc@g Lg} an%tloné@thods used. §@

Volatile radioactivity in volatile traps \@% dgsrmlne(@)y LSE. @ \ @ é\a ®)
Following homogenisation, non- e§@ctalg§> res& (@R) I@éxt@ed s§ W& det&@mned by

combustion.
@ \
@ &@ @@”) S @Q & > ©©
4. Determination of degra(io?\ﬂlorﬁsgmetgy AN @2 %
The degradation klnetlcﬁx%tel%med 11@he r e co@ﬁctecfﬁanor@he%@umg of the FOCUS

guidance document on degradation lénetics@nd a@; 0 lor@er c8ysidered Valm‘.lTso and DTy values
for the degradatio oF ﬂuo@coh@ﬁ hav@beer@—ca m}ated om %&: repQ\rted data following the
recommendations thelFOCUS group usiag”the @ftwge KingUI (version 2.1). As the
degradation wa ted Q%ng two rae&\abe%posﬁm@ an1m11§§behav10ur was observed for
each, these n 1ab§ hav® been&ms déred as,true @phc A8, and&ncluded together in a single
optimisation. (B @

2
The un-piggmalised dat@ as @f fit @the 51mple @st or(SFQ) model in Abington soil, with an y2

error 282%. Q°
§> N é\’ 2 @&,\ L S
9 SR &
SEIN S
@ 9O g © o O %
OSSP
S\ L 4+ 9 @
o & @ &S
@7 °N Q @ N\
Q N S0
N N S I & &
S 5 &@\ O
@%
@ \%% § N @Q
% Q
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I1. Results and Discussion
A. Data

The distribution and characterisation of radioactivity for the test soil incubated at 20 °C foll@%ng@b
application of [phenyl-U-'*C]- and [2,6-pyridyl-*C]-fluopicolide are summarlz%d in Table 7. 1@ 2 t&°

Table 7.1.1.2- 3. &@ S
@ <
Table 7.1.1.2- 2: Degrada.tion of .[[.)henyl-U-“‘C]-ﬂuopicolide at 20 °C%1 Abington @ un@gﬁr\ 2
anaerobic conditions [% AR] N X
- S @
Ticubation tm@ﬁ)AT) o 9 s
Compound @)
0 16 4 28 [VYs6 o84 Q@0
Fluopicolide 96.3 972 916 R 97 & 856 | 48.647
M-01 (AE C653711) nd 1% 04y . %4 _[° w8 [P 2{&
Water Phase 76.2 W83 G 126 S 138, | e26 N[ o
. © ® 1oq N
Ambient Extracts 21| 765 | (952 Ol 67&% SIER
Soxhlet Extracts n/a B 49 4.5 44 S SHEFC
Total Soil Extracted * 21gy | <805 @ 79T o 718 @’3 9 % .
Non-extractable radioactivity lé% 1.7@\” Q28 o gy 3@ . 45
14 . . . & D N N ~
ti Carliogldloéqde including Qia . a d S O @én d @@ @ﬁi M0
other volatiles & - IS A U <§ SN @
Total radioactivity 987" | 10059 952 oR 954 |O 903 95.3
n.a.: not analysed, n.d.: not detec%%, DA% days aftger treatfnent Q S N 7 @)
All values expressed as percelf@ge of t6R app@ radiplgbel < @
A The total soil extractable radioacti ty was cafculat l@ ambl@%nd Soxhlet %cts

B Other volatile radloactl&y was @ 5 %o@R at arfPtime Q\ é N o

% Q &

o & &
@ S < Y &
\ B @
Table 7.1.1.2- D datl&l of §2, 6-py yl-“@ ﬂuoﬁco §pat C in Abington soil under
> a@aerob@ con(@mn&L @ @

2 N % D @incl@tion Gime (DAT)
Eompound ¢/ ISE
N @ @ 165 8 Q] 56 84 120
Fluopicolide 0, o fg\@s.s o B 908 | 929 82.5 83.0
M-02 (AE C657188) @ nd > | Bd 9w 0.5 0.7 8.9
=4 D)

Water Phase _ ~ Q7 & 709 s 208 | o375 14 12.2 14.3
AmbigntExtiets O~ | 4.6 A 693 4, 692 74.6 65.5 70.6
Sohlet Extracts ~ @ na<=">| &S5 @ 309 5.0 5.7 7.0

Total S Extracted 4. 2 @ 246 | 728, 73.1 79.6 71.2 77.6

Noneextractable radivactivig®y | @1 @ &6 3.0 3.8 43 4.4

140 . . A N %

Narbog d10x1cLe including |c, na, &©n d nd nd nd nd

other volatiles %2, A & A

Total radioagtivity = A | %966 o] 95.5 93.6 97.4 87.7 96.3

All value@xpr as pet@ntag abtotal applied radiolabel
A The (58 soil éxjractable rad1 \- ity was calculated as sum of ambient and Soxhlet extracts.

B Ot{%’\/olat@@dlo ty W@ < 0.05 % AR at any time point
Q@

n.a.: not a f%ed § : not c@cted XQAT da§@after treatment
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B. Material Balance

For samples of Abington soil incubated at 20 °C, material balances ranged from 90.3 to 100.5% AR for
[phenyl-U-'*C]-fluopicolide (mean 95.9% AR) and from 87.7 to 97.4% AR for [2,6—pyridyl£€]— S
fluopicolide (mean 94.5% AR). @\ §

C. Extractable and Non-Extractable Residues @b &@ @

The majority of the applied radioactivity was extractable throughout the stu(@i For sam}@s ingjthated
with [phenyl-U-'*C]-fluopicolide, total extractable radioactivity ranged o 98.8% ARGt DAF16 %tgf@
86.5% AR at DAT 84. At study termination (DAT 120) {$0%, 71.9% éand 7.8% was@co@ed i%?
water phase, ambient extracts and Soxhlet extracts, resp%tively. Thectptal of non-gkt idue

IS > @
For samples incubated with [2,6-pyridyl-14C]-ﬂ@olide, total trac@ﬁle radioactifity rangéd from
95.5% AR at DAT 0 to 83.4% AR at DAT 84. At&tudy termn (Dz@l" 120) T4. \© % an %

was recovered in the water phase, ambient extgacts and,Soxhigt extracts, r iyely. The total ®f non-
extractable residues (NER) increased from ©1% Q@ at DAT 0 @@4.4 R of the study
(DAT 120). s L \@ Q A & @ @7 @&
RS > O
D. Volatile Radioactivity NS o) X $
n

o
=]
ol

~ o © t’\?\
Mineralization to carbon dioxide W V@@ rniné? path@\ay u@%r agérob'& s. Only trace
amounts of radioactivity were re@rered W the %latiléxfrapgkontaiﬁlg ethahol e (maXimum of

0.1% of applied). There was no vofatiliZation ¢ uo@)lid its abalites. © S
() pplied) @ % 0% S @@ @ @©> (N
E. Degradation of Parent C@pouﬁd S AN @° ¢ Q

& e
Fluopicolide slowly degraded in @1 un@Qr) an @%bic cShditions wiﬁ@&@’ %)nd 8%10% of the applied
radioactivity remaining &s,parent comp@md @e p@enyl a@@“pyriayl label rea@soil by DAT 120.

)

Following applicatio [p@l—%@]—ﬂu@pic@e, t °&activ®ubs§ce was.degraded to form M-01
(called AE C6537@ A% in th@po%@vhich@vas ebserveg,at pea evels%f 2.1% AR by DAT 120
in anaerobic soil@.)@ Q §\ N \Q §2 @& @@
Following appli¢atio [2 pyri@”%@mpi&éﬁde,@e ac@ substince was degraded to form M-
02 (called AEC657388, in@t)he reg) ), \%é@h wobsel@d aj;\?@maximum of 8.9% AR by DAT
120. R R @ @
N

F. Deg@aﬁation Kine@%s . § @ s @Q *§ . &

. ey, & QLS A o
Fluopicolide degﬁ slox%iy i Abington @ﬂy 1é§n sQil under anaerobic conditions. The reported
DTso values werést71 3774d4ays (@an =424 days) forthe phenyl- and pyridyl- labels, respectively.
The experimepfal data® ha %eep @—ev@ted @c cordisrg to the FOCUS guidance document on
degradationﬁwtics@F %, 2&?4) using th@oftw@e KinGUI (version 2.1). The resulting best-fit
DTso Value%for trigger en poi@are arfsed b&@w in Table 7.1.1.2- 4.

9 @ § L - . . 0
Table 74.1.2- 4: gﬁradatl Qte of Q ple@de under anaerobic conditions at 20 °C (best-fit

%o 50 @uesc far tri@ e@oints)

Kinetic Parametery(k; ki1, @3, g, |80 Yo- Upper DTso DToo
model | M0 a g Qlerror | PPN Cl Tl | days] | (days|
SFO 45 7 K9001184 @ | 1.82 [0.000204/0.0007368) 0.002 | 5854 | 1945
Sl & €70 04071 nr. | -0.07646 | 0.279
FOMg@ 97.86) & 177 | s | Lo | >10000 | >10000
7 B ST 1840.01462 0.427 | -0.1359 | 0.165
@op 187837 K2 2.34E-14 2 0.5 |-0.01288| 0.013 | >10000 | >10000
20.1602 nr. | -1973 | 2294

/;’@
Best fit‘mddel highlighted in bold
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Table 7.1.1.2-5:

Degradation of fluopicolide under anaerobic conditions in Abington soil at 20
°C with time

Soil @
Model Modelled vs observed Residuals N §
Reference @ @n@
100 6 @ {\ @W
98 @ o <
Fapll : X\ S & .o
2 o4 o Ry 'O o, R @ N
K C 2 N N @
Abington 3 < 2 @ o & S @
SFO % o o 2 REEES) SRS
M-241050-01-1 | % S |F &@) & QQ S @©
% 84 5 . o . < @
2 : /@% Q 2 @ °® >
2w @ @ O ¢ %&Q@
0 20 40 60 ] 80 100 l400 (@!‘ ﬁe\ 40 0 . B8Q 100 %120
Time (i'\\ @@J) @ & @ Tnn{e[\ o\ %
: & & & o & @% &
@
W\ﬁll\@’onch&\on S % @ §

Fluopicolide slowly degraded in sa loém SOI§\, aer@@c co

fluopicolide into the soil phase durg@ the t two
of dissipation from the water phase was slower.
radioactivity remained in the @mb1 aquépls a
pyridyl label treated soils, re@cnveﬂy a e end

xiir atel@ 9%ahd 83% of th

niti dissip@tion of
te ud @as I butdhercaffer the rate

e applied
he phenyl and

il @xtractihas ﬂl@pwc@ i]@\t(‘1
120%days, &ess than 1% of the @dioactivity was

detected in the ethanolamme tra g VEry slo@ammer%hz@n of fl@opl ide to CO; under
anaerobic conditions. Qfganic olaﬂ&§n not_ dete with e1th@° ra labelled treatment.
Unextracted soil bound res1d cc%nted 5% ~'<” at t@ enclgf the s%dy ©)

The metabolic pathpyay un@r a@roh@cond@ s the Same@s thak observed under aerobic
conditions, with vagelof ﬂuo@ol to form M '@‘o") un@f 2.1%in the phenyl label treated
soil) and M-02 (myaxindum of 89% 1@1&the pyar@yl lag%l treated so @ue metabolites were formed
under anaerobi con@ns ) Q K @ S §

A re- evah@mn of@{he cl%ggrad@on

eticsin ac@ordance withFOCUS guidance document on

@‘
degrada;@q kinetics (2@4) tedAwa best-fit u@lorm@lsed N5 value of 585.4 days for Abington
soil under anaerobig \c)@hdmo @ S O\ % @
@)
N -
% s &
Assessment a;ud con@smt@@y applicant: Q o @

The smdy@as co%uc@ orda@ w1tb§SETl®? 1.1 (1995) and USEPA (= EPA) N, 162-1
(1982). study is cons1der§ah@% asseothe %ﬁ’erobw degradation of [phenyl-U-'*C]- and [2,6-

pyrid C]—ﬂuopic&ﬁ’ae in&dil. N
Q N N
i v S LT m@ N
‘o &@ @ &Q
@%
& &S0
Y O & 9
& &S
O
< O S
R S
¢ LTS
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CA7.1.13 Soil photolysis

The soil photolysis of fluopicolide has been investigated in Studies KCA 7.1.1.3/01, KCA 7.1 <§J/O2@
and KCA 7.1.1.3/03 which were evaluated during the previous EU review a&i are still co@dere@

acceptable. No new soil photolysis data is submitted.

& @
@’ S
Report Author, Year Phenyl | Pyridyl Com%ﬁt Q @ %@
reference Label abel S @
kca 711301 | | x v itted and re@ewe § firs @&
M-201037-03-1 | 2009 @} proval of flygpicoli
i%on;,idbered valid angd accept@

KcA7.1.1.3/02 | |0 Qf x| SuBtnitted artd reyfeived fop first @
M-201033-03-1 % Q@j %ﬁaroval@f ﬂu%olideiﬁo%&

g %, onsigered Vg‘@ and acCeptable.

@
11\</[c§) 17(.)13.; '320? 2005 N & |7 Q Subﬁ%cle rflld rev1@?celdf Sbst €,
- -U>- R ova ugpicoliae
SN @ \&6 &onmd’@ged valgdand aggeptab§

Z
R - L
KCA 7.1.1.3/04 NI SE ub ed dforﬁ%st
M-300764-03-1 2009 < @ | NS va uop 8and
ﬁ(\Q rsed

Q & 9 Q
KCA 7.1.1.3/05 “ ¢ —(§ @” %ubml@d a Yevie ed for first
M-286182-01-1 | 2007 % Q> S &@ appfgval ofﬂuoplc@de 2007 and
J S \© @% o8 2099. N&%}%Ce\i@j‘ Superseded.
S % 9 § @ @Q e $ §
In addition, two stateﬁ}ents @?m R@ rt M&ﬂngéﬁn 20@# to 2009 are included in
the supplementary, ss1e&f0r pr duﬁﬁ}reas Ver @poth stateme@ts have been superseded as
they were writte 1or (@f OC guld%ce d%eumeﬂg adat@ kin€gics (2014). Neither statement
is valid as al @ t1 stu havéeen%{éxev ated ording’to EFSA guidance document
(2014) follo roces recomm ded for determinin(® bulk®@oil DegTsomarix values for use in

exposure. n@@delhng, W ch ex @smfa@ proc@ées gich as@'ll photolysis. Consequently KCA
ngtsu

7.1.1.3 @nd KCA 7 3/@1@ mmarlse th1@ss1®

@&é%o@&ﬁ&%
S
> @
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Data Point: KCA 7.1.1.3/01
Report Author:
Report Year: 2009
Report Title: (Pyridyl-2, 6-14C) labelled AE C638206: photodegradation on sandy loam so@y
report amendment 2
Report No: 18768 O @W@ A
Document No: M-201037-03-1 o L 7
Guideline(s) followed in | EU (=EEC): 91/414 N
study: % . § §
Deviations from current none & S Q
test guideline: V@ @@ @g}g Q\ @
Previous evaluation: yes, evaluated and accepted < Q) 2y Q\y S
DAR (2005) S O S &
GLP/Officially Yes, conducted under GLBj©fficially recogﬁsetlng @111‘[16@ @}
recognised testing Q? @ @ N\ %@9 Q>
facilities: & MRS % (((\6 N %o
Acceptability/Reliability: | Yes S Y Ca Qp %(@ O & _—
@ R
- S Qz‘% & & @
The original soil photolysis report M-20 I whlc@was &aluat@and %%epte thexYAR 5), is
included in the Baseline dossier. This r a8 bse@ntly%@n aded first@port amendment
(M-201037-02-1) added the initials ‘OECD’ tothe GLR statenfent and@as nogbéen igsduded dpeither the Baseline
Dossier or this MCA 7 Dossier beca@ it bee pers@d by adecondIepori@mend@gnt (KCA 7.1.1.3/01,
M-201037-03-1) which is summagised belpw. In‘l’le second regort a mentdpart QP Appendix 7 has been

removed. In the original report ﬁ@endmﬁ co
a Radiolux sensor to justify theﬁﬁ‘fght fnten:

measured outdoors was unredisticall
outdoors. It should be noted that t

which was measured the ?é; 101%@
measurements on the y 1s th he@ﬂ S
ary

aVQ1 nf

than was strictly ne

edan ¢ trap(ﬁatlon tur sunlight meas@yeéd outdoors with

sity@sed in'the Hefgeus suiftest u . How&er thg light intensity value
@ngh@he SERSOr was not a propn&tg or r@urem@pts of natural sunlight
had no effec % éula‘c@ of the light ifftensitydivthe suntest experiment,
nsor corggCt copgitiong, The impact of the outdoor
anfBles wi n 1rrad1ated 4dhighefNevels or for a longer period

&e d by&remow@ the extrapolation calculation
\

der

ﬁl the report

from Appendix 7@ \ & \
o O SR, %
& «§ %® © K @ §
Executive &mmary v @ @7
The p}@ytlc degra on 0 U.Opl&@? @n soil &fac% was n®est1gated in air-dried Abington sandy

loam soil, prepare a t
item, [2,6-pyridy}k

an application ratd eq
from a Xen @ﬁmp

20+ 3°C. A set ofdark

azoi%§§
The mea recoverie@f

9
res&%ﬁvely, %

slowly degra
degradatlo quop
@

r
<
o KON
Fluopicolide W@ﬁhe prmmpa&adlo

xlaye n gla@ 1nc1&*&t10nq¥essels®th a thickness of about 3 mm. The test

iSsolveddn ace@mtm@ was applied evenly to the soil surface at
11 2@ag/k %Trea@ soil &mples were exposed to artificial irradiation
0 nin @ut éﬁlt er)With cHtinuous irradiation for a period of 15 days at

ro]@mple catedat th me application rate were incubated in the dark

o

a%)actlvﬂ;y Weré, 7 1 g@and 96.6 % AR for the irradiated and dark controls,
& &

lle %omponent detected. In the irradiated samples, fluopicolide

ter days. ineralization to carbon dioxide was low at <1 % AR. The

1de was s ly enhanced in the presence of light leading to the formation

188@11 the report) at 3% AR and two other very minor photodegradation
degradation of fluopicolide occurred during incubation in the dark.

N

of M-0 lle
produc eac 03 %AR
< @
O
A

&
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A re-evaluation of the degradation kinetics in accordance with FOCUS guidance document on
degradation kinetics (2014). A summary of the results is shown below. The best fit DTso value calculated

for fluopicolide was 235 days summer sunlight at 30-50 °N. @o S
. N
@y
2 _ error DTso S DT”"@@
Seil Best fit model | X (%] [days summer sunllgh%ﬁdays summéy, sunli
° @ 30-50 °N] @ 30:50 °NJ
Abington — pyridy! label SFO 1.26 j 235 o) . 980 o 2
M S O
1. Materials Methods &© é\a Q § @@}
Q @
A. Materials R & @ S N

1. Test Items
[2,6-Pyridyl-'*C]-fluopicolide

@
<
Specific Activity: %
Radiochemical Purity: " AN
5 & &
N N
2. Test Soil @ & <& < 2 &
The study was é*‘fon@i usmg one%@st so@s cha%acte%% in 3 le TL.1.3- 1.
@
Table 7. 1 k@’: 1: @yswo che@ﬁcalﬁ@%oper@s of t§ sog@ é&%
&@ Paré@%@ter Q é w\g Q Soil
Wem&n\mon v ©® ) N g Abington
Qogra hic Loggtion %\ ([ © S
@@@Ci i@ @ ©\% § @§ Abington
Q C@mtrx@@ S K England, UK
% Textural@lass@atlon:@%‘DA% % sandy loam
Sang@so Qoo umf? @A) N 64.72
“ —50 pmigy @ % N 18.64
N %1ay I ung\ Q 16.65
@p S
S rﬁlzo @ § Q 7.6
N %nCa(@ (1: 1& @ 7.4
Q@ J?)rgamc Carh@l (%) 2.1
g\f @\ﬂ C@l E)@nge Capacity (meq/100 g) 14.6

Q© @@@ ”{@’SDA@cmral classification data taken from Appendix 5
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B. Study Design

1. Experimental Conditions

o

Portions of fresh soil (5 g) were added to borosilicate glass incubation vessels, fitted with quart ass &
covers. Water was added to form a slurry and the soil air dried at ambient temperature to giyeda soift”
depth of ca. 3mm. The soil samples were incubated inside glass units with n@tened carbot® 10xdgp
free air drawn over the soil surface. A series of three traps for volatile produ@s was connec%d to Sach
unit. The first trap was empty (to prevent flow back), the second contain% ethanediol @rap atiley,
9 &

organic components and the third contained ethanolamin@) trap liberatgéiw1 CO:s. N Q

. : . @ D @ @
A preliminary investigation was conducted over threYdays to deggfmine an oxifigte rate” of
rgptoiple o

photodegradation of fluopicolide. @ Q

@ & o O &
The test item [2,6-pyridyl-'*C]-fluopicolide (5%@ dissolved i@aoe‘r@ﬁitrilﬁloo @L), Wa@appkge%

evenly to the soil surface. Units were either irradigted continuly v&@ light N He@s st

xenon lamp, or incubated in the dark (non—irn@iated@ahpla@. Thewappligation e was.equivalent to

11.2 mg/kg. The temperature of both irradated, 44d n@inad&ted )@ﬁple as @ainta'%ed at a

temperature of 20 £ 3 °C throughout the ingslba‘gi(@fperi(@ Thehotolytic d@radati@ of pic@de

was studied with continuous illuminatai\%n under ar@ial onlig %}r a@eriod of up t l§ays,

equivalent to 30 days of natural summ@r suplight. &}@ artig%ial sﬁlght@s p 1ded@ a Xgyon arc

lamp with filters to cut off any radia betow 296am. O @” S @

& (7O RN @@ N ©

Ve o O §
2. Sampling Q@ c\& © @@f@ &@ @§ o
In the preliminary investi%;tl%n a@nggpﬁic@ was @moveﬁ%at tifne zerd?l, 2 @d 3 days. A non-

. . o - N
irradiated sample was mat! alr% or 3@gys. & N $ Q‘?\,
In the definitive studysdyplica-soil s@mplesSere n fg@l bo@grra iated an\c@on—irradiated systems

after 0, 3, 5,7, 10 15 da¥s. Qé%\’repll@ate v@ takeffor anatysis @id th&other was stored without
further analysis. fhe reflicate g&@ were pla ftruc{ural apalysis of potential photo-
degradation progdycts 1ch W@g\e n(%txformeek.\ é\ N §@ %@
8 v
S & © \g@& @b ©o b
3. Analyti\g@l Procedures %@ @ (S © @ @

©) AN
Soil sa@es were extiacted Abambierit te@p@ra‘gu@@mitiﬁﬂay Wit@cetonitrile, followed by acetonitrile /
water (4/1, v/v). A«f@remg%al o@ae spi@am%% frofn the in&}aation flasks, the flasks were soaked in
acetone to remogany %:sidl@acti@. R&? activ@y exgacted from soil was quantified by liquid
scintillation co@gn ng éQS N (g @\ @@ @3@
(O R
Soil extract§Svere &Yoled @Qﬁent d p@}r to @palysis by HPLC. Degradation products were
oV e oy @
identified By comparison 0 th@ten&é@ imé®of rgférence standards.
AT Y A .

Volatil dloactwl%m volatt tl%%)s and{ 10&@/1ty in apparatus washes was determined by LSC.
Noncextractable re§idues QNER '@extr @ed Wik were determined by combustion.

R N extry y

@° S @ S
@ \%%é@ §@Q
S Q
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4. Determination of degradation Kinetics

No degradation kinetics were determined in the report. DTso and DTy, values for the degradation of
fluopicolide under irradiated conditions have been calculated from the reported data. S

The total recovery of radioactivity reported for each sample was variable and the recovery in t 20 DATY
samples was higher than the other samples (especially for the phenyl lab CA 7.1.1,%02). &ajl
fluopicolide residues were, therefore, corrected based on the total recoveries@eported for e&h s,%ﬂ%
prior to entry in kinetic models. This study with [2,6-pyridyl-'*C]- ﬂuoplc%lde and the phisidlysi
study with [phenyl-U-14C]-fluopicolide (KCA 7.1.1.3/02) used the sgine” (Abingtony, soikbut w,
conducted two years apart. They were therefore consigsted to be s@arate 1ncub n @tems @d @
analysed in separate sets of optimisations. o Q @ Q S
The radiation intensity in both studies was measured Bre 1ncubat10@%and t term@@mﬂ{d eacl@@am l@
these intensity measurements were used to non@e the sampling 1né/al of¥ach @mpl%o da @
summer sunlight days at 30-50 °N in accordance with OﬁCD@lda@e. Gog 6 Y
& IS T
W r $ @ > S
—%%Cg— & &
& X % s ©&
@

9

X
Where d = days of su .f u ght @ %\ N é\a ©§
h = hours of co @Q oug study Qﬁadla%@n @7 &) @

r ratio of stpdy radlg@i’on intens @?ﬁrad ce) t@la‘[ @um@@iu@g t

0.75 correctlon r d@@rnal Griati f natyyal s& ght©@ @Q
12 = conv \\Jo @@burs to day é&

Draft OECD guidance for sc;&f ph lys1§ diesSreport@n meaMl@mmeF@olar adiance intensity

of 67 W/m? at 30-50 c>N {Pthe ele (3@ 0am). The radi@on nsity in the studies

was measured and reported i w/m r th ve 6’3 th 369-80Q nm. Thevirradignce reported for each

sample was therefor ctor for &grn son ~ suminer sufihight ﬁtenm Y~(calculation of r factor)
: £ “ 1.

according to the fo@wm&break@n s& the su gh ctra@rowde y % (1989)":

Wavelength gn o&otalﬁélobal \llatQﬁa @ @ @
300-400 mm: »6.5% > &
400-800 nm: ~ 55. N \@ S S) %@
8002450n% 378%% & @ (S o @@ &
Klnetl&snodel input c@a are%mmarlsed @bw Q *o o\©
S
Table 7.1.1.3- 2 Kinpetic inpdit d
% \%@ @%@ VN @b
Actual Q@ @d Ez @alc %d o Days summer oFluoplcollde
DAT | Label '&@e < me 0 4 r sunlight (YoAR corrected
g
(days) 5 "800%h) o @ 30-50°N for total
y ﬁ@ Q @ recovery)
0 Pyridyl @ 2D O& . 0.0 97.9
| Pyridyl T ood79.0s 0 [R %@4 0.78 6.3 92.6
5 Pyrigyh 46K @ 505 0.75 10.0 91.9
7 | Paydyl |2 4SS v | o 497 0.74 13.8 90.9
10 | PyridyR]  o#09.0, O 447 0.67 17.8 89.7
15 Pryri@t | Y 41957 45.9 0.68 27.4 90.0
S S
c g T
/;’@
(@

! CIE (Commission Internationale De L Eclairage) (1989): Solar Spectral Irradience Publication CIE, No. 85
(Technical Report)
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The input data were fitted with single first order (SFO), first order multi compartment (FOMC) and dual
first order in parallel (DFOP) kinetics using KinGUI v2.1 in accordance with the FOCUS (2006, 2014)
guidance for deriving trigger endpoints. Confidence in the resulting parameters was assessed visygHy S
and from probability values for a t-test of the rate parameters for the SFO and DFOP modeggnd@
The y %ror% metric @ used?”
&S
Fluopicolide residues in samples incubated under dark conditions showe neghglble degline all
decline in residues observed under irradiated conditions was assumed to Qﬁ ttributablg t@photéj)yms%

&

assessment of the confidence intervals of the o and f FOMC parameters.
to determine statistical goodness of fit.

Q@
I1. Results and®iscussion O
S
A. Data S N )

oL
The distribution and characterisation of radioa t1V1ty undefpirradiated c@adit'
following application of [2,6-pyridyl-'*C] ﬂ@pwo]@@ ar

7.1.1.3-4. % @ @ Q
4C]-@

Table 7.1.1.3-3: Photodegradation g [2,6 Nl‘ld opi
under continuous m rad‘ig}ed c& 1t1%s [%x@ Q
c q & TS I&éuba&\\@n t1m§l§A]@© S w7
ompoun
P @\b@%@505®07§> S0 15
Fluopicolide Q984 [ 9087 O 8797 @° 8233 |O85.98° | 86.68
M-02 (AE C657188) T oad O 1gh | @223 ] 035,964 2.6
AE C648995 N nd 9 &I ¢ wds [N n%@ and 0.29
Unidentified 1 ) ndy | Ond 7] . Qd & nd” O nd 0.22
Soil Extracts 2 ] ¥ @ 923 [&90.19 7| @68 & 8862 89.80
Apparatus Wash§ & o Ha 7, 0.02 | ») 0@5g & 0.9{](@ 0.02 0.02
Non-extractable{fddioagtivity |~ 2.82 | pv5304°| 538 & 647 6.83 6.12
14C-Carbon diokide /> o  n@ 0.8 [&0.128 | @21 0.32 0.35
Organic vdfatiles “na 2 @01 P o o 0.02 0.04 0.03
Total paioactivity 5Q100§y 98.143 | 95776 oF  96.09 95.83 96.32
na: not analysed, nd: nistdetected DATxdays afgeptreatitent N
All values expresse@rcen ge 0 lapp@@iad@bel & >
9 & > S ©©
R D ¢ & @
o O & . © . O
QOO O N O D
O o K &2
5 § &
@7 °\@ Q @ @ D
NN N @& 9
& v LB g
S ¥ & O
@° N
PR ) SR
@ < QO & ©@
& ES
NN N S
S g TS
NS
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Table 7.1.1.3-4: Degradation of [2,6-pyridyl-"*C]-fluopicolide at 20 °C in Abington soil under
non-irradiated conditions in the dark [% AR]

Compou

nd

Incubation time (DAT)

5

7

Fluopicolide

96.65

92.99

91.65

M-02 (AE C657188)

nd

nd

AE C648995

nd

Unidentified 1

nd

Soil Extracts

96.65

Apparatus Wash

0.08

Non-extractable radioactivity

3.18

14C-Carbon dioxide

nd

Organic volatiles

nd A

Total radioactivity

99.90

nd: not detected, DAT: days after treatment N
All values expressed as percentage of total ap%ed rad@abel

B. Material Balance

Material balances ranged fro
fluopicolide (mean 97.1%

96.6% AR).

.9
S

C. Extractable an@on-&@‘act@le li@@ld%@ @
The majority of thp ap l@%l radm%tw?&y was\extra&ﬁle t ug

e

AR

w, )

(iix

©Q@’

L
d from§° 0

Q N

S o &

8 t@oo 6"/@AR fopirra

\

t&99 9‘%&

@@

treated with
DAT 0 to 8
extracts. T
2.1% A

study (AT 15).

For samples 1nc§ed 1n&f‘h

ranged from 96

was recoveredzin the@» le

R

total of non-extractable

DAT 0 to @ﬁ% @by

1 14C]luo
AT 10.

N @

ST

2.2% to 3.296AR tHrd ughdut th%

=

D. Volatile Rad t
g\jale ama‘@lmy% @

@2

ohd \ otal é;gtra tab

t stﬁ‘ldy te

%Mue@éNER
e

w1°te]%§2 6
7% %R at

dYQ @é}
& && O
S

X

ati

(S

@

th,

%@

—pyr1dyl 1CT-
the dark (mean

dy. For irradiated samples

toactivity ranged from 98.4% AR at
5) &.8% AR was recovered in soil

was tow thlayghout the study, increasing from

10, and t@n de e smlghtly to 6.1% AR by the end of the

1dyé“C] %plcohde total extractable radioactivity
AT

t study termination (DAT 15) 93.0% AR

cts, ”@he to@of n@- extrﬁ@’cable residues (NER) was low ranging from

Radielabelled carbon d@gslde @olvedgcco® ed for <1% of the applied radioactivity in both the

irradiated and n@n>irradiated

traps containg
fluopicolid
N

@
<&
&8
¢ £

&

r its:@}tab
o ©

pless
ethangdio

es.
X
&

&
v

3
E

©

axuzgpm %g

@Ce amounts of radioactivity were recovered in the volatile
4% of applied) confirming there was no volatilization of
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E. Degradation of Parent Compound

Fluopicolide was the principal radiolabelled component detected. Levels of parent accounted for all
extracted radioactivity in Day O soil extracts and in non-irradiated samples throughout bo@he S
preliminary and main studies. Levels of parent declined over the irradiation period of the main study tq
87% of applied radioactivity after 15 days. The degradation product M-02 (calggd AE C657 in the
report) accounted for 3% at the end of the irradiation period. Two other minor @abolites, AE Co4
and an unidentified metabolite were detected at the final sampling point. Each accounteddor <@%’/o of
applied radioactivity. wo \© & \245@
B
The proposed photolytic route of degradation of [2,6—p$%yl—”€]—ﬂu®icolide in s@l’ is @ssente@sn @
Figure 7.1.1.3 1. R 2 & O
> >y R O &
Figure 7.1.1.3- 1: Photolytic route of degradatign\of [2,6-pyri 1-14@:ﬂu@coliin soil &
> @ Oy @
Q‘? o \ . @
6 °\ R

9

@ N
58 T g g
.9 AE C657188 (M02 &E C648995
S Ay @ o &

@%

&@ minoro(r@aximum%AR RS %inar\@aximum 0.3%AR)

@ O & 9O O & D
@Q @ %\ © B @
AN

F. Degradation Km@@% @Q O\@ o O W
N
The preseI%e; of light slig@ el@nce fhe de I@iati@ate of fluopicolide on soil surfaces. DT values

were n(@e orted. Th expe@enta ata has beén, re-evaluated according to the FOCUS guidance
documeént on degraddtion kinettcs FOCU@ Ol®ing the software KinGUI (version 2.1). A summary
of the it statistics iq the s@dagd SA & et@template are shown below.

N
The best fit DT@yalue c@cul&@d forfluopi o@lde was 235 days summer sunlight at 30-50 °N.

SIE TS
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Table 7.1.1.3-

5: Degradation rate of [2,6-pyridyl-'*C]-fluopicolide under irradiated conditions

at 20 °C (best-fit DTs, values for trigger endpoints)

Kinetic
model

Parameter
[k, k1, k2,
g, tb, a, B]

Prob
>t

DTso
[days]

xs

Yo-error Lower CI

Upper CI
e

SFO

95.6

k=0.002952 1.26 0.0163 0.001149 0.005 % 235

FOMC

97.9

4=0.023527
B=0.631907

n.r.
n.r.

0.010801
-0.547341

0.03

0.3545 1.81

>1000 O

DFOP

97.9

R

K1=0.1501 &
=fd00
@)

k2=2.418E-
14
g=0.0838

V)
0.04065

-0.003132

3.213E-03§

0.1315

05 7 > 100
q
n.r. @ @ @
&

E
©9.003

0.164

0.3413

Decision summary (persistence endpoints): FO
However, parameter confidence was poor for both biphasic mode

ascertain a definitive biphasic behaviour. The S%mod@ rovided an a&:epta@g\gﬁt
trigger endpoints &

NI N
M@%d DFOP both proyi@g a slighit decfSase in@ﬁ-erm@
nd there weréo fe%ampl\\é%'to N
aas selected for

> @ Q
1\~

n.r. not relevant

Best fit model highlighted in bold

A graphical representation of the @al kinc@fc

o
Table 7.1.1.3- 6: Graphic@@epre@nt&on of fitial kinetic

w, )

Q@
S

N
&

N
@
<

fit § sh%vn

LS
9 A

2

®©
%6-pyri®l-“@ﬁﬂuopicolide
©

P

under irradiated conditions at 20
aed conition 1 200

Soil

Model
Reference

= N

<

siduals

o\@r))
S
&

O

@ @Q
ellet@s ob ed-
oL

&\

O
Abington — p%dyl

@{owrie C.

SFO
Keirs D.

2001248

surdd & Predicted Resi

S
%%[SFO)

S E

Residuals vs. Time

FLC (SFO)

duez&@me
. 9

S
&

R
\@Q i
NS
@@@

=

N 5
'%'Q }I@(%\on(@%ion

Y
The de&ation rate\og?[2,6%/ridyI@C]-t§op' “dlide was slightly enhanced in the presence of light

1eadi&g to the forn%i@)n 0%4-02
f

@E C 1§%and two other very minor photodegradation products.

No degradation of fluopi ide"@ecurre@luri incubation in the dark.
2 & & Q

) B
Assessme@nd@clu@@ by, appli
w;&ondu@ed i@ccordance with SETAC 1.1 (1995) and USEPA (= EPA) N, 161-3

N
The s@r
(1982),"° Th
ﬂ@icor

&

@

n s

3§ cop$idered valid to assess the photolytic degradation of [2,6-pyridyl-'*C]-

\o)



Page 54 of 565

B
BA¢E R 2020-08-11
' E Document MCA — Section 7: Fate and behaviour in the environment — Part 1
R Fluopicolide

Data Point: KCA 7.1.1.3/02
Report Author:
Report Year: 2009 2.0
Report Title: [14C]-AE C638206: soil photolysis - Report amendment 3 @g/ @b
Report No: 17299 IS 8
Document No: M-201033-03-1 S N
Guideline(s) followed in | EU (=EEC): 91/414; SETAC: March 1995 @ AN B 7
study: QS &
Deviations from current | none %ﬁ , O © %@
1 N
test guideline: ©) & NS
Previous evaluation: yes, evaluated and accepted Qw @@ NS y\g@ &
DAR (2005) & Q SIS
GLP/Officially Yes, conducted under GLP/Q#ficially reco@ed testing f@ties @U @
recognised testing r@ @ Q S @}
facilities: QL @§ . ’~ % O
Acceptability/Reliability: | Yes N V@f NS MRS
© %@ @ @K@ S % &’
@ S @
The original soil photolysis report M- 201!%}01@3\&10 %s e\@uate acc@)ted mﬁthe DAR (2095), is
included in the Baseline dossier. This re \w sequéntly, béen am ed v?k:e port end@ght (M-
201033-02-1) added the initials ‘OEC gh n@d hag ot b @ 1ncl er the Baseline

Dossier or this MCA 7 Dossier becausg it has @%n supersedeﬁ\by a Fager rep
201033-03-1) which is summarised I:Q
In the original report Appendix 7 c@tamed@n extr@ola‘u R,0f na
sensor to justify the light 1ntens%®used T the
outdoors was unrealistically high’as tlig se

It should be noted that this h&d no e
was measured by the Radiolux sel

3/02 M-

d in
ent
end@ has’clgeen removed.

@ht m doogs with a Radiolux
raeus st @vever tens{fy’ value measured
as nof\appropgjate for'meas 1 sunlight outdoors.

nso, % %@ments@‘nat
ffct o ca /\'u tlog)f the light 1ntz§9 ty iscthe sunteSt experiment, which
r under the cekrect £y itio he only imphet of @ outdoor measurements

ame

the 1 ent, fart of

repo@ame

test Gnit. H e hght

on the study is that the sgil,sam (.@5\ s wil e beer d athigher Is onéor a longer period than was strictly
necessary. To avoi@ nfusiot th@epor{e@ﬂas dedS@y removing €e extfapolation calculation from
Appendix 7. @@ \é §\ %, \\ \@ @ & @@)
N
. O @6 © O K@j @ §
Executive Summary 2y

The p
loam
item, [phenyl-U-'4
application rate

?wal nt
from a Xenon la

20+ 3 °C. A%@of

at20+3°

opicalide
hotolytic degrada@n @pic
> prepared as@ thin{ayer on'glas
u Q%011(§d
2

6@01 sa

ons 11 s ges 1%@71gated in air-dried Abington sandy
ﬂcub@m V@*&sels w@ a thickness of about 3 mm. The test
1sso®ed i %etoﬂgrlle WS’ applied evenly to the soil surface at an
fl%g Tl@ted 6l sa@les were exposed to artificial irradiation
off{ﬁTer) With cg cuous irradiation for a period of 15 days at
tr@tedo%@he % e application rate were incubated in the dark

@

,@@

The meati¥recoveries O%adlo@wtygere@ 5 %\yﬁid 99.0 % AR for the irradiated and dark controls,

respectlvely

@

Flu&plcollde was the prl@

slowly degraded@to 72% AR

degradation @ of Aygpic
of M-01 (A 65@9 11)

dark. @&

L
N @@@ ©
& &

&

Y

o

&

S @

al gadiolab

&

é@ed c&ponent detected. In the irradiated samples, fluopicolide
ter %Qays @ineralizaﬁon to carbon dioxide was low at <3 % AR. The

e was shghtl enhanced in the presence of light leading to the formation
6%§AR T@Qegradatlon of fluopicolide occurred during incubation in the
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A re-evaluation of the degradation kinetics in accordance with FOCUS guidance document on
degradation kinetics (2014). A summary of the results is shown below. The best fit DTso value calculated

for fluopicolide was 158 days summer sunlight at 30-50 °N. @o S
. N
Qy
2 _ error DTso S DT”"@@
Seil Best fit model | X o [days summer sunlig %ﬁdays summéy, sunli
[%l @ 30-50 °N] @ 30:50 °NJ=
Abington — phenyl label DFOP 0.70 j 158 .85 o &
9 N %, Q
M - S
1. Materials a@dMethods &© é\a Q § @@}
A. Materials N 2) @ S © AN
Q) N LY \© <) @
1. Test Items « &’ Q@j N %@J @6 \% §
[Phenyl-U-4C]-Fluopicolide O 9 & o I o o o ..
R & & ¢
\ b

Specific Activity: RN 5§%Bg (I pclﬁng) @ \f@ %
Radiochemical Purity: s, S @)8%§ o * $ 3
& S 2 Q @@ \© &« \Q
@ > o «
2. Test Soil §9 & \Q@ N @ < L @
The study was forJ%d usmﬁ%onensgest so s ct@teriz& in le 7@ 3-7
Table 7.1. ©7 @?sw&?he c©al f? erfi f@of c§ soil © ‘&,@
137 Bhysichchemjenl properfis of g sui, ~ 3
&@ Para@(ﬁéter § @M ﬁQ N & Seil
SQQ\!)emgﬁatlon %, @Q N o < Abington
®0gra hic L@on %\ o3 ©
C1t % @ @@’ \% N @3@6 Abington
©@ C@mtrym N © °\© England, UK
Textural©lass thﬂ,@DA@LO) @V sandy loam
@ Sag&[@so - @@um@ 296 @% 61.64
Sae[2 —% ]@ @& (%) 20.81
N %’1 y%&umfj\ Q ¢ 1755
@b & @ A
$ 1n§§20 § @Q 8.0
N v\m Ca L1y, Q 7.3
Q@ %rgan@Car@?(%) 2.4
<\9 @Q C@l Ex@%?nge Capacity (meq/100 g) 21.0
Q© @@ @D/é@s{tural classification data taken from Appendix 5 (Soil Batch 99/01)
<
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B. Study Design

1. Experimental Conditions

o

Portions of fresh soil (5 g) were added to borosilicate glass incubation vessels, fitted with quart ass &
covers. Water was added to form a slurry and the soil air dried at ambient temperature to giyeda soift”
depth of ca. 3mm. The soil samples were incubated inside glass units with n@tened carbot® 10xdgp
free air drawn over the soil surface. A series of three traps for volatile produ@s was connec%d to Sach
unit. The first trap was empty (to prevent flow back), the second contain% ethanediol @rap atiley,
9 &

organic components and the third contained ethanolamin@ trap liberatgéiw1 CO:s. N Q

. : . @ D @ @
A preliminary investigation was conducted over threYdays to deggfmine an oxifigte rate” of
rgptoiple o

S)
photodegradation of fluopicolide. é\g Q N

@ N Q
The test item [phenyl-U-'*C]-fluopicolide (56.5 é@ dissolved i@aoet@ﬁitrilﬁl% ), Wagﬁapp icd
. - . . N G - @
evenly to the soil surface. Units were either irradigted contlnuly v&@ light ait Herd@us Sutftest
xenon lamp or incubated in the dark (non—irr%liated sginples). Theappligation was.gquivilent to
11.3 mg/kg. The temperature of both irradated, 44d n@inad&ed plespwas @ainta'%ed at a
temperature of 20 £ 3 °C throughout the ingslba‘gi(@fperi(@ Thehotolytic d@radati@ of pic@de
was studied with continuous illuminai{o\n under ar@ial onlig gﬁor a@eriod _of up t l§ays,
equivalent to 30 days of natural summ@r suplight. &}@ artig%ial sﬁlght@s p 1ded@ a Xgyon arc
lamp with filters to cut off any radia betow 296am. O @9 § @ %

< TS Y SN D N
@)

S LN
R 2 @@;) ©© § < ©©@ ©@ S
2. Sampling Q@ o\& @ &@ @Q o (S é&
In the preliminary investi ation alsingle Qlic@ was @moveﬁ%at tifne zero?l, 2 @d 3 days. A non-
irradiated sample was ma\i%aine or 3@ays. O SIS @ @v\,

L
In the definitive study@plica@oil sa@mplesWere n fg@l bo@grra iated an\c@on—irradiated systems
after 0, 3, 5,7, 10 15 da¥s. Qé%’repll@ate v@ takeffor anatysis @id th&other was stored without
further analysis. fhe reflicate g&@ were pla ftruc{ural apalysis of potential photo-
degradation progdycts 1ch W@g\e n(%txformeek.\ é\ Ny @
O & o o Ly &
. 92 & & @ ~
3. Analytl\g@l Procedures = @ (S @ g

©) AN
Soil sa@es were extiacted Abambierit te@p@ra‘gu@@mitiﬁﬂay Wit@cetonitrile, followed by acetonitrile /
water (4/1, v/v). A«f@remg%al 0@% spi@am%% frofn the in&}aation flasks, the flasks were soaked in
acetone to remogany %:sidl@acti@. R&? activ@y exgacted from soil was quantified by liquid
scintillation co@gn ng éQS N @@’ @\ @@ @3@
O R
Soil extract§Svere &Yoled @Qﬁent d p@}r to @palysis by HPLC. Degradation products were
o e oy @
identified By comparison 0 th@ten&é@ imé®of rgférence standards.
AT Y A .
Volatil dloactwl%m volatt tl%%)s and{ 10&@/1ty in apparatus washes was determined by LSC.

No&éﬁtractable re§due R&@extr@@ed were determined by combustion.

S @ S
G @ © 9
4. Determi@ion Cei%eg ationxkinet@s
2

No degr@ﬁo etic@@vere%termined in the report. DTso and DTy values for the degradation of
fluopicélide 1 irradiatedeeonditions have been calculated from the reported data.
S SRl

Thetotal r @Very6§radi tA\étivity reported for each sample was variable and the recovery in the 0 DAT
saéples v@%s higher thaﬁe other samples. All fluopicolide residues were, therefore, corrected based
on the €0fal recoveries reported for each sample prior to entry in kinetic models. This study with [phenyl-
U-14C]-fluopicolide and the soil photolysis study with [2,6-pyridyl-*C]-fluopicolide (KCA 7.1.1.3/01)
used the same (Abington) soil but were conducted two years apart. They were therefore considered to
be separate incubation systems and analysed in separate sets of optimisations.
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The radiation intensity in both studies was measured pre incubation and at termination for each sample,
these intensity measurements were used to normalise the sampling interval of each sample to days of

summer sunlight days at 30-50 °N in accordance with OECD guidance. @o S
q hxr Q\ @@
0.75 x 12 ©© &@ @@
Where d = days of summer sunlight v Q @
h = hours of continuous study irradiation % QO o ©

X
r ratio of study radiation intensity diance) to th at of summe(\}unh%ht @}@ @

075 = correction for diurnal variation of natural su @ @@ NS % &
12 = conversion of hours to days & O %”\9 S S Q
P @ < NEE N

Draft OECD guidance for soil photolysis studie:@rts a mean r%-su@mer ari 1ance§%tens%ty
of 67 W/m? at 30-50 °N in the UVA waveleng 00-400 n ﬁdla on intgusity @ne S i es
was measured and reported in W/m? for the wavelengtli 30 0 nm her adlée reperted fm each
sample was therefore factored for compariso wit n@ﬁsunl s1ty (ealcu tlon 0% factog)
according to the following breakdown of t&s sunl@’lt s&e@ra pr@lde%by CI@1989@

Wavelength  Proportion of total gl@al I‘a\&iﬁtIOI@ & @

300-400 nm:  6.8% Q A % @} &0
400-800 nm:  55.4% O @ \Q N O & o
800-2450 nm:  37.8% Ve 6 > & 9.8 & W
Kinetic model input data are séfmarg\é'd belo@ f@@ &@ @Q& @© @© é%
& 5
Table 7.1.1.3- 8: Klne@ 1nplé§iata© §@§ © @ @@ %@
& >
@ 1O Fluopicolide
1};2{? ! L p0rt§W/ zcula ¥ @ Daﬁ@ sum e@ (%AR corrected
abel 300-800 W/m* (349-400 r @mllgh%g for total
days) { ( & n < wm O @ . @ 30-50°N or tota
( N) S o 9] 9 S recovery)

0 | Phep§? @ o o & 1T & =00 93.5

30 | Penyl by 4180 | N 45 oV 068 @ 55 86.4

5 | ®henyl 2307 5 @2 Tl e | @ 92 86.7

7 AL Phenyl | O 4789 5148 L0877 O 143 83.7

10 | Phenyl ), 4800 % | © 525 o | 078> 20.9 80.9

15 | Phenyl)) 47000 > 4 O %;7 30.7 78.8

4 >

The input datagyere fith @sm irst @er (&) ﬁ@’c order multi compartment (FOMC) and dual

first order 1n“@dralleQDF) kmg @ g KigUI \@1 in accordance with the FOCUS (2006, 2014)
guidance t&g deriving trlg er ¢ nﬁ&- onfilen (ﬁ the resulting parameters was assessed visually
and fro@robablhty Galues or a t-test e rage parameters for the SFO and DFOP models and
assessment of the ¢ 1de interyals o B FOMC parameters. The ¥? error% metric was used

to d{%’rmme statls‘%al ne of fit. Q @
Fluopicolide r@&ues in ges 0 @'- nder dark conditions showed negligible decline and all

decline in re demrrad condltlons was assumed to be attributable to photolysis.
%
¢ &
NSEPSZEN @©
*o (O Q 7,
& @ I o
N 9 >
& &
/;'@
O

2 CIE (Commission Internationale De L'Eclairage) (1989): Solar Spectral Irradience Publication CIE, No. 85
(Technical Report)
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I1. Results and Discussion

The distribution and characterisation of radioactivity under irradiated conditions and in the dark
following application of [phenyl-U-'*C]- fluopicolide are summarized in Table 7.1.1.3- 9 and @ale S

7.1.1.3- 10, 5 ~
. ) . @0
Table 7.1.1.3-9: Photodegradation of [phenyl-U-"*C]- fluopicolide at 20@;@? in Abingtén soilgs
under continuous irradiated conditions [% AR] Q N
a) 4@ &)
Ingybation time (P%'fz) N ° K &
Compound @
0 3 5 4 10" 4 159 |
Fluopicolide 102.10 81.35 7951 | Of2.84 | 8092 &P 7580 O
M-01 (AE C653711) 4 nd 420 A 455 Q" 595 &U6.9i .58 | @
Soil Extracts 102.10 85850 | 8406 | @79 X 8788 |9 801@
Apparatus Wash nd Q.85  ¢° 0.7@0@ %\019&«@ A@M N 0;\4}
Non-extractable radioactivity 7.13 Qs s&@ 36 B €§ 7;@@' @ 8.0k 724,
14C-Carbon dioxide na ) 0460 [ (W53 N Qo0 o 372 |[&29m
Organic volatiles na Al .hd g n,d\\@ (&%\3.02\U @918 02
Total radioactivity 109200 | 2941450 973 L 98@@’ @oo o> | 90.81
na: not analysed, nd: not detected, DAT: Qa\\}%s afteffteatment o NS 7 @ ) @ w\?@
All values expressed as percentage of total applied radigdabel @ N @ Q)
A This metabolite was incorrectly idegtified C6 5 in Qe repo@t wa ubseq@atly %@ctly@&entlﬁed as M-01
(AE C653711) in Document KCAs 1.3/63, M-201038- 03-f& & @
B Residue was further extracted L%mg ac&omtmlez?ater ({ 1, V/Vc)@ajnd relegsed 2. 94@AR ©
2 & N Q 2
§ o @QQ N @

-U-14 ﬂ 0?91c011® at

%&C 1&% ington soil under
ions i th@rk [% AR]

Table 7.1.1.3- 10: D@ada@n §¥

n-u{adlat con

O\ O Incﬁ’)atme@T)
Cor@und @ %

SRS K o 50 710, 10 15
Fluopicolide, =~ 2 91@ R 9&%61 96.96 95.13
M-01 (ARC653711) A ¢ O ond SO Avnd nd nd
Soil Extracts Z T e 916)8" R T89.617 [, 9461 96.96 95.13
Apparatus Wash & [ 8 0200 o 290 1.59 0.93 0.65
Non-extractable falioaggiyity @76 .0V | 0423 &7 387 4.17 4.38
14C-Carb0ngé$?ide ©© S0 - vnd\\© © nd o nd nd nd
Organic valatiles @ S g@ @ﬁ(@ @g nd nd nd
Total radWidctivity & )Y 98107 "@” 796.54 100.10 102.10 100.20

nd: not detected, DAT: %/s a treatn’kgt @
es expressed %sgperce % of Sk rad \bel
1ed as C6

%?s metabolite was 1ncor1®{ y id 05 in the report but was subsequently correctly identified as M-01

(AEC653711)m@bcumentKCA&l1.3/ M-204938-03-1.
§ %% %
o <
B. Mater@l Ba ce @ §9

Y%l 90.8 to 109.2% AR for irradiated samples treated with [phenyl-U-'*C]-
R) and from 96.1 to 102.1% AR for samples incubated in the dark (mean

Mate

ed
ﬂuo oli a Q) ea
% ’\
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C. Extractable and Non-Extractable Residues

The majority of the applied radioactivity was extractable throughout the study. For irradiated samples
treated with [phenyl-U-'*C]- fluopicolide, total extractable radioactivity ranged from 102.1% @ at &
DAT 0t0 80.2% AR at DAT 15 at study termination. Non-extractable residues (NER) were low P@@ mg',

a maximum of 8.0% AR (DAT 10) in the irradiated samples. S

For samples incubated in the dark with [phenyl-U-'*C]-fluopicolide, total@‘itractable rz&i o t@ity
ranged from 89.6% AR to 97.0% AR throughout the incubation period. Atstudy ternn?ﬁ D% 15k,
95.1% AR was recovered in the soil extracts. The total@f non- extrac@ble residues INER: @as @w
ranging from 3.9% to 4.4% AR throughout the study. Q @@ @

@ N Q @© @
& & & o &
Radiolabelled carbon dioxide evolved accounte for < 4}% 0 @e applied ra@oact y in the 1rr2a,$®ted
samples. Only trace amounts of radioactivity yere r veredin the volaty ' “rap ntam%g ethanediol
(maximum of 0.2% AR) confirming there was no s‘ tlhz s metaboli

@opl 1de or @ @Nel@ﬂ
carbon dioxide nor volatile organic comp%%ds We d&gecte %n -irr ted exper1 t. @

D. Volatile Radioactivity

SN \ @ %, §
TEES S FEFS
E. Degradation of Parent Compo D N LN @@ N) S

R
Fluopicolide was the principal ra%olalzf@lled c@npo&@t de@ed &@Velg accounted for all

softvextrades angyin S#-irradiated s plesy hro&ghout both the

extracted radioactivity in ]2@
preliminary and main studie els of p@@lt dgclined ovér the ad1§@on iod of tHe main study to

72% of applied radloactlv@f afteylS dayy. A radat@ product %@d for 9% AR at the end of
the irradiation period. This metabolite s i idengified asAE (S\ﬁ 380@1 the report but was
subsequently correctl dentlé as 1@01 (AE C6§i 1) O«

& S 9
@ @ S §a @ &
'n§'§ SIS I

F. Degradationdfinetic & N SO N

The presence O ig 0} 1ghtl@nhan@d thgra@‘tlon of pic@ide on soil surfaces. DT values
were not rep orted. The e?&)’erm@ltal ta h Sbeen @- valuated (© ording to the FOCUS guidance
documenteon degradatl e@@ (F 4) @n @ software KinGUI (version 2.1). A summary

of the fit.statistics in t@e stan@d EF ics t@lplat&are sh@vn below.

€ best fit 50 eca at or opic ew ays summer sunlight at
The best fit DT foul S ?@158%$ light at 30-50 °N.
Table 7.1.1 3- 1%) da@ ra f [p’b@nyl S 4C] opicolide under irradiated conditions at
(@@t fit-DTso &2@]68& rl%g endpoints)
I % Paranieter %:
Kmetl'cé@, Mo (KR, N @ rol‘kg Lower CI | Upper CI DTso DToo
mode St § error [days] [days]
@5'th, ay I
SEO | 91 ['k=0.065308 %37@ p@%lsﬁ 0.003594 | 0.007 131 434
7 N
o 0=0.0872¢ & nr 0.02787 0.147
FOMC | 93801 o 5 31sdy %@@93 RN nr. 235883 | 12996 | 1000 | ~1000
K1=582.4 D] <2e-16 582.4 | 582.381
DFOP 25&93 5 SPk2=:004077)” 0.7018 | 00116 | 0.002839 | 0.005 158 552
G| g=0.0490 nr. | 1.984E-02 | 0.079
ary@rsmt@pce endpoints): FOMC provided an improved fit over SFO. DFOP provided the
&t ang Hoth k Féind arameter estimates were statistically robust. DFOP selected as best fit for trigger
pomt@
n.r. not elgvant

Best fit model highlighted in bold
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A graphical representation of the final kinetic fit is shown below.

&
Table 7.1.1.3- 12:  Graphical representation of final Kinetic fit of [phenyl-U-'*C]- ﬂuoplceQ@

fluopicolide under irradiated conditions at 20 °C S @ @
oo N D
Soil Q> N I
Model Modelled vs observed % Residua!s Q § D
Reference ©) g*’ NN &
Measured & PridLl(z::t[eSJFI(?)?;’)ldues vs. Time : Q\J Residfg@%ime @ féﬁ é
.o R ©
Abington — phenyl E o & & © &@
label R 9O o @
DFOP s S \ N §
Mackie J.A. 1999a (§j o
£ ° o
0 I5 1}EI I;ﬁ 2}[I 2(@ SIU \3’2 40 Q o :‘7 @ 1‘5 &‘U @ 30@& 3%
N% Time b\ \ %‘ @) Time Ig :
SIS

@ ~ @ o& 6 t’\?\
SR SER SISOl
&© %IIC‘?mclus%nQ@? @

The degradation rate of [phen@-U-I@ﬂuoq&Ohd@@vas htl nhar@d 1 @16 R%sence of light
leading to the formation of I\%/F?I (ABC653711). I\@umqﬁe pha@pde @atlon §odu® were detected.
No degradation of fluopicolidé ocgurred durin ubatipn in the dar %)

g p Y o gu g fficubatipn IS %

N
s
Assessment and co@ﬁswt@ﬁ a%;cant @b \ ©§§ LN N

Q A&
The study was 1n a@rd % with SEE@ %@1 99Q and BSEPA (= EPA) N, 161-3
(1982). The s %conmé@red valid t&%sseg\the p&)tog e@datlon of [phenyl-U-*C]-
ﬂuopicolide%@soﬂQ @ @ K (, @ @@ S @
@)) @ S @ @ 0%
> <D
&@ @© o\§ @ @% @ R Q

S N
5 & & & .~ o
e X & o
A N
S\ L 4+ 9 @
2 S @ o
& SRR &@@\
S @ﬂ&@\ O
@%
§\%Q§§@Q
2 Q
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Data Point: KCA 7.1.1.3/03
Report Author:
Report Year: 2005 .
Report Title: (Benzene Ring-U-14C)-AE C638206: Re-analysis of soil photolysis extracts S
generated from Inveresk project no. 394309 (Agredoc reference number CQN545) o3
Report No: 18816 O @ (\
Document No: M-201038-03-1 o L 7
Guideline(s) followed in | EU (=EEC): 91/414; SETAC: March 1995; EPA Pes%:ﬁfe Assessme@(}ul@nes L
study: Subdivision N, Paragraph 161-3 (Oktober 1982) é
Deviations from current | none © AN %, \ QO
test guideline: X @@ S @ @
Previous evaluation: yes, evaluated and accepted ¢ @) %, Q\y S Q)
DAR (2005) @ S S S &
GLP/Officially Yes, conducted under GLBj©fficially recogﬁsegﬁtmg @111‘[16@ @}
recognised testing Q? @ N \ %@9 Q>
facilities: & RS RS N %o
Acceptability/Reliability: | Yes S Y Ca Qp R@ @’
TR S &

‘”\9 S
The original report M-201038-01-1, whrc@was é%}uate@nd a&epted@ the 5) r@ cludﬁ the
Baseline dossier. This report has subse tlycke n amen irst ort (M-201038-02-
1) corrected some typographical errorg and h#@mot been 1nclﬁded 1ﬁ§ Bas er Q&?@_is MCA 7
Dossier because it has been supersed@ by @econc@epor‘[ @aend t (KG@ 7.1, 03 @g 1038-03-1) which
is summarised below. The second@port agend i@t ( 103 -1) @rrecte @og%hlcal errors and

added the initials ‘OECD’ to the'GLP steﬁﬁeme% S @
NN N I TN
" & @ @ @ & & § @ y\a@
Executive Summary @ § LN

A degradation prod f [p yl 4C]-@uopl 1de @ 1nco@ectlé§lentlﬁed as AE C643805 in the

report KCA 7.1. 1 2008 M-20 1 extracts fr@n the photolysis study were

re-examined by GMS anrﬁ’he %radaiwn pr sho%@r to be M-01 (AE C653711).
@

@ «:4%© @© K @ @ @

, @ N % at@lals an@ Me@ods

D
was condugfed a@ supplementary stl§ to ﬁhgat sur@larlsed previously [KCA 7.1.1.3/02,
2OOW 20 1@38 024%]. TI. bje&ﬁwe was to r@lalyse selected soil photolysis extracts

generated in Rep@ﬁ? %0103 83@-1 t&?onﬁrl@fthe 1c@1t1ty@f the degradation product detected.
Q @ @ \ @ @§

o,

1. Experi tal Condlt «,« Q\\ Q\ (f‘@\ @@
e Q@ &

This s

Not app \@9

RS % @ o @
2. S>mpling . @ @\ Q

N
Soil extracts ffom DL%T‘ 1@ D@ 15 i@griated samples were re-analysed.
N
L Q@
S SO
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3. Analytical Procedures
Analytical standards of fluopicolide, AE C643805 and M-01 (AE C653711) were used.

HPLC analysis of the soil extracts in the original report characterised the degradation prqdéy as @b
AE C643805 based on its retention time in the HPLC system used in that study, The retention gines of0”
certified standards of AE C643805 and M-01 (AE C653711) were very closetthis HPLC, §¢s emh
new HPLC system was developed to separate these compounds. The soil eXtract from the irra fated
DAT 10 sample was re analysed using the new HPLC method. The soil ex%ct from the i@diat Alg,

° X

15 sample was analysed by LC-MS. R N o
& Q@? & S %@}@ @
\} S
4. Determination of degradation kinetics @} Q&© é\g R ©§ @Q}
Not applicable. N @@f @ & © @}
AN - NN
XN S N

A
LN NS
@R &
I1. &s@lts Di ssio ©@J v @& % <
Analysis of DAT 10 irradiated soil exfract irNan &NC @tho%%&ﬂgh@c@par%tgd the @m @nd
fluopicolide, AE C643805 and M-01 QRE C653711®%confitmed the pr@éﬂ%nc%@radi bell eaks
cc

which co-chromatographed with ﬂu@@eoli@%nd 15@%?01. F@opic@ﬂe an@M-0 oufgred for 80% and
7% of the applied radioactivity respectivel§0ThesewalueS are similar t ose@nd'@ e Q&?mal study

©

and provide confirmation of the sfability of thi®resi G durt st({@e. I%@radié@bellé&peak with a
retention time corresponding%E (,‘é% 805 Was rveg.@ @Q S é
Analysis of DAT 15 irradiated soikextract®y LC-MS co@rmed%he esence &P flugpicolide as the main

component an - . 433 as not prese ctegtabledgvels.
dM-01 (AE@653711). A C6 3505 was nof present at detectabledevel
o

S @ o
& §P ST E s O
@ . § 7L Conclusion g, o
. © X . .
The degradaﬂo@od&\cgdet%%d during Q% s01%ﬁahot01§s st@ cofducted with [phenyl-U-!*C]-
fluopicolide [KOA 7 43.3/02, M-201038-08%1] ideptified —OI%FAE C653711).
R A L I

R .
S R

— 2=
Asse@nt and conéi?si?n@ appl@nt:@ 5 § § ; ©\
The study was c@uote@\in a@rd@n@ Wit{y\SET% 1.1 @%95) and USEPA (= EPA) N, 161-3
(1982). The s@r is %onsi@d V&T\ﬁl t%@’sess e phtolytic degradation of [phenyl-U-'*C]-
fluopicolide in soil. Q° & @@’ ~ S @§
@ " @) D\©
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Data Point: KCA 7.1.1.3/04
Report Author:
Report Year: 2009
Report Title: Statement (Version 3) - The light intensity measured during the studies on th@g/ ©©
phototransformation of fluopicolide on soil surfaces and the transfer of & 03
experimental results to environmental phototransformano@alf lives @® ’~
Report No: MEF-08/185 o> L 7
Document No: M-300764-03-1 - NS
Guideline(s) followed in | not applicable &ﬁ S &) %@
study: @) @ @\ S §
Deviations from current | none <
test guideline: @Q @ [\§ é\g o é
Previous evaluation: yes, evaluated and accepted\ @ @ Q @U @
Addendum 2 to the DAR (Z008) 2 & & N
GLP/Officially not applicable & ] o @ 6\ v &
recognised testing & &) N3 R %, IS N R
facilities: © @ oy @A\% &4 b <
Acceptability/Reliability: | Yes ((}r @ Q S Q & N
The original statement M-300764-02- L%;vhlgh\was luatﬁgnd %pte@@n t ddendum § the
DAR (2008), is included in the Baseli dos&@ Th stat nt sub uen ame d in fdsponse
to a data requirement from the P @ 9. Iy he f Veﬁgon of the
statement (KCA 7.1.1.3/04, M- 3!%64 233 ) il phog é&red g %%from KCA
7.1.1.3/01, M-201037-03-1 anggKCA-/"1. 2010324 dlaggiincontmuously
with hght from an Heraeti Sunfest xeaon la p weke us ovide “€nvirgnimental photo-
transformation DTso values it digeren @Dcatl in @urope%s réquestedy the PRAPeR Expert
Meetings. However, M- 3(@764- -1 hag) perﬁded the expe 1me®l D'Rso values (reported in
the original dosser and DAR, 2605) v 5) ere de§ to thgissuing of the’FO guidance document
on degradation klne er congidered“walid. Q%M -300764-03-1 is not

onuen
vl re@g@ms the p051t10 paperis included in the dossier.

summarised in this @@sm&How oced
S (O 5 & 9 N
()) & & @ @ @

Data Point: s© [ © TIR3/05, T v &, &
Report Author®” @ S © ©
Report Yedt? 200% ~ o @ Qr
Report @: O FI coh@y Relevance ;@hot@%s 1n(§>11 degradation studies
Report No: 0 D }@Iﬁ L06/495 &
Document No: 307 [M286883-01:1°7 v
Guideline(s) follogyed in % not . v Q
study: N S &
Deviations f@f curr@\t/ CEEAAN \U N
test guidelige: D & K 9 0;@
Previousgyaluation: 2 yes @aluat@ and cepte&

@ ° ®ndum 1 to th&DARAR007)
GLROfficially N §g not@‘nduc@ un@éLP/Ofﬁcially recognised testing facilities
recdgnised testing @ @\ Q
facilities: @S & @ &
Acceptability/Reliability: & Q

The purpo ﬁsta@men@A #J.1 3 M 286182-01-1 was to assess the impact of photodegradatlon

on the sc@pdegr t10n @ate 0
Adde

37 cem Q§ n e§
th@ ¢ half: c
from t RAPeR report
03-1).

the position paper is inclu

oplcohde in field dissipation studies. The statement is summarised in
R (2@97) and was discussed, but not accepted, at the PRAPeR report of meeting

picolide. The document was superseded by the later statement addressing
ulations for latitudes 40° N and 45° N prepared in response to the requests
of meeting 62 (January 2009) on fluopicolide (KCA 7.1.1.3/04, M-300764-

onsequently M-286182-01-1 is not summarised in this dossier. However, for procedural reasons

ded in the dossier.
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CA7.1.2

Rate of degradation in soil

On overall summary of the trigger endpoint DTso values and modelling endpoint DegTso values derived
for fluopicolide and its metabolite in laboratory studies is summarised below.

S
Summary of laboratory aerobic soil DTs) values for fluopicolide and its m@e\@bolites @Q S

Trigger endpoints Modelling end;@ints \%
Compound DTso range No. No. Geometric%.lean Ar@eti&%@ean &
p (un-normalised) | datasets soils® DegTso noyinalised to | Molar Er tlol§§
(d) < 20°C&PR2@) |y o @
Fluopicolide 47.7 - 1290 22 16 O8L.6 v S- &
M-01 @ S o X ©
(AE C653711) 135.9 - 3461 26 % 18 Q 5695 é m80 (frﬂorﬁ:@ar;&t@
M-02 B DN &
(AE C657188) 0.7 4.4 7§ F & 1.6§@’ é@ \%N,:%%
M-03 7, @) R s I | &0.534-8
(AE 0608000) 0.1-62.6 % > 1@ Q@ﬁ @0.19 ©(ﬁ0@faren@
M-05 & N S
56-172.1 1 @, 9§ 252> S 0183 (f 02
(AE 1344122) C? i\ RTINS %® o L @1§9( " :
M-10 © NI § 9
3.6 — 1000 G 7 N 4 "129+from M-02)
(AE 1344123) Q cl N TS S
M-11/M-12 317245 h 2@ | S22 @ o 87.60 D] 0044 (from M-02)
M-13 133 484 B E O o7 | 0949 (from M-02)
M-14 S, o 9 . N D
(AE 1388273) 04\.@—21.7© &’ 5 § < 3ode 9.4?&0@ & 1 (from M-20)
.) @) O = S))
M-15 9 S - .
N N c
(AE 1413903) @@2.7&13@ ot & O dwas o NA
M-20 NSNS Q. & & L@ 0.021 (from M-02)
(BCS- BX16566)\©© 50 “@7 x‘\ O 6 Y §@ &L 0.559 (from M-05)
A Geometric megnfor soc@»wnh <6 @ S S
B Geometric me?for sirs withpH > K © < S) @

€ Not appljcatle as degradation ratesy{Q
formati@ctlon from fluGpicoli as s 1.0 as a condQvativeé@y
0.0016 ﬂuoplcohqe (s esn
@ AN
NN
o
It should be note@M ‘Zﬁw IN/I 1

detected in ae@blc
a lysimeter

corfditions.

dyc

laborato udies other meta
which a very ma%%

dmhﬂu

d M- @Were d@ved frpm mef@y}(?)lite dosed studies. For M-02 the overall

wed od a@

sml@wtabo ite n@ det
haveygeen conducte“@to 1m§)st1gag§the

sum

n. For M-15 a molar formation fraction of
d by inverse. elling=bfal Strheter st (KCA 7.1.3.2/08, M-687165-01-1
y y § y

-15 and M-20 are minor soil metabolites,
hsm@ﬁudle@ondl@ted W@i [2,6-pyridyl-"*C]-M-02 or in leachate from

cohc@\ While fluopicolide and M-01 degraded slowly in
to rapid rates of degradation, except for M-15
sted in parent soil degradation studies. Experiments
avmg of fluopicolide and its metabolite M-01 under field
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Summary of field DTs, values for fluopicolide and its metabolites

Compound

Trigger endpoints
DTso range
(un-normalised)

@

SFO
DTso range
(un-normalised)
@°*

No.
sites

Modelling endpoints
Geometric Mean DegT:

(normalised to 20°C &
S

@@) (@)

Fluopicolide 28 4-403 177.4-457.6

S8«

©%

133 - 344 155 - 344

M-01 (AE C653711)

12
&
5 146 €
N\

N
AN 2

A Lowest value from cropped soil site, not considered for SFO DTso r@

for FOCUS gny elhng
@

@
O@datlon in th@ﬁelc@wnh
erall geon@nc me%h D

soil was derived for fluopicolide for use in FQCUS mﬁdellh@ caleulatlox@ mcl

B Worst-case SFO DTso (un-normalised) used for PECsoil calculatio
€ Geometric mean field DegTso value (normalised to 20°C & pF2) u ;d

SN

Fluopicolide was found to have a similar rate
those observed under laboratory conditions. A

and field data.

CA7.1.21 Laboratory stu@

Aerobic degéda %
@ &
A
The aerobic degradation of Buopi ohde 1@01
one study at 25°C and onegstudy 4D 0°%@

]@prev@ls ERS

CA7.1.2.1.1

Five studies were evalpated

the behaviour of flugpicolidé’in
7.1.2.1.1/04 and 714@11/
have to be incl @r P ﬁt KCAY7.1.24.1 m\
7.1.2.1.1/05) bapth
levels of an u den
KCA 7.1, 2@@ 1/06.

In add@ studies K

%
1/0

e (un-normaliseﬂ@

/"

S

gTs dalues

Y g bat

N

@‘”\,

S Ko
1/02§KCA 7.1.2.1.1/

nt sie

C&

s@'fmla«&to
e of 182 u\« n
labégatory

@/5?
o
&

<.
=]
<
2
e
m
/Q
5
(S
§
,_..,
@,
>
@«
o
=g
2
8
\e}
O
O

Vle\&d age still c%\fmd@d as reliable to assess
@& GA 7.1EL1/0KCAT 1.
Foﬁ@’oced 1 r@ns tw@ of the prev,

03, KCA

usly submitted studies also
CA 7.1.2.1.1/04 and KCA

about the

n tk@study) is provided in document

ies are&r ovid 1n nly in Po §KCA&7 1.1.1. A statement
ed ngg or meta oh‘%(call@@ Mf@@@)lite

@ @’
1.1.2 @Q/OS aﬁ KC@ 1.2.1.1/09, time dependent sorption

studies conducted @151 [ph@?fyl U&C] l§ 1e%ﬂm0p1@§llde @prowded as new data not yet reviewed.

Finally, a report scrlb%lg th
metabolites m@oﬂ u
@ &
&7 @ Q & @
& o & TE s
o\ N
Q N A9
b @" v &@\ @ &©
QNN
@ < Q & ©@
o S o
N ©
SENCNER S
§ &
¢ & <

adation behaviour of fluopicolide and its

et Valu@?@c’)n one i i
cla r@\sond ns isgprovided (KCA 7.1.2.1.1/10).
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Report reference | Author, Year Phenyl | Pyridyl | Comment
Label Label
KCA 7.1.2.1.1/01 v v

Submitted and reviewed for first approvakgpf @
fluopicolide, 2005. Considered Vahd an Q&
acceptable. o

KCA 7.1.2.1.1/02
M-241051-01-1

Submitted and rev1 ed for first a, fy@ova @
fluopicolide, 20030Considered Val

acceptable. @ 5

KCA 7.1.2.1.1/03
M-241053-01-1

| fluopicol id@2005. Consm@red v@ and

Submitted apdteviewed fo ‘st a;fpgoval @

acceptabes @ é
KCA 7.1.2.1.1/04 Sub d and review&d for ﬁr\‘éap@al ofg)
M-241049-01-1 fluopi lid?)OS nsidgted Vahd and &

aglsptable: ary proyided T

@ 7T 1/& ddi %al s&@%ﬁaryt’\g

\prov A@% 3.2/02

KCA 7.1.2.1.1/05 Sub@lttegﬁé rev wed fc@irst rov
M-201230-02-1 fyopic 200%) Considered va

SP7LEY02. O

%ccept@ e. S@na@wd nde§

KCA 7.1.2.1.1/06
M-685745-01-1

data@)t e 1ew

KCA 7.1.2.1.1/07
M-555570-01-1

\éNew ta not yet rev@ved ditional
summary, F@vlde@’mderK A 7.1.3.2/03

KCA 7.1.2.1.1/08
M-550687-01-1

New dabfiiot eviewed. Additional
Sytimmary prowiged upder KCA 7.1.3.2/04

KCA 7.1.2.1.1/09
M-655056-01-1

Ne@%ata 8ot yet re«\é%ved Additional
summary §lovidethunder KCA 7.1.3.2/05

KCA 7.1.2.1.1/1 ew déta n reviewed.
M-685680-01- Lg} b o@@ e
S S %@

@Qj Q@ N
A ) \©
S 3
N <
@ S
@
©@
&
\‘?\7 §
@%
S
&§ Q
& &
L e
N @@@ ©
&
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Data Point: KCA 7.1.2.1.1/01
Report Author:
Report Year: 2003
Report Title: The route and rate of degradation of [2,6-14C-pyridinyl] and [U-14C- benzoy@E ©©
638206 in two soils under laboratory aerobic conditions at 25 degrees C 2\ 03
Report No: B004074 O @2 A
Document No: M-241052-01-1 o L 7
Guideline(s) followed in | USEPA (=EPA): Sec. N 162-1 N
study: © ( ) % § § &
Deviations from current | Yes. According to OECD 307 soil#boratory studées should not n@}ma]i{%xcee
test guideline: 120 days. The soils were 1ncubat% under aeroondltlons for369 &
required by US EPA guldeImQ at the time théStudy was com\igucted gﬁgl bil} ass,, Q)
samples are low compared td&hitial measuggx%qents . (@ Q)
Previous evaluation: es, evaluated and accepteg; @) N
DAR (2005) S QT © o 9
GLP/Officially Yes, conducted undeg@LP/Oﬁj&ally@cognmd tes@g fac@@ ~ N
recognised testing S) é*ﬁ @% @@ ] & % .
facilities: @Z\% o K ~ O & A
Acceptability/Reliability: | Yes RS Y S 0O §
. S )
& &\ %@ "\& v\g© @} @9@ SRS
Executive Summary & S w\?
The route and rate of degradat n of @)plc m@a‘[ n tV\@Qm om the USA under
laboratory aerobic cond1t10n3\®r up‘te 6 ays I@ényl el d ﬂuop 011d r [2,6-pyridyl-

14C] labelled fluopicolide was ap &ged to@oil satuples gf an aﬁphcatign rate@ﬁqul\% ent to 400 g /ha.
Lamberton soil was clagstied as clayNioam and Plkevﬂlegs%l asc@ a*loamy-sand according to

USDA classification. Soil'sam re 1nc @‘he d@ af a moisttire coptent equivalent to 75%
of /3 bar under aerobigeondi cheimcal payity was > 99% Tor both radiolabelled
9
@

test items. The sp %tlv1tle§er3 a q/@g for [Qlenyl.% 14C]- and [2,6-pyridyl-
14C] labelled fluopseolid eSp@Q 61}’% \ \© SN

Samples wer &en xtr tlon s imm Hedia y aft@reatm%ht (day 0) and after 14, 31, 60,
94,116, 188, 273, 69@ays of 1ncuba%0n .S6il santples wéve exhistively extracted with up to four
successwe @(tractlons 1th ace&%)ltrll ate@ ) at@mbierptemperature followed by a Soxhlet
extractj usmg acefp 1tr11 trated soi thr ofs we@ analysed by reverse phase high
performance hquldo% ma@ apl@/ (HP) Re@ ults from H&LC characterization were confirmed by
mass spectrometr@

Mass balances in the be so&nge@%ﬁom@% 3?@@ 97.6% of the applied radioactivity (mean
92.5% AR) -U-14 -fl og%olide and 84.8% t0 96.1% AR (mean 89.8%
AR) for samples treated [ pyrl 14C @ﬁuop ide. Mass balances in the Pikeville soil ranged
from S@to 98. 3% r sargples treated with [phenyl-U- 1C]-fluopicolide and
78.5% 16:98.0% AR mean 9 % AR) f0 mpl@\treated with [2,6-pyridyl-'*C]-fluopicolide. The low

recoveries in mass:balan ould@ot b attribigged to a single factor such as dosing errors, extraction
losses, volatile losses or sor@n to laB equipment.

The majorltyQ@th %gdlo %nw@% ex‘@ctable in both soils. Radioactivity in soil extracts from
Lamberton de&@ edftom 94% and@4.8% AR at DAT 0 to 84.1 and 62.1% AR at DAT 369 in the
phenyl ami yrl lab ples @spectwely Radioactivity in soil extracts from Pikeville soil
decrea @8.1 an 7 o AR at DAT 0 to 70.3 and 64.3% AR at DAT 369 in the phenyl and

pyrldggabel r@@s res ectlvely
@

S
©®
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Non-extractable soil residues increased concurrently with the decrease in extractable radioactivity in
both soils. In Lamberton soil at DAT 369, non-extractable residues reached a maximum of 23% in the
pyridyl treatment, compared to 5% AR in the phenyl treatment at the same timepoint suggesting,the
formation of soil residues from the pyridine ring. Similar differences were observed in Pikevillgssoil

o

where non-extractable residues reached a maximum of 19% AR in the pyr1dy§creatment (D@ 188507

compared to 11% AR in the phenyl treatment at the same timepoint. & @@
Mineralization to carbon dioxide was a minor pathway, demonstrated by the 10@ amount ofxadiogs V1ty
recovered in the ethanolamine volatile traps for both labels (max1m® of 1.6% o@apph l\kﬂ

significant levels of organic volatiles were observed.

After 369 days incubation at 25 °C in Lamberton soil, ﬂuopi@de degra @to % the@

radioactivity applied in the phenyl label and 45.3% @ in the pyddyl label. In & eV11 er t
same time period, fluopicolide degraded to 49. Z&'" the radioacti ty ﬁ@phe th henyl

53.5% AR in the pyridyl label. A re-evaluation §the degrad n ki acc ance F S
guidance document on degradation kinetics (2014), @ulte@n b %t u@ 50 values of

358 days in Lamberton soil and 424.9 days i 1k% € SOk @ @ @ & .

@
The primary metabolic pathway for ﬂuongﬁ%hde%g soil was pr@%ed be t @ormatlon of ‘@ém ve

addition product M-03 (AE 0608000).followed by dpavage fo fo@a 0l (AECCH537L1) and and
(AE C657188). @Q (iig & @ @ § N
M-03 was observed in both radigfabelledreatments_in both ils, chn@% magx un’f\%‘ 7.8% in
Lamberton soil in the pyridyl labelledosampfes ( 1 @bef de§ &6 O‘V\by the next
timepoint and to 3.3% AR bygtlie ﬁtéﬁi oint. K01 wg als%y@bserve in both sofls in the phenyl
samples, increasing steadily'te a ximu@ £402% A&m Lamgbe Soil angl 19.3% AR in Pikeville
soil by the end of the studg (DAD369)M-0 s observed ata nﬁ@lm f4,7% AR (DAT 94) in
Lamberton soil and 3.3% A (DAT 69) %&ﬂle QA Inv?\fddltmn, minor unidentified
metabolites were detgeted i G@idyl {Rate @011 ex act nly %Metabg B was observed at
maximum of 5.3% AR, exceedin A) at t1 oint ly i Lambe@)n sofkon DAT 273. Metabolite
C was reported tﬁ Smaxi AR OI@AT and declined very slightly to 5.2% AR
by DAT 369 in Lambeiton soik, Thi metab%i e ha@’been :g&res @ed in a statement (See KCA
7.1.2.1.1/06, WQSS -01-®)and 1@vas d%vthe région fied as Metabolite C did not contain
a single me(%lbohte &> 59%-AR. %etab 1te D ceed %0 A&?ln either soil.

N RS
A & § & Q@ Q@\&

S N
5 & & & .~ o
@ @Q@Qo@@?©\o§ @§
A N
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& N @ y Y
& SRR &@@\
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I. Materials and Methods
A. Materials

1. Test Items @ @b

[Phenyl-U-'*C]-fluopicolide S @® Q@j
FsC_~_C & Q& N
\(I/ 2 IRC
N @x é} @\\ @6 @
O af Y SR
§ Denotes p%@tion of [14C@<&di?@lapel &© N @© &@
Specific Activity: 5.33 MB@Hie NI R S
Radiochemical Purity: lOO%ean IQ—IPk@and @EC a yses)Q6 . %
v O &y T«

[2,6-Pyridyl-'*C]-fluopicolide

<\ .
%o@j\@ Q% < © @7 @§
e, @ S °

&
@@ \© &\
S & o
o> T
o\ Lo R
AS \@@ \QQ
> &
N
5 o &L
o O &P
< .
9 © SN
2} >
& g Q
N % @@ N
@° &
& s N
EIE s
{x’ O @ o
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2. Test Soil

The study was performed using one test soil as characterized in Table 7.1.2.1.1- 1.

Table 7.1.2.1.1- 1: Physico-chemical properties of test soil & @
S
Parameter Soil @@ &@ ©)
Soil Designation Lamberton (o Pikeville <
. . ] X
Ge(.)graphlc Location %% . Q K2 %@@
City (@amberton & Plkgﬁle \\ Q
N @ . @
Country nnesota, USA North @ohn&@SAA@
Batch Number @ EF S—92&U é\EF S-9Q \)@ é&
Textural Classification (USDA) Sandy clayﬁ%am 2 @Loa 6.\ sand ~ &
Sand [50 - 2000 um] (%) & a \@ A6 o @
Silt [2 — 50 um] (%) S NN VIS w 8 >
. Q @ o 6@% Qp Ry %
Clay [<2 pm] (%) . O 80 © & o e
@
it BN s S . §,@
in F,0 (1:1) o O |e . 39S N S 63§
in CaCly (1:1) L & & sy o & o
Organic Matter (%) (6& ‘o S Q& @\J @w &.8 W\/
Organic Carbon (%) * e 9 %g?) @Q @@5 &U E@ @w 1.6

Cation Exchange Capacit§Qmeq/160 g ‘& S 24.6@% < © @
O\ =

Water Holding Capacity (%) (& © @& Gog S , 9 &
maximum \% @Q § & 7.1 %o ®\ X 355
aliobar o & o O 3D ST Q' 168
at 1/3 bar TS e o 309 O | 1.5

&« § X
at 15bar Q- Q @%.3 S ) 42

Moisture S;\\@ntentguring I'ﬁeubae'\{)n (%) V23 1Y 5 8.6

Bulk Detsity (diSturbed @/em)© « 7 o O @ 139

Soil Mjcrobial I§)10mass (ugf\ﬁr@@brobla%c /g @1) v @ é,(;\?

@%1 (DAT 0) S’ SR SEIS 85.4

nal (DAT 3@@ @ L0 \@ s 30.5

* Calculated b Vldlng%rg ieSatter” egntent @72 @
> D & O
@ @ .0 & O @

B. Study DéSign  © 9 @\\ Q\ & @@
1. Experi %ntal Con@jmnsQQ @’j? @@ R
Tests were perform@%m \W4 thr .oh s msoc\ sisting of glass flasks each containing 50 g soil and

a&E%d to an ethyﬁ%’ne %§ 1 ter to céllect gfganic volatiles followed by an ethanolamine (or sodium

ect cagh H‘!

hydrox1de) trap tqQ coll Hoh digyide. Humidified air was passed through the samples. Soil was
adjusted to 75(4(’ t%ealB wat%@holdlg capacity which was maintained throughout the course of

the stud @
esuy@y& ©

The tests@ere @ﬁf & at %ncentratlon of approximately 0.41 mg/kg dry weight of soil. The test
concepi%tl was b%d On@eld rate of 400 g a.s./ha. The test items [phenyl-U-'*C]- or [2,6-pyridyl-
1C] &uom@e, ol\ge?ﬁvin acetonitrile (406 and 460 uL, respectively), were applied drop wise onto
th€ 891l sprface. So es were adjusted to a moisture content equivalent to 75% of '3 bar, at least
two daig?;r to application. The samples were incubated at 25 £+ 1 °C under aerobic conditions in the
dark for’369 days.
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2. Sampling

Single samples each were removed for analysis after 0, 14, 31, 60, 94, 116, 188, 273, and 369 days oof
incubation. Untreated samples were analysed for biomass at the beginning and end of the experir@t. @@

N S
. & &> ¢

3. Analytical Procedures @ & 'S

Soil samples were extracted up to four times successively with acetonitrﬂ% ater (4/1, at a@nen

temperature followed by a Soxhlet extraction with acetonigrile. Radioactivity in extracts%/as d% l@
by liquid scintillation counting (LSC). Soil extracts w concentrat@and analys by@? C with
radiodetection. Degradation products were identified by comparlsoné@the retentlo@tlmes® refgtence &
standards. Selected extracts were analysed by LC/M S for con f gnation of the@ jor p@ks @mﬁ
by HPLC. A peak of 300 dpm, corresponding to 0.93ig ﬂuoplcoh wa@jéadll@%deterned bythe Tég
and HPLC quantitation methods used. @ o \

D %

Volatile radioactivity in volatile traps was de@smm@; L&@ g\f @% @@ N

@ <
Following homogenisation, non- extractal% residuds (l‘éﬁ) i@extrac@d seils we@ de@ne@by
combustion. & \\ \\ [} <YL Q" s §
@ N 08 OO S &

o A .
4. Determination of degradatwn‘qnetlc@ S w\’ \ §

The degradation kinetics deter@ned “the r&rt were co@cte ©r10r to the.iSu o?the FOCUS
guidance document on degradation I&netu@nd aré%o lofiger capside Valld§)T5(§ld DTy values
for the degradation of ﬂuofﬁ%ohdngs M-Qfsand ¥-03 have beén re-galculatéd from the reported data
following the recommend&ions §?the £BCU orl&group using h soﬁt@re KanGUI (version 2.1).
For fluopicolide, as the\deg ation_was @§ ed g two radiotabelpositions, and similar
behaviour was obse for ggeh, thes rad10 abe ve Been co@lder ,as t%&replicates and included
together in a sing ‘§t1 sation. 1 d -r~ s are%row@?ﬂ in @ocume KCA 7.1.2.1.1/10 (M-685680-

01-1). A brief th chof ded &
01-1). A brief su eapproa or {Qgger%l 01@15 pr@q eow

To derive tri en 1nts can 1n1®1 cq@nso&%&ras rfor@ for edch soil between the SFO and
FOMC fits fo ﬂu@lcohﬁ@ For the Lambertg@ SO he SEO &el provided the best fit to the
ﬂuoplcohd@remdues wsggh the % rr‘V 1ue th@Plkev@Ve soil, the FOMC model provided
a bette ﬁk than the S to t ﬂuoplcoht§esm]@§ r@the DFOP model was therefore also
fitted. JSS”OP was s&lgcted as the ynost a@oprfa{,e mgélel forguoplcohde with the best visual fit and
lowest x> ert% va \ @

Metabolite orr@f/l‘jsatl %WE)® erf@@led mlng *c\bes@ model for the applied compound and the
SFO model foy"metabplite

\ N >
LT F KR
@7 °\@ Q II §ult@d Discussion
Ta v @
A. Data S N Q ©©
The distributio@and charac 'saﬁof r@oactlvity for the test soils incubated at 25 °C following
application @phen U-"€F an ,6-@rr1 yl-“C]-fluopicolide are summarized in Table 7.1.2.1.1- 2
o Table 7K 113 & o ©
SN N
$ g8
% § SN
O N
o
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Table 7.1.2.1.1- 2: Degradation of [phenyl-U-'*C]-fluopicolide at 25 °C in Lamberton soil under
aerobic conditions [% AR]

Incubation time (DAT) @ @
Compound
P 0 14 31 60 94 116 188 273 KN\369 §

Fluopicolide 944 | 850 | 823 858 | 653 | 69.4 ;B4 63.9@ J40.@
M-01 (AE C653711) nd | 04 | nd | 35 | 111 | 1819 206 | 253 [ 402
M-03 (AE 0608000) nd nd nd | 45 | 65 | 43 | 45 |@3 31 P

Ambient extract 89.9 75.7 69.6 ’@3 70.1 o§75.6 71.5 74;{ 66ﬁ§ @

Soxhlet extract 45 | 97 | 127 | to5 | 1286162 | 18®°| 206 | 181 |
Total extractable radioactivity * | 94.4 | 854 | 82.3¢} 93.8 | 829 | 91.8 [ @93 | 5.1 |OB4.1 %
Non-extractable radioactivity | 0.6 | 14 | 48| 29 | 65 |9l 42 23 4@3\
14C-Carbon dioxide including Y% NN N\ 7
Bt mo| 00 ¢ 00 g 01 000 [Q\g@’ 02 [« 02
Total radioactivity 950 | 868 | 863 | 968 | £04 | @68 |45 97.65) 894 -
n.a.: not analysed, n.d.: not detected, DAT: days a@?streat@ent \ 6 % & S ©
All values expressed as percentage of total app "égl radgohbel S S & %, §
A The total extractable radioactivity was calc & (& Ui of a@g ient a@%oxl&ﬁ xtragsw N Q
B Other volatile radioactivity was < 0.05 % £ ‘x t ali@mepon@ % @7 § § @ &

S %

9 Q ©©
Table 7.1.2.1.1- 3: Degradaof [é%—p rl?j yl-14@}- ﬂugg@coh@t 25 Q in ml@ston soil under
aerobic &ndl%)ns % ] & @ & e © ©

Q\VJ X @ & Incybation e (D?@’) A
Compound S)
$0 ¢ 140] 3| .69 So4 | 116, Qiss | 273 | 369
Fluopicolide o 89” | 6 Ko [8813 J 692 @ 68.0\[ 634 | 546 | 453
M-02 (AE C657188) o |« i . 'nd nd 9 ndy] 4@ | 4@ [ 34 | 30 | 26
M-03 (AE 0608060) &) nde | ng>| om0 | 4% O3 w38 | 60 | 39 | 33
Metabolite B O o5 (P nd” | W [ @nd [ohd ¢ nd @ nd nd | 53 | 23
Metabolite € Rd fnd B nd P ondg | n@ | nd nd 55 5.2
MetabofifeD o & ndq] nd | o |cnd O | nd | na | 48 | 23
Ambientextradt, o> | 89 | @8 [v08 o 669 {ved1 | 665 | s40 | 554 | 479
Soxhlet exgsa}t Q09 {108, P02 198 | 136 | 136 | 194 | 217 | 142
Total extractable radiogétivity B 84.8,] 826 | 880 | @&l | 777 | 801 | 734 | 770 | 621
Non-extractabiip radio@étivigj@v &@053 A0 @éx.z @§ 5.1 10.5 14.8 22.6 18.8 22.6
” ——— 1
¢ Caf‘;@“’gﬂde md‘%mg N ha @%: 0.0a[ 08 | 01 00 | 00 | 00 | 02 | o1
other vojaitles {Q @
Totalradioactivity O 856 @6) 2 | 913 | 882 | 949 | 960 | 961 | 848

n.a. ot analysed, n.d.: not d ted, @T day%er t@ ment

All values express as percentage ied radjolabel

A The region un ie Metal ot co@m a single metabolite at > 5% AR. See statement KCA 7.1.2.1.1/06,
574581-

1 foﬁﬁﬂrt herglgtails.
The total ctablNadloa ity w%calcu @u as sum of ambient and Soxhlet extracts.
€ Other vo e ra ct1v1t}@/as < l\')- % AR at all timepoints
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Table 7.1.2.1.1- 4: Degradation of [phenyl-U-'*C]-fluopicolide at 25 °C in Pikeville soil under
aerobic conditions [% AR]

Compound Incubation time (DAT) @ @@
0 14 31 60 94 | 116 | 188 | 273 [N369 @
Fluopicolide 976 | 911 | 817 | 803 | e86 | 686 (0185 | 573 498,
M-01 (AE C653711) nd 47 | 143 | 125 | 205 | 2059 45 | 186 | -093
M-03 (AE 0608000) nd | nd | nd | 14 | nd | m | 12 [QB8 prl6 P
Ambient extract 97.6 83.5 80.3 @ 67.7 (%67.7 57.6 60.9 47@$ @

Soxhlet extract 05 | 123 157§ 319 | 2149 230 | 29@7| 189 | 283 S
——

Total extractable radioactivity * | 981 | 958 | 960gf 942 | 81| 907 x@\ﬁ W8 10703

Non-extractable radioactivity o1 | 07 | agd| 31 | 6% [9d9 108 64 | 138

14C-Carbon dioxide including Y%

. SEPRAN N
other volatiles B na 08 0.1 0%) 02 O&K’ Q%@ @) UL LN
95 | 488 @% 7 %80, s6.65h 838

)

Total radioactivity 98.2 973 983
n.a.: not analysed, n.d.: not detected, DAT: days &Q?Btreatagekﬁt \ 6 % & S ©
All values expressed as percentage of total app "éd rad;ohbel S S & §

A The total extractable radioactivity was calcyk

g Ui of a@g ient a@%oxl&ﬁ@xna fso @
B Other volatile radioactivity was < 0.05 % £ ‘x t ali@mepon@ @7 S @
& ”\a @ N
@ N

Table 7.1.2.1.1- 5: Degrada & of {é\G -p r@yl @ﬂcol@ at ZSQC I%Plkéllle soil under

aerobic &ndl%)ns % ] & %\\ G %
Q\VJ X @ & Incq@tlon time (D?@’) A
Compound 3 60 Qiss | 273 | 369
0 ¢ 10| |, to4 | 1l6,

Fluopicolide @ 7] 9&¥ | sl | &4 2813 | 55 67| 742 | 583 | 535
M-02 (AEC657188) o [ fond<| 119 ndo] 1§ | 1@ | nd | 26 | 32
M-03 (AE 0608060) &) nde | nds| nt [ 05 [ Q@3 [s0s | 05 | 20 | 28
Metabolite B O o5 P nd” | W [@d johd §'nd @ 27 | nd | 33 | 08
Metabolite & Ad 5nd & nd P ondg | n@ | nd nd nd nd
MetabofifeD o & ndq] 28 | 3|35 |od | nd | nd | 22 | 40

Ambient extrgdt, o> | %68 | &5 [[6.1  64.8.0>592 | 544 | 521 | 516 | 435

Soxhlet expradt Q0 {98, P12.6Y 21, | 191 | 206 | 233 | 17.8 | 208
Total extractable radiogétvity AP 97.8.] 923 | 889 | 858 | 783 | 750 | 754 | 694 | 643
Non-extractabl radicketivi®O | 02 | 33 [27.6 §,100 | 122 | 162 | 193 | 89 | 167
14C- Carl;@ioxide including §>na £20.3 @) 1@} 16 | 02 | 04 | 00 | 02 | 02
other volafles B 9 QD @
Total,radioactivity S NIESES \b# 3 [ 974 [ 907 | 916 [ 947 | 785 | 812

n.a. ot analysed, n.d.: not d@ted, SAT: day%er t@ ment

All values express@{as percentage ef'to ﬁgled radjolabel
AThe total extragta as catelrlated &um of ambient and Soxhlet extracts.

e radjoactivi
B Other volati @dloa@&w y W 0.05 FAR aggll timepoints
Q & 9
& &S
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B. Material Balance

Mass balances in the Lamberton soil ranged from 86.3% to 97.6% of the applied radioactivity (megn
92.5% AR) for samples treated with [phenyl-U-!*C]-fluopicolide and 84.8% to 96.1% AR (mean @8% S
AR) for samples treated with [2,6-pyridyl-'*C]-fluopicolide. N §

Mass balances in the Pikeville soil ranged from 83.3% to 98.3% AR (mean 84.5% AR) f%@%m
treated with [phenyl-U-'*C]-fluopicolide and 78.5% to 98.0% AR (mean 91.7% AR) for samples t& ed
with [2,6-pyridyl-'“C]-fluopicolide. Q § @Q &

The low recoveries in mass balance could not be attrib®d to a smgégégactor such%s do&ﬁg err @
extraction losses, volatile losses or adsorption to laborat% equlpmerQ @ @ y\g
S y Q& o0

%@ Q& . &© O @
C. Extractable and Non-Extractable Res1due%‘i' N @@9 Q \& % @}
The majority of the radioactivity was extracta‘%e) in b@%oﬂ or sample O@Li§rton§oﬂ ineybated
with [phenyl-U-'*C]-fluopicolide, total extraétable é@loac eas 4% AR at RAT 0 to
84.1% AR by DAT 369. For Lambertor\ soil @cuba w1t@ [2, 6-pyri é”C] @opl é%i
extractable radioactivity decreased fror&% S‘QXR @J{\DAT@ to a %gmm@l of QﬁZ 1% A at§
days. @ S

N
Radioactivity in the combined soil @%C@%f Plkgﬁle &Qj 1n [p§ L@C] ﬁé@oplcohde
decreased from 98.1% at Day 0 t 3‘%;& DAT 369 d fr at 0 t@ G4, 30/% DAT 369

in samples incubated with [2 6-@yr1dyv]§ﬁ pic (%f e @ S

Non-extractable soil res1due&,1n ased c urr ntly Wltli\he Q@éreas@m e actabl@radloactlwty in
both soils. In Lamberton sgjl, at J&T 369, no @(tracta@ie res1dues%®ch maxdnum of 22.6% AR
in the pyridyl treatment, eompa%i to 4. @A) thesphen, @r%atm\%t at¢he sa m&imepomt suggesting
the formation of soil regjdues froin thépyridife ringySimijlar dif] nees were.t o@rved in Pikeville soil
where non-extractabl® resid{iés e@ied a@naxi 3% indhe pymiyl treatment (DAT 188)
compared to 10.8%n th@ghen&@eat Nonit a{he sa@ me&nt g @

D. Volatile Raéﬁact@ty \ @ @ §

The presence@ CG@m thee Q‘l amme%ap reg@he ’s\ axm@m @6% AR only in the pyridyl label
treatment\@ Pikeville soil ats:Q T @ othe intetwals, t@" recovery of radioactivity in the
ethano@ne traps minimal, gardless o‘§011 %ab@ Volatilization of fluopicolide and
metabolites was not¢onsidered towbe a di atlmpatrgay u %kr aerobic conditions in soil as indicated

by the lack of rad@:ﬂg&eﬁd (=4, 5%@1?) ingjie e ne glycol traps during the study.
9 .
Q @ @ \ @
E. Degrada?@n of ﬁﬁre P %nd O\

In Lam@n soil trea@d w1t e p@:yl ﬂ&gplcohde declined to 40.4% AR after 369 days of
incubation at 25°C yjder aero brc c&ndltlo&s n ~@ ame soil, treated with the pyridyl label, fluopicolide
declined to 45.3% AR ovefthe safe tl@ > Oxidative cleavage of fluopicolide to form M-01 (AE
C65371 1) and M-02 (A 65@8) was congitlered the major degradation pathway. Prior to cleavage,
formation of arZddition pro 1\@ (A§608000) reached maximum levels of 6.5% and 7.8% and
6.5% in thegphe (D 94) xand pyridyl (DAT 116) labels, respectively before declining to
approxim 3%.in beth labgls at<§tudy termination. Other metabolites occurred in the pyridyl
treatmen@pnly, melyMetghelites B to D, however no single metabolite exceeded 6% of applied.
Metah%@ @ %ere olgserved at maxima of 5.3 and 4.8%, respectively, after 273 days incubation
befork decliggng t o at the end of the incubation period (369 days). Metabolite C was observed at a
um%f 5. S%aft 73 days incubation before declining slightly to 5.2% by DAT 369. This
metab has been further investigated in a statement (See KCA 7.1.2.1.1/06, M-685745-01-1) and it
was coiicluded the region quantified as Metabolite C did not contain a single metabolite at > 5% AR. It
was only detected at these two timepoints throughout the incubation period in Lamberton soil by which
point the soil biomass had declined by 70% of the initial level. Levels of M-02 reached a maximum of
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4.7% at DAT 94 before declining to 2.6% at termination. Levels of M-01 increased steadily to 40.2%
by DAT 369.

In the Pikeville soil treated with the phenyl label fluopicolide declined to 49.3% of the a@éd S

radioactivity after 369 days incubation. In the pyridyl treatment fluopicolide declined to 53.5% ayer th

same time period. M-03 reached maximum levels of 1.8% (DAT 273) and @% (DAT 3@ e
phenyl and pyridyl labels, respectively. Metabolites B and D were observegqj the pyrldyi\treat
only, at maximum levels of 3.3% (DAT 273) and 4.0% (DAT 369), respectively. Metabolite not
observed in Pikeville soil. Levels of M-02 reached a maximum of 3. 2%@)AT 369 L@vels %1
increased steadily to 19.3% AR at study termination.

The potential leaching risk of pyridyl ring metabohtes een addre
with [2,6-pyridyl-'*C]-labelled fluopicolide (see K 1 4.2/01,

04 -21§@)6 0%
D).

On the basis of the chromatographic and mass spgt'r’ome,trlc @Stl ons tl@ presgice oﬁ@uop E(ghde
M-01 and M-02 were confirmed and Metab -03 The prl}lary route of
degradation in soil was assumed to be via the add ct ]@3 be@re 0x1@t1 @to form
two products, M-01 (2,6-dichlorobenzamide} AR ( 188). Assoetation@ith
soil or soil constituents to form non-ext t§%s1du@o uQ dw@»both%@ 101@ls Non-extiaetable

soil residues were higher in the respe yl1 lled@@atmeam cor@?ﬁre § §Hﬂ trédtments
atri

suggesting that M-02 degrades to cg@pon s that are asspmat&@ I@% 801@ %@)
S

& O O O S
¢ 7 & § & @ ° @© &
F. Degradation Kinetics § ~ @ S

Fluopicolide degraded sloggly in & Lar@erto ndy @y loam an@l fy sand soils under
non-sterile conditions. Ts Lal%l?erton il rte st@alues%ere § 270 days (mean =

276 days) for the phenyl- andPyrid label@ res vil s011 T d DTs values were
323 and 336 days (mgan =3 gﬁf@or the phe an yr1d 1- abe@ respéctlvely The experimental
data has been restyvalu ace fo the FOC$ ocum@t on degradation kinetics
(FOCUS, 2014)@? the soft&g}re mGUI&%em in2.1). fall d &§d e evaluation are provided in
the summa @ 7.62.1.1/ Tk{?@esumng b@t -fit so values for trigger endpoints are
summarised below @ Tablev7.1. @21 1- 6, Best fit me és are hi hhgg@d in bold.

Table 7@ 1.1- 6: De@dat&@ rat@ ﬂuopncoh@e und@@aerl@c?condltlons at 25 °C (DTso values

ofiriggéPendpoints)®
\i) ge¢ p )@ .
. neti P@{?;meterf@ 2, Yo- @ob Lower |Upper | DTso | DTy
Soil m0 (ppkl, ey §or o>t CI CI | [days] | [days]
Bt s W 1. @)
Lambert SFO 188.71 k0®1936@ 4255 <2e-16 | 0.001752 | 0.002 | 358 | 1189.4
ambe S @
75 nr. | -4007 | 7513
All .
an@c) FOMG | 8 83;& A | nr | Dasy | doas | 4052|2719
SFO  [9).14 {k 0.00673 /4. 5.64 |6.52E-09| 0.00129 | 0.002 | 4144 | 13765
N W o | a02
0024170 nr. | 008526 | 0.398
Pikeville, ¥ OMC 927@ g | 10 ar | 211a | 1086 | 7208 | 710000
Allan (200@ § K1 092302 0.00565 | 0.006936 | 0.039
N ﬁopc 6.55.| k2601131 | 1.97 |6.56E-06|0.0007505| 0.002 | 424.9 | 1847.5
@ | g0.1914 nr. 0.11 | 0.273
Bestﬁ %del @ghteﬂ%ﬂ bold@
QQ &’ £y

©®

@

ina 1ys1mc@ér stu@ cor@tted S
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A graphical representation of the final kinetic fit is shown below.

Table 7.1.2.1.1- 7: Degradation of fluopicolide under aerobic conditions at 25 °C (best-fit DT,
values for trigger endpoints)

Soil N (o
Model Modelled vs observed @duals @® @
Reference (08 S <
100 15 W § @© ?@
§ 22 o C &@\9 \ o o\ %
i v | " @ & S O
g © ’ o 0 L @ § N
Lamberton g < RS Q N
SFO % g %@ 3 z ’ &@y — < (o)
Allan (2003c) 2w & N8 68 o
2 0, XY > \@ ’ @Q \© %@ @@
2 %° 6@\9} " {% @Q?D (r\b S
Time v% K & @ @Timem @% < °
120 Nﬁ\ Cd 6 5 = § @ @
, N JY 5
M S LS Fe F
E 20 o % 0 o
Pikeville g 5 Q© & %g@ oy D §» W2
DFOP : S RS SRS
Allan (2003c¢) s @ %@ @ «§ @S% ? §O ©® ©© LN °
EISREES $1.8°e0,° S
e e S | Nl 2
o\ @me § @& @ N 0% $ ZOOe 300 400
) © © S
& & &7 o . lugiﬁ?m o & Q\&D

Fluopicolide slowl§degrdded Ln@ml;@%n and Pikegjlle spifd under aerapjc conditions at 25°C. Less
than 2% AR wag fetected in th@\eth nolami&%trap Stndicating ﬁslo Matineralization of fluopicolide
to COa. Orga@vol s Wetg not éect&c@h ei%s@r of the tre@ soils regardless of label position.

The primar@@metab(@ijc pa?ﬁ’wa &as p@?ose be thg'fo ation an oxidative addition product M-
03, follgyed by cleava@o formrM-Q¢nd M-02. Mx03 wasobseryed at a maximum of 7.8% AR before
declinifigto 3.3% AR®y the Enal timepoi@;,%M;O Qiwas Sbservedin the phenyl samples only reaching a
maximum of 40.2@@R bgﬁhe @ of t\l@ stu%gjg,\M—%& was ebserved in the pyridyl samples only at a

maximum of 4.7@R. % @ @7@% N S

Levels of non@xtrac r@ue(}s Were h@er it@%nerz@g the pyridyl labelled treatments suggesting
that M-02 aifd othe@deg tes@%m t pyr@l ringyare closely associated with the soil matrix. A
number oﬁglinor unidentified mgtabolites wef@det ¢#d from the pyridyl treatments in both soils, none
of whic diVidually\g@cee 6% AR, It@as c&z%luded that these metabolites accumulated to these
levels because the n@rob@bviaby of, so{@ad declined significantly on ageing for 273 and 369
daﬁ%nd were unlikely &’ form at s@mﬁ@ levels in the environment (see KCA 7.1.2.1.1/06,

2020; M-68STASL01-8), <,

A re-evaE@- of%% ﬁadaﬁg)@n ki@ethcs in accordance with FOCUS guidance document on

degradationm\kinetics' (201, resulted gyt best-fit un-normalised DTso value of 358 and 424.9 days for
Lambertan and @evill@soﬂb%spectively.

o8 S O
) -
&gssr@t and g’ncl&n by applicant:

The y was conducted in accordance with USEPA (= EPA) N, 162-1 (1982). The study is
considered valid to assess the aerobic degradation of [phenyl-U-'*C] and [2,6-pyridyl-'*C]-
fluopicolide in soil.
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Data Point: KCA 7.1.2.1.1/02
Report Author:

Report Year: 2003
Report Title: The kinetics of degradation of [2,6-14C-pyridinyl] and [U-14C-benzoyl]-AE @5/
C638206 in a U.S. loam under laboratory aerobic conditions at 20 degrees & o3
Report No: B004073 O @\@ A
Document No: M-241051-01-1 o L 7
Guideline(s) followed in | EU (=EEC): 95/36/EC of July 1995 N
study: © ( ) ! % . § § &
Deviations from current none & ) Q&
test guideline: V@ @@ @é\g Q\ @
Previous evaluation: yes, evaluated and accepted < Q) 2y Q\y S
DAR (2005) @ S O S &
r(’}elégé(r?igt;(clltaélsytfmg Yes, conducted under Q?O" fficially rg)gﬁfetmg @111‘[16@ % @}
o5 RN A N SN\ SN
facilities: G RS RS %
Acceptability/Reliability: | Yes S Y @ N > SO @ <

@j Q N @ ) &
> \\ \\ S %% § @ §@
Executive Summary "\ @ & \ %

g\? &

The rate of degradation of fluopi @Qd in e@uga@ in a@U 011 1§ l@éra‘[(f@' aerobic
conditions for up to 120 days. Q& 1 U 14 1ab@led %ﬁ»plc ) @[52 6—@@1\&6 -labelled
fluopicolide was applied to sm@ampk@ at angppliciion rate’ e lent@ 400@/ha, Lamberton soil
was classified as a loam soil a¥cording:to L@A cla ﬁcaﬁon S mpjes were Incu §q\ted in the dark,
at a moisture content equivalent t&pF 2 GQnde @ robl@ondlt%ns O °C. %he radiochemical purity
was > 99 % for both radiéfbelled test digms. Q) s&emﬁc ctivitieg ere@ 33 g 5.88 MBg/mg for
[phenyl-U-'*C]- and [224\9 6-pyr@}, 14Cé)label *Ts olidg esp&:tlvely

Samples were take extr@mn@d andysis @edl }y afte@ trea@ent (&ay 0) and after 14, 28, 42,
56, 77, 98 and 1 day fi ne atl&7r§ Soil sam @ xh@sﬂvel@extrac‘ced with up to four
successive extragtion acegon rg W@@ 4/N V/V)@’ arfgn erature followed by Soxhlet

extraction with@ceto 11e Epnce & extracts were ana l@reverse phase high performance
liquid chromatograplyy (HRLC). lectgd Sampled wenaly@d b& in layer chromatography (TLC)

to conﬁm& e results ob{@medwgy @

Materlékﬁ)alances rﬁzgedo frdm 88, ton99. Q"/@\R for sa&@es incubated with [phenyl-U-'*C]-
fluopicolide (mea@ 9%®R) fror@87 4t§tﬂ0 99 9% AR=for those treated with [2, 6-pyridyl-'*C]-

fluopicolide (me tra@@ 1e oacti y degreased slightly from a maximum of 94.0%
AR at DAT 0 to 87. §AR b@DA @20 the @ 1]-residues and from 96.2% AR on DAT 0
to 90.9% ARyafter g@ of” mcub&g fox _the pyridyl]-residues. Non-extractable residues
increased slightly with th e in ¢xtractgble ra activity over the 120 day study. The maximum
amount @on extractable re obgerved atDAT 98 at levels of 7.4% in the phenyl label and
9.2 % invthe pyridyl: bel Ve ]&tﬂe migera z@n to carbon dioxide was observed with < 0.1% of

appl\l%d radioactivity, dete in @aﬁl@aps@he end of the study.

The quantity of, uoplcoh@de r@%)ed from 96% and 94 % AR at DAT 0 and declined to 81.6% and 90.9%
AR at DAT &2 p 1 ‘@pyﬂd@ labels, respectively. A re-evaluation of the degradation
kinetics in @ordm with’FOC nce document on degradation kinetics (2014), resulted in a
best-fit u orm@%ed @50 V@% of 1290.0 days and DTy values of 4285.0 days in Lamberton soil.
This res@lt'is ne¢onsistent the overall behaviour of fluopicolide in all other soils, including a study
cond{é’@ed {thrthe @%16 sﬁ\cubated at 25°C, and may be considered as an outlier.

> & T

&

&
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Fluopicolide was degraded initially to a minor metabolite, presumed to be M-03 (AE 0608000), which
was degraded to the oxidative cleavage product, M-01 (AE C653711) in the phenyl labelled samples.
The corresponding cleavage product M-02 (AE C657188) was not detected in the pyridyl labglled S
samples. M-03 was observed in both radiolabelled treatments but did not accumulate, reached a
maximum of 2.7% in the phenyl labelled samples (DAT 56) and 3.1% in the pyridyl samples (l@T 77
After 42 days, levels of M-01 began to form (2.1% AR) and gradually increa@ to 4.8% A@by DAY
120. @ &

@ N
I. Materials and Methods % . ©) § ©
S

A. Materials
1. Test Items
[Phenyl-U-'*C]-fluopicolide

Specific Activity:

Radiochemical Purity:

f%@

S ; N
Radiochemical P@: A é\’ {@97? \em@f HPIE and TLC analyses)
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2. Test Soils

The study was performed using one test soil as characterized in Table 7.1.2.1.1- 8.

Table 7.1.2.1.1- 8: Physico-chemical properties of test soil @\ @
Parameter Soib@ @ ©)
NS
Soil Designation LamB&ton N
: , NS
Geographic Location % Q & S
Cit © Camb NN é\’
y am erton F D ) @
Country v nesota, US@ § Ko o
Textural Classification (USDA) N & = Loam &Y Q § LN
@ © < @
Sand [50 - 2000 pm] ) S R o 1S &
FR G o &
Silt [2 - 50 um] %) D NN gﬁg 6\ %@ S
Clay [< 2 pm] W 9 Y 6 & | N
> o YT .
! & & Q0 d Q@% &
in H,O (1:1) %, N AN 6 %
in CaCl (1:1) RN S R & ©§
Organic Matter (%) @Q R & S @%%9 G5 6&2 ) o

Organic Carbon (%)* S N
Cation Exchange Capqéf@ (me@@ 0 g@Qy @n@

0 o

Water Holdg\ij@Capamy (/% SN &@ o D

maximum e @ Q N~ 193 &

%;2 Q S S

at 1/1Q.bar 9 § & o o @'2 Q

ot 13 bar ¢ 2D O & . 30280

%@% bar U @’ @ @ X © Q 2@
@)’wturé@onten@uri&g&?}nckatlon (‘%@\j 9 @0.2

4
ﬁulk;ﬁ@nsity édistur@]ged g/c%) & Q@) Y V1,06
@C So @ero‘t@l Biofflss (ﬁgmlcr(@l C @oil) S @
Kz Initial (DAT 0% % b\ v @ P
&@\ Fma@DAN@n @ SRS 344.0
%ﬁulat‘@@b@ff dé{ﬁdmg nlc Qzﬁer content gxl 12

5 e & & o &
B. Study Design O @Q O o O @
Y (@) \ N N >
1. Experimental COIldlt@lS %,Q @g@ @
Tests w performed 1) ﬂow@roug@syst@s co{%ﬁtmg of glass flasks each containing 50 g soil and
attached to an ethyl glyeol tra% collget or&ﬁ@c volatiles followed by an ethanolamine (or sodium

hyd<\\x‘1de) trap to t”c‘ollec oxid® @

The tests were @'ﬁ'formed at con ati f approximately 0.41 mg/kg dry weight of soil. The test
concentratio %vas ba§§d oncatieldgdte of 400 g a.s./ha. The test items [phenyl-U-!*C]- or [2,6-pyridyl-
1] ﬂuop1 I sol in geetonitge (406 and 460 pL, respectively), were applied drop wise onto
the s011 ace 11 sa@ples were adjusted to a moisture content of 30.2%, equivalent to pF 2.5, two
days p{iﬁ@‘ to & ca%n Th ~Q amples were incubated at 20 & 1 °C under aerobic conditions in the dark
for 12%0 day

Agéltlonﬁ@mtreated ﬂa§é were used to monitor the viability of the test system by determination of
bloma
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2. Sampling

Single samples each were removed for analysis after 0, 14, 28,42, 56, 77, 98, and 120 days of incubation.
Untreated samples were analysed for biomass at the beginning and end of the experiment. @

3. Analytical Procedures

Soil samples were extracted up to four times successively with acetonitrile/wéter (4/1, v/v)%@@am
temperature followed by one Soxhlet extraction using acetonitrile. Rad1 ctivity in @xtracfss was
determined by liquid scintillation counting (LSC). Soil extracts were O%gentrated arld analgsed
HPLC with radiodetection. Degradation products were idefitified by cofaparison of t@}ete&t\}@n t1$s

of reference standards and confirmed in selected samplby TLC cromatogr refece &
items. A peak of 300 dpm, corresponding to 0.9 ng fmoplcohde V{@ readily deg \, 1n§ T&% an%

HPLC quantitation methods used. % Q & @ & &
9

oy
Volatile radioactivity in volatile traps was deted by LSCy . @ \ @
oS @ % %Q

Following homogenisation, non—extractable&sidué@(NE@in @actg@asoﬂﬁ@@rere determinéd by
combustion. @ O % & °
S | S A
7 5 O O
\ o & & N é\g % §

4. Determination of degradation MQ@lcs & é\g Q\ W\? N S
The degradation kinetics determinéd in tH&'repoft Were%ond ed p@g to @ issupg oﬁg@ FOCUS
guidance document on degradatlo kinetcs ar@ar con 1@re so anthDToo values
for the degradation of fluopi 3§M 01 %a k§ 1cu T d fro the @porté%kdata following
the recommendations of the, OC gr up usmg the 50 ftwﬁﬁ K]@)GUI (\@rswn 2.1). For
fluopicolide, as the degradafion inveSfigate@using o radlolab®os itions, afd similar behaviour
was observed for each, these ra 01abel@hav§u mde@d‘ as true replicatesy@iid included together
in a single optimisation, Full etails épe pro@ded 1) ocur @CA Zé 2.1 J\ (M-685680-01-1). A
brief summary of thg;approa for@{gger@ndp Sis gowded lov® &

To derive trigger dpoi@&s, an"spifial Eemparison wa gﬁned @etwe%e SFO and FOMC fits for

fluopicolide méé La@eﬂon il. The FQ@C fit frovided’no ificaat improvement on the SFO fit

by visual co@rls%?md e furth&? bi -phasic f@wer erfogiyied. (ggnfidence in the degradation rate

constant, kefor fluopicolide was @,}aght]g% (@so 077y however thisiis attributed to the relatively slow
¢ . .

degradat@m observed 1@%5 &@y 1@1\6 paramet@gestl W&@% ill considered reliable.

Metabohte optlmlsa@ns were p@@‘orme@smi&% Q@t -fit @del for the applied compound and the

SFO model for m@ohtes& < Q
& & o

X :
o & O @@’@\ $ &
Q © @\\\
o & &S
S\ L 4+ 9 @
& @@" Y
& SRR &@@\
> ‘2§@0@’Q@@
S @ﬂ&@\ O
@%
@K\%%é@@@f
% Q
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I1. Results and Discussion
A. Data

The distribution and characterisation of radioactivity for the test soil incubated at 20 °C foll g@©
application of [phenyl-U-'*C]- and [2,6-pyridyl-'*C]-fluopicolide are summarlzgl in Table 7. 1@1 1 9

to Table 7.1.2.1.1- 10.
> <& @
Table 7.1.2.1.1- 9: Degradation of [phenyl-U-'“C]-fluopicolide at 20 °%m Lamber@ sonl@nde]zf@
aerobic conditions [% AR] < N o\ é\g
Indubation tim@%AT) o) O xS N~
Compound @)
0 14 285 42 |36 g\\% 9 | cano
Fluopicolide 940 | 864 | 883 | 903 [Rorz | 865 845 V816 "]
M-01 (AE C653711) nd nd | “nd 20> | 29 |12 87299 ¥
M-03 (AE 0608000) * nd nd 8 nd®] 29 [S27 1.9@@ 2| M
TR @) 33 I -
1;l"otal extractable radioactivity 94.0 3 % (@73 @946 9 6.9© @9 6 @%9. 5 éy ’7 @
R - 2 N ) &
Non-extractable radioactivity 3.5 @§2.3 8 4.0g) ?j &.1 B 49 %4 S
4C-Carbon dioxide including R g, N Q\ v < ~
other volatiles © na&@ ‘Z& °\® s I\Q %Q e gnd&% nd
Total radioactivity 97.5 | 888 § 9240 orfy | 99.0 045U 989 | 929
n.a.: not analysed, n.d.: not detectedéﬁT: d@%’aﬁer treatmer@ &@ @)Q & @ N
All values expressed as percentagexof total applied olab& & . S & O
A Metabolite A proposed to be M-03 ( 080 N °N ©
B The total extractable radioactivity was calcul as s\ f a ient an&&@xhlet@( ract§ QS X
€ Other volatile radioactivity wis < O% % % at any, N Y §
X \ Q AN 0N
S5 e S & o
Table 7.1.2.1. 1@ @&grz@%ﬁon Yﬁf [ %yr 14C]§u0 @%hde@ 20 °C in Lamberton soil
upder aerobic ¢gnditidns 0/ R §
"\ tion tithe (DAT
Compoung@ % % o @ncul}g on @e ( )
P & [0 14 3 [C42 oL s6 77 98 120
Fluopiéotide 7 o[ Po62 | 88T -804 [Vo1a ] 900 | 899 | 868 | 909
M-02 (AE C657188)Y " | 4 [« nd g ndo°| .nd nd nd nd nd

M-03 (AE 0608008) * 55 | Snd L 05| 09 |ars8 nd 3.1 2.7 nd

Total extracf@ rad'@?étivigy 962 7| 859 | W13 [T929 [ 900 | 934 | 895 | 909
B N A LS @
Ol o |1 Q

Non-extragfable radioactiyity [ <9'5 ¢ 3457 42 | 36 3.7 5.2 9.2 6.0
14C-Carben dioxide 1®dmg na (&ﬁ\ @11 0.1 nd nd nd nd
otheryplatiles © Lo @
Totﬁradioactivity & @7 AT 4 C 86.1 | 966 | 937 | 986 | 987 | 96.9
n.a.: not analyse 4. n getectAI@yS aﬁ@reatment

& %c of apphied radipactivity (% AR)

All values exp, a%? 2
A Metabolite Ajpropased to b\ E 060
B The total gktracta ad101v1ty w3p calculated as sum of ambient and Soxhlet extracts.
COther w@tile radivactivjty was @05 % AR at all timepoints
s & &
Q& @
$

&



o) Page 82 of 565
\Ae) 2020-08-11
‘ E Document MCA — Section 7: Fate and behaviour in the environment — Part 1

R Fluopicolide

B. Material Balance

Material balances ranged from 88.8 to 99.0% AR for samples incubated with [phenyl-U-'*C]-
fluopicolide (mean 94.9% AR) and from 87.4 to 99.7% AR for those treated with [2 6—pyr1dy@€

fluopicolide (mean 94.7% AR). @
@ @ @

A N
C. Extractable and Non-Extractable Residues -
For samples incubated with [phenyl-U-'*C]-fluopicolide, total extractab éﬂ%adloactlwt ywdecr %d fr
94.0% AR at DAT 0 to 87.5% AR by DAT 120. F%@amples inggbated with @’ 6- eo%yl 1%7-
fluopicolide, total extractable radioactivity decreased from 96.2% AP@ DATO to a%nini of@ 5%
AR after 98 days, and was 90.9% AR after 120 days@sincubaﬁon & @

Non-extractable residues increased slightly wit decrease in extra@ole r@oae@ty oyt the 0
day study. The maximum amount of non-extractable resjdues é@ts observed gDA at 1&615 0@4%

in the phenyl label and 9.2 % in the pyridyl 1%@1. @@ g & @%ﬁ S
G I & 5 5
‘&% SO % § @7 @
D. Volatile Radioactivity & \ \ 6 §

@
Very little mineralization to carbon @m %S ol:@%fved@qth S@ﬁl" § pll@%z?ml detected

in volatile traps at the end of the st s Onl@frace amountyof ragioacti d in the volatile
traps containing ethanolamine ( x1r®rn 0%0 05@ 1ed{©1"h was volatilization of

fluopicolide or its metabohte% @ Q & . é
O S & '~ L@
, o © & @ © < S
E. Degradation of Parént Co pound@ § @% @“ *o % K

Fluopicolide was the@t p@adm@%elled comparient detecte&evég of ment accounted for 100%
of extracted radi‘zﬁnty t DAT6 and d&linedsli gh@z to 8,6 and 60. 9% of applied radioactivity by

the end of the st fti® stud’ygth&soﬂ s%lples\%@ate it ﬁ”ﬂ and [2,6-pyridyl-'*C]
labelled ﬂuop§lﬁde pectl\%ly E&addlp@n ent ma erlig E C653711) was detected at
a maximum of3.8% in the soil s@nplé&treat&th enylyY-' uopicolide. The corresponding
cleavage ey duct M=02 (X;\\E C657188 Was detegged 1 cidyl labelled samples. A second
metabolifeM-03 (AE 0 00®Vas cted in 501@@ @eat@g ith both [phenyl-U-'*C]- and [2,6-
pyridyl*C) ﬂuoplc a,.t xima of 2, d 3% AR%respe@ively

é\g@%&%

@ S
%, &

F. Degradatio@g Cf(?in § \% ©© @;@

F luoplcohde@egraﬁﬂ s fﬁe L ert loanggoil under non-sterile conditions. The reported
DTso Value%were 365 an s (m%a %@ for the phenyl- and pyridyl- labels, respectively.
The exp&¥imental clat@ has een @evalg ed -acCording to the FOCUS guidance document on
degradation k1net1 S 2 4) u@ag the@oftware KinGUI (version 2.1). Full details of the
ean%tlon are provide rﬁt %ﬁ 7.1.2.1.1/10. The resulting best-fit DTso values for
trigger endpom@@re su arg@l be]@;v n e 7.1.2.1.1- 11. Best fit kinetics are highlighted in bold.

r7
Table 7.1. 2@— 11\% adaﬁn te of fluopicolide under aerobic conditions at 20 °C (DT
A & lue&ﬁfor trigger endpoints)

Y 2) N N4
SSﬁ Q ineti C© Parameter 1%, %- | Prob Upper | DTso DToo
S

etic <
& @@ @*jﬁ)de}g\a Mo g(’ﬂl: I:lk;; error | >t | LowerCli oy [days] | [days]
7z 9 b o

SFO 91.25| k0.0005374 | 3.63 | 0.077 |-0.0001734| 0.001 1290 4285

La on,
Allan@O%b o 0.00493 n.r. 0.00493 | 0.005
) FOMC 98.46 B 1.05E-09 2.36 or 9.89E-10 0 >10000 | >10000

Best fit model highlighted in bold

@
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A graphical representation of the final kinetic fit is shown below.

Table 7.1.2.1.1- 12: Degradation of fluopicolide under aerobic conditions at 20 °C (best-fit
DTS5 values for trigger endpoints)

Soil D (g
(&)
Model Modelled vs observed duals @ @
Reference Q S . <
120 WZ ﬁ R § @© %?@
gmo C s &% %\ O\O
i, s g =% | O . 9 o .Y
L ; IR 50 T &S
amberton 3 & 2, Q S
SFO : @ . 9O N & e
Allan (2003b) 2 LN ° g @ @& K
: ~ 0{@ \ %@ @@
3 ) & @@AQ } 12 %, © @ ,((\6 S X
0 20 40 o B@ 100 0 | 2 @40 80 100 120 140
Tlm% v@% @@ m@’ O@ @@Tlmef\{x /@% @ o
0SS WD
@ N\

S
Two studies with Lamberton soil were condycted #u the Same lagc?rat tudy@lrector
shortly after each other. However @rad@%on in this st§ incate 20 app sﬁ’@nﬁcantly

slower than the study conducted @p25 °C (see. KC @ 2.1 1), not aceQl unted for by
temperature or moisture effectsg] he calctlat TsoQt 121Q5Hys herebre n§ tent with either
the replicate study, or the ové@ll beiﬁwlou@f ﬂuoollcf‘es in a}&l@@ ergpils and’may®e considered as
@ o,

an outlier. &
© O @©

KN E ES O
% N 9 S) N )
IS @ III @ ug\ﬁ?m ©) é& O
Fluopicolide slow, egr@ed in b n @enle loam@ aer&blc conglitions. Approximately 82%
and 91% of the ie %& oac‘@%lty remame@n thesombia soxtra@@as fluopicolide in the phenyl
and pyridyl 1 tre resp ve @t’thet&nd o 320 dags: Less than 0.1% of the radioactivity
was detected n th@thaﬁﬁlaml rap; 1nd1 t((@g -; slov@m Hization of fluopicolide to COa,.

Organic yé@tlles were s@t det radlo bel, @T'he primary metabolic pathway involved
formatjp>of M-03 ( mum of @ % A%% fol@ed by cleavage to form M-01 (AE
C65371 max1mum£ 4, SQKQ R %

A re- evaluatlon the degﬁuon «;«\k}net g@in ac@)rda@e with FOCUS guidance document on
degradatlon klnetlcs (g ) ¢-fit l@l Alised DTso value of 1290 days for Lamberton
soil. This re 1s n@consistént mh the\eralol\b aviour of fluopicolide in all other soils, including a
study con&cted with the@me 1n(§\@ted @?Zy d may be considered as an outlier.

& o & ¢
Asséssment and Ggpclus@ by a@)hcm@

The study wa@sonduc{c@gd I&QCCOI‘@HCC ﬁg@h SETAC 1.1 (1995) and USEPA (= EPA) N, 162-1
(1982). The &tudy is eonsjdéred J8iid to ASsess the aerobic degradation of [phenyl-U-'*C] and [2,6-

pyridyl- 14@1u9@cohd soil. ©@
@
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Data Point: KCA 7.1.2.1.1/03
Report Author:
Report Year: 2003
Report Title: Kinetics of Degradation of [2,6-14C-pyridinyl] and [U-14C-benzoyl]-AE C6@7 ©©
in One Soil at 10 Degrees C under Laboratory Aerobic Conditions D 03
Report No: B004075 S @&,
Document No: M-241053-01-1 o L 7
Guideline(s) followed in | EU (=EEC): 95/36/EC Q N L
study: % . ) &
Deviations from current none @ N R > S
test guideline: V @@ @@ Q\ @ &
Previous evaluation: yes, evaluated and accepted < S) Ko Q\y S S
DAR (2005) S S & @
r(’}el(;(l)’/o'fﬁ(clially. Yes, conducted under Q?O" fficially re<)gﬁset1ng @ilitie@ % @}
gnised testing RN @ N\ % 'S
facilities: G 6 VN (((\6 N Y
Acceptability/Reliability: | Yes S @ o > U @ <
@ Q I @ ) K
W\% NSO @ § . é@? @
R @} S N & §
Executive Summary @ AN
Q& 9y >
The rate of degradation of fluopic fr1e W% 1nve§§gated:§ a @0 s011 er &rat@/ aerobic
conditions for up to 131 days. ]-lab ed 100 dylw ‘%8 labelled

1 U- 14
fluopicolide was applied to sm@samp@g%at a@appl @tlon L2}
was classified as a sandy loafivsoil ateor
the dark, at a moisture content
conditions at 10 °C. The radfoche

respectively.

&

Samples were ta
49, 63, 88, 105 1

successive ex@tlo ith @etom@ e /
extraction with acefonitrilé. Co entra ed am 1@t SO
performaa{:@ liquid ch@nat

radioa y did not e
by LC/MS/MS.

Material balanc
fluopicolide (mean
fluopicolides@yican

o

the entir gth of the
by DATSM 31 comp
dioxile was obserwg
stu%.

N
The quantity @@%fuo ol

respectivel;é@‘nd degrade
in accord e w O
normalig ‘c DT

Flu

Thg form,
a maxij
termin,

n of

or %ﬂracﬂo@nd&ﬁalysm m

ays

@langgg
9 i A

timepoints Percentages O@adl \tIVIt Qere

@
id & ge@@
84% 1n bo

alue of6@

olld@ggr d to form the cleavage products, M-01 (AE C653711) and M-02 (AE C657188).
@&dlly increased to a maximum of 16% AR at study termination. M-02 reached

m of 6.4% in the pyridyl labelled soil by DAT 63 before degrading slightly to 5% at study
ion (DAT 131). This metabolite was degraded to at least four minor unidentified metabolites

a@alen@o 4 / Ablngton soil
A cfassifica il samples w@re incubated in
% ma@imum&wat old,m@ capgg ity under aerobic

to U
1va1

% fo b@th rad] ab@ed items. The specific
@q/n% for [§§1{} 4C]@ d &6-pyr13§?l 14§belled fluopicolide,
v @ &\

atelter freatmeny (DAT 0) and after 14, 27,
in batlon\Ebll samples @ere aus QQly extracted with up to four
er (&4 V@ at anient temperature followed by Soxhlet

-\ Xtra(@ werc-analysed by reverse phase high

phy

ny time th gho e st . The HPLC results were confirmed

t@loo&\o @’4% A@ fobsamples incubated with [phenyl-U-"C]-
0 4 tq *! 2. 5° R for those treated with [2,6-pyridyl-'*C]-

"Ebe ma,L the apphed radioactivity was extractable at all the
ter 94% AR in both radiolabelled treatments over
-ex@ctab residifes in the pyridyl labelled samples reached 6.1% AR
&A ARal theﬁ@%nyl treatment. Very little mineralization to carbon

Wl@%? 0, 4%’ of @he@dloactlwty detected in volatile traps at the end of the

om 9@% t0 96.3 % AR at Day 0 in the pyridyl and phenyl labels,
flabels by Day 131. A re-evaluation of the degradation kinetics
gu@ﬁlce document on degradation kinetics (2014), resulted in a best-fit un-
days and DTy values of 2393.0 days in Abington soil.

detected at DAT 131 at < 1% AR each.

PLC Soxhlet %%@cts Were not analysed as the levels of
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I. Materials and Methods
A. Materials

1. Test Items @ @b
S
[Phenyl-U-'*C]-fluopicolide S )
N &@ @®
FsC cl1 cl @ o N
T g I s 58
N EN & @\\ S
R G o & o
§ Denotes p%@tion of ["“Clyadiolabel &© &Q @© @Q}
Specific Activity: 5.74 M g N @@) R \© © @}
. . . B CANO T S LA
Radiochemical Purity: 98.3%by HP#A a@sw) NS N
Q" @ @% Y @ AN
NG IC NS
> S O

[2,6-Pyridyl-'*C]-fluopicolide

Radiochemical Pugty: NS
S (O 5
OENEE
2. Test Soits 3 O S & g@é & ©§ o
The study was perfc@mg&y 1241\\sgin &R testsoil a?@harac@’rize@in Ta@ 7.1.2.1.1- 13.
= o & & & O N
AN \@ \Q o O '
@) Q
§ RN > & >
- S
v O & .9 o O @
QOO O N O D
o K &2 o
=) SRS
@’ o@ Q @ @ o
N AN L9
o OSSR A
N (g @\ R &@
N N
A & &S
@ < Q & ©@
NN
S
VSRS
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Table 7.1.2.1.1- 13:  Physico-chemical properties of test soil

Parameter Seil .

Soil Designation Abington @ S

Geographic Location @ @&
City Abing@ &@ S
Country Cambridg@ﬁire UK \Q

Textural Classification (USDA) Saﬁ%y loam § § %@
Sgnd [50 - 2000 pm] (%) V® @ & \"\ @@ @
Silt [2 - 50 pm] (%) @Q 2 @ § é\g &
Clay [<2 pm] (%) %@% 4 7 &é% R S &

pH ‘ S
in H20 (1:1) & . & 4Q © >

AR
in CaCl, (1:1) 8 O |
Organic Matter (%) N S @@J
Organic Carbon (%) * %ﬁ °\@ N N =\
o

Cation Exchange Capacit@ineq%@) g) RS

Water Holding Capa01‘®@4) (5% @ @ > § @‘J @ %
maximum ®\ @ 6@ Y R
at 1/10 bar Q 9 @?) 6 (S)) © $X.2 © >
W S @) S O @© X
at13bar SO N O 1589 &
. & 7 .2
at 15 bar ' @ @§ Q S a &
Moisture oQoVi)ftent During @Juba@ (%o)e_ &S Q3.0 A
Bulk Dgnsity (@rbe@g/cm3® 6@ S . L] 1
Soil MicrobialBio (ug @icrobi /g ﬁ) ) Q &
s e B igd
al (%g 0k N - Q o |& @40.6
@mal;@AT NN Y N
OF Ca)@@iated (S d1V1d@g orgapic m@? co@t by&72 @
& S § &
LN % @
(O < D
B. Stuéﬁemgn N @ N &) @7 SER § v L, 0
NS & Q\
1. Experimental @Idltl&’ls \q;\ w\’
Tests were perfofr'@medé@ 0 sys %s co stln glass flasks each containing 50 g soil and

attached to a han@@mm@@ap t’@%colle&t@arb 0 1de

The tests a&re performe@t a centkgon §zﬁ ap 1mately 0.41 mg/kg dry weight of soil. The test
concentgdon was b@sg@on & eld ra of E%a The test items [phenyl-U-'*C]- or [2,6-pyridyl-
1C]-fluopicolide, d lve in ac 1tr1 456,a 522 pL, respectively), were applied drop wise onto
the%i%ll surface. Svil sar ~ e a@uste a moisture content of 25%, equivalent to 40% of
maximum wat Jloldl ége?ity, 0 da% prior to application. The samples were incubated at
10+ 1 °C undet aerc%n@ co 10ns® the d@k for 131 days.

Addltlonal trea@ ﬂa welggusemonltor the viability of the test system by determination of
biomass. @

@

& &
2. @npl N
Smgle@nples each were removed for analysis after 0, 14, 27, 49, 63, 88, 105, and 131 days of
incubation. Untreated samples were analysed for biomass at the beginning and end of the experiment.
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3. Analytical Procedures

Soil samples were extracted up to four times successively with acetonitrile/water (4/1, v/v) at ambient
temperature followed by a Soxhlet extraction with acetonitrile. Radioactivity in extracts was dete ed &
by liquid scintillation counting (LSC). Ambient soil extracts were concentrated and analysed by HPL

with radiodetection. Soxhlet extracts were not analysed as the levels of radloact@ty did not e d 3%

at any time throughout the study. Degradation products were identified by carlson of thig rete

times of reference standards and confirmed in selected samples by LC/MS/MS. A peakcef 3
corresponding to 0.9 ng of fluopicolide in samples treated with [2,6-pyridyR!*C]- ﬂuoplc@lde ab0.8 %@
of fluopicolide in samples treated with [phenyl-U-!*C] ﬂu@cohde wa%kcadlly determgled QWLC@ @
HPLC quantitation methods used. <

Q &
Volatile radioactivity in volatile traps was determine@y LSC. & é\g Q Q A

° SN
Following homogenisation, non-extractable re@e (NER)Q extr@d SO we@§ det%mine@by
combustion. . S @ 6\ LR <&
) & < S T
Q @ X S @ @,
% @Q Q@ @ @ % & M
4. Determination of degradation klnetyé @7 @

The degradation kinetics determined 1@&3 eport W@e con%uctec@rlor o\th @J the
guidance document on degradation ‘[IC@\ d a@no le@er c 1der vali Too Values
for the degradation of fluopicoli %&nd M1 have been%-cal lated@som rep da@ ollowing
the recommendations of the FO US @Work &poup o) t@arenG (verston 2.1). For
fluopicolide, as the degradatign Lvas. Q%fe stiga d usis tw q’adlel positionsoand x©<~ ilar behaviour
was observed for each, theswdl labels be n con ered@ Tue I@hc s, and micluded together
in a single optimisation. Fgl det& are @0V§mn Doctument KCASY:1. 2@1/ 10,(®1-685680-01-1). A

brief summary of the approach %)r trlgg%i' en nts@prov@ed below. %, §

An initial comparlso@as p ormeg@%et ueen th@ ﬁd ﬁt@ﬁ)r flyopicolide in the Abington
soil. The FOMC §61 p&owde 1t thaw'the §O n@iel an the DFOP model was therefore
also fitted. The FQMC f@gav "the 10 1% V acd as extrapolatlon beyond
the experlmenéﬁ per; is not re‘%@mm ed f& de iving ust ] 90 values using this model
(EFSA, 2009%DF($W&1%@steadQelec m@ rlat@model to describe fluopicolide

degradatlol@ @,
5 il
Metab optlmlsatl We§perf ed uging @bes@ mo@l for the applied compound and the
SFO model for me @p 1tei\ § %\ (& %
N @ A >
<) @ S > 0\% IS S
o O ¢ .9 o O @
Q0O S & Db
SRS ,@ & @
=) O @ %o
@7 °\@ Q @ D
< Ta v o
S ST RS
@ &@ &©
@%
@ O § - @Q
LS Q
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I1. Results and Discussion
A. Data

The distribution and characterisation of radioactivity for the test soil incubated at 10 °C foll 1ng
application of [phenyl-U-'*C]- and [2,6-pyridyl-'*C]- fluopicolide are summargd in Table 7@2 1. 1@

14 to Table 7.1.2.1.1- 15. @ & @@
Table 7.1.2.1.1- 14:  Degradation of [phenyl-U-*C|-fluopicolide at 1%@ in Abing@ so'%@ndezf@
aerobic conditions [% AR] R O X
& S - O - § %
Compound Yncubation g@}?(DAT) o \)@ Nl
0 14 20 49 63 & | Q05 o 13
Fluopicolide 963 | 954 | 924 | 869N 893 [S84.1 ¢ 87.07| 843
M-01 (AE C653711) 4.0 6.1 18 s b 8 | g7 4 {cTe63
Ambient extracts 1003 | 1008 | 1062 [, 97.5 Jv1015. | 93 [ 102.0 "} 100.6
Soxhlet extract 1.1 18 [ 221 P2l 1 | 97§ g | 31
Total extractable radioactivity 2| 101.4 | «103.3 *4, 1023 190.1° | <404.1 > 99,2 1050 1~903.7
Non-extractable radioactivity na @ 12 1@ K10 @ IQZ\;\ ﬁ& &\9 13857 13
14C-Carbon dioxide oy 862 | €03 0307 o [£03,4 od | 00
Total radioactivity 104 | 1047|1036 | 1094 | S05.3 €h 1009 | L1064 | 1050

n.a.: not analysed, n.d.: not detected, @T dag\st?fter t@{ment@ @w@ & @ ©©>
All values expressed as percentage «f¥otal dpplied radiolabel N
AThe total extractable radioactivitxavas Q&culated um &amble&and So&h et e tracts.

9
SRS A R
. O
Table 7.1.2.1.1- 15: @egr@@atl @%[2 pyrl@“(;gﬂuopléﬁldeét 10 ¢Cin Abington soil under
@ ae&blc aﬁm@ % AR ] @ % @

o ©\ NN Ir@bgtlmgfﬂAT)

Compound O & 0O [ald & 270 ,63 88 105 | 131
Fluopicolide, - 5.9 N 89.9| 895 | 892 A 874 87.8 85.7 83.9
M-02 (AEE657188) O 1807 26 | 2 P se| 64 3.6 5.2 5.0

“Ambient extracts <[ 934 | 25 47957 | ds6 | 943 | 955 | 937 | 930

Soxhlet exgict QM0 18%] 207 5. 2.0 3.0 2.7 2.7 1.6
Total extractable radioactivity Al 94.4D] 943 | €78 £7976 | 973 | 982 | 964 | 94.6
Non-extractabfg fadioggtvity] _fra, [~ 06 =1~ 13 | 29 33 3.9 5.0 6.1

14C-Carbondioxide < @m :Q 0. 2@59 w 0.3 na 0.4 0.1 0.2
Total ragiGictivity , @ Q 94.4 9 «99.2 | 100.8 | 100.6 | 102.5 | 101.5 | 100.9
t analysed, n.d.: ot dete r treatment
All Qéﬁes expressed as a%erce ppl@dl&éﬁl
A The total extractable radloa ity v@ calcylated as,sbwh of ambient and Soxhlet extracts.
Four minor unld@tlﬁed yr1d wmv 011 &were also detected but were not quantified as they accounted for a

maximum 0@4% tal h le an ) at Day 131.
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B. Material Balance

Material balances ranged from 100.7 to 106.4% AR for samples incubated with [phenyl-U-'*C]-
fluopicolide (mean 103.5% AR) and from 94.4 to 102.5% AR for those treated with [2 6—pyr1dy§€
fluopicolide (mean 99.4% AR).

@ @® @

C. Extractable and Non-Extractable Residues § S O\Q

The majority of the applied radioactivity was extractable at all th %mepoints.b I@ien@s 9\\{@
radioactivity were greater than 94% AR in both radiolabéfled treatments over the em\i}e length of fhe @
study. Non-extractable residues in the pyridyl labelled saYples reache@% AR by é&T @com& ed <
to only 1.3% AR in the phenyl treatment. & &© é\g Q @Q c&©

@/

o A
D. Volatile Radioactivity = @ O LD \% §

Very little mineralization to carbon dioxide @s 1& ed Yo AR@etectgd in &he volatile traps
at the end of the study (maximum of 0. 4%%f app in t@@ yridl labelted S@lples Q @7

& 9

6 . %
E. Degradation of Parent Compm@ KK § @9 §J @ %
The quantity of fluopicolide rang@@%’rom 9@9"/ to\96 8/0 A @ A int yr1 and phenyl labels,
respectively, and degraded to §4% &@@oth els @6 D 31 luop@ ide @pgraded to form the
cleavage products, M-01 (AERC653/ 1) and M-0 (AE@C657 ¢ formation @f°'M-01 steadily
increased to a maximum of 16% AR at stydy te <'2'; inatiofy No o%her abolites We% detected from the

phenyl labelled treatment Develsf reaghed a max1r$gn of§. 4% 1@6 yl labelled soil by
DAT 63 before degradlng slightly to 5% at stp ﬁﬁna@ (%T 131§\ﬁTh1 tabolite degraded to

@
O

@)

at least four minor m@boht hml;ﬁ ere detect Dé\T 131@tca. 3{ A&m total, each individually
less than 1%. @ o @ < @
NONS) NG @ 9 @& @@
< \ & \ &\ @ R
aSkined & > &
F. Degradation &,@cs %© K @ S @
Fluopicolid®degraded s@wly %e @gto@andy @am soil un@r aerobic conditions at 10 °C. The
reporte@ [so values W A ére 58} and days (m day for the phenyl- and pyridyl- labels,
respectively. The ex erlmemt) d a has YTes e\yal ted ac %dmg to the FOCUS guidance document
on degradation k ics ( OlQ usm %N nGUI (version 2.1). Full details of the
evaluation are p€@v1d th fof&\KCA 0. The resulting best-fit DTso values for
trigger endpoigts are @ ed b@bw 1@&6 (&) 2 1@ 16. Best fit kinetics are highlighted in bold.
Table 7.1@1@1- 16: ]mra @e of 0p1 de under aerobic conditions at 10 °C (DTs
@'alue er & points
\y\’Soil @net@ %0\ %@Eﬂp\r é’ Prob Lower |Uppe| DTso DToo
o-
o modg}p Az . theop) |error >t CI r CI | [days] | [days]
@ _SFO _4296.465 k0.6Q1359 | 1.79 [ 1.52E-05]0.0008619 [0.002| 510 | 1694
D)
.06124 n.r. 0.03328 [0.089
Abingto &Anangéo@ I3\ Sporag | M| nr | 1463|1972 710000|>10000
(@d) Y & k1 0.104 0.000806| 0.04852 (0.159
&% @@ @’O% 99.35 | k2 0.0009347 | 1.51 |9.46E-07|0.0006634 |0.001 | 671.6 2393
N 2) g g 0.06329 n.r. 0.04512 |0.081

Best fit &ﬁ highlighted in bold
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A graphical representation of the final kinetic fit is shown below.

Table 7.1.2.1.1-17:  Degradation of fluopicolide under aerobic conditions at 10 °C (best-fit DTso

values for trigger endpoints) S
— <
Soil @ (g
Model Modelled vs observed @duals @ @
Reference (08 S . N
120 4 § @ ?@
g 100 C ; %ﬁ \2’;?% Oo\@ 8 %
3 200N o
g 80 \%@\H\H\Qv ; @. o f>© @ @ &
Abington g, 2.1 © NS L Q)
DFOP 8 o i § 0 & R @© @
Allan (2003d) % 0 =N 0 gf @ @& 4
% 20 Q’? @j\s o\@ \ %@ @@
i T SHE 6O @@ & 5
Tim% v@% @@ A Q@ @@Timef\{x @ @ ©
0SS WD
PN RGP SR &
Q 111 Co&lum@ @7&9 &Y @
Fluopicolide slowly degraded in_the Abﬁ%ton sandy Toam §41 un@? ae @%ﬂm@ at 10 °C.
Approximately 84% of the applied Tadioggtivit @ soﬂ@@ra Qs pa in both the phenyl
and pyridyl label treated soil he irﬁ of 1 da}@aLes @an %?%) of tI rac@acu Hity was detected
in the ethanolamine traps 1nd&cat1Q§vew @v m{lerah%pon of Opl(%llde@ CO..

The primary metabolic, g@thwa@ 1nV
(AE C653711) and M- 02}AE@571@%8) at ima

respectively.

A re-evaluation

@§

gr&d@)n ﬁtlcs in a@@

%
da

ox ative CLC&V&&GQOf %@ao;g%@?de to form M-01

APKat DAT#31 an6.4% AR at DAT 63.

o)

FOCH)

&\

wit

S guidance document on

ur&‘ﬁormacl@ed @0 mlﬁ@of 671.6 days for Abbington

f%§’©©@

the
degradation km@ﬁ%&

soil.

), reg\lte nabe%\ﬁt
@ @ K@j

<7

@@\

Asse@nt and con@sm@ app\@ . Q

N
The study was c@lcte&ln ac@i‘dapc@wﬂh&T (€ 1.1 @995). The study is considered valid to
th d dat 1- 4C d[2 dyl-"*C]-f1 lid il.
assess the aero@ eg% a 1o@t~ [ph@l IJ% ] and [ é@pyﬂ y ]-fluopicolide in soi
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Data Point: KCA 7.1.2.1.1/04

Report Author:

Report Year: 2003

Report Title: Route and rate of degradation of [2,6-14C pyridinyl] and [U-14C-benzoyl] A@
C638206 in a European sandy loam under laboratory aerobic conditions at 28.deg.
C and determination of aged in situ Kd values at 25 degre @ ’~

Report No: B004071 o> L 7

Document No: M-241049-01-1 - NS

Guideline(s) followed in | EU (=EEC): 95/36/EC of July 1995 ) . O N

study: <& NN Q

Deviations from current | Yes. The study design does not 0dnform to cur@*f aged sorpt@s@gui@les a&fﬁe

test guideline: aged sorption phase of the stu@y had insufficiént mepomts @ o

Previous evaluation:

yes, evaluated and accepted N} @
Tests on aerobic degrada %evaluated and a @i in t@%A@OOS Tests
the DAR (2005) anQ ddendum 1.6

aged sorption evaluated

GLP/Officially Yes, conducted unde@LP/O@&ally@cogn‘fE@d tes’@fﬁfac N
recognised testing S) @ @ @% 6@ @ g % .
facilities: > @ Q ~ O & A
Acceptability/Reliability: | Yes RS D S 0O §
R S )
Q@ \%@\&@ %@QQ S
The details of this study are fully si@n un&@ poi@CA\@’ll@@l. D § ©
Q) N
9 L § O O &
@ R R S D &
ANV S @ Q
Data Point: KCA 721108 & o S . ©
Report Author: ﬁ NI & N @ 7
Report Year: 2003\ § @ A o N
Report Title: %, | Rafeof degrddationth tw@nls Q(nendlﬁe}at) (lquC) AE@%&%
Report No: o ciasy @ S
Document No: & AM-201330-02 @ w & @
Guideline(s) follgyed id\ [EU ¢EEQ): 95/36EEC >
study: - ;% A % % g@é @% §
Deviations froth curi@gt  |*hone
test guidelifi@: © % 6%\/
Previo aluation:  Qly alu and accept N
S . @ Q (2002@ *\
GLP/Officially QY [¥es, c@"ucted@hder&])/ogmally %ognlsed testing facilities
recognised testm%@Q % Lo % @
facilities: Q1 & b - L £
Acceptability&liabiity: [ Yes - VoL Y ~
N4 (§]
3 MR
The det@’ of this stgi@dre f@y suaris@’ ur% point KCA 7.1.1.1/02.
SN
o N & & Q@ S
S ¥ & Q
. & Q
S %,
@ N © ©@
o & o ©§’
NN % Q
Y ™ ISEEN
S & T s
€ o
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Data Point: KCA 7.1.2.1.1/06
Report Author:
Report Year: 2020 .0
Report Title: Fluopicolide - Statement on the levels of soil metabolite C from M-241052-0§_s S
(Allan, 2003) D g
Report No: VC/19/039B O @2 A
Document No: M-685745-01-1 o L 7
Guideline(s) followed in | None Q> S
study: % o © § 2
Deviations from current none @ & % A Q>
test guideline: V @@ @@ Q\ @
Previous evaluation: No, not previously submitted ¢_ @) %, Q\y ©© Q)
GLP/Officiall not applicable
recogni d1 ! o Q?(@ N @ RO 9 @
gnised testing RN @ N\ . Q>
facilities: & RS RS (((\6 N %o
Acceptability/Reliability: | Yes S @ o > SO @ <
@é NSRRI & §@
Executive Summary Q@ § @ N @ \ é\g S
This document addresses an unide&@’led y% OTm @ @ae c S0l t eate(f%)wth [2,6-
pyridyl-'*C]-fluopicolide (KCA %3.2.1,1/01, 24 Jires further

consideration according to currgnt dat& cquirgiments
there was no need to identfy metaboli

2003
he @%@y

con@cte @ 20 3 at which time
at %10%

formed uniden@ified metabolite

(Metabolite C) was reporte@c)l%t leviels ab@ 5%@1{ at tigo coné%cut@tlmgg@nts

Following re-examination of t %e stud@raw
Metabolite C at the sfinal tw “timépoints Gh th

§ss1ble&fo ceﬁ%rm%@e reported levels of
egﬁracts r@esented a region of

radioactivity which gontained’multple m@ar pe ove the bas@line détection level of the HPLC
system. It is conclitded %@ regl ified as M olit doe&not ceptain a single metabolite at
> 5% AR. Cons ly, noneto th&metab«;@tes r&‘borted@ th@dy@ulre further consideration in
fluopicolide r@ ass@wnt@ Q K S

&@ @Q § . Materia thod@

In Document KC
investigated in t
Pyridyl-'*C] labelled
of Lambert

In soil
were observed in a
C a etabolite Dy

Metabolite B was" only repo

observed
2.3% at %he i
maximu 6 AR Gfter

1te @@s
% Y ] D ay
wa

2. 1&%01 1&%241(@ Ols:\]%\the faute an& rate of degradation of fluopicolide was

@ soﬂ from
plc§e

and Pjkevi

equlvalen% 5% of %5 b@und@}aero@

@abora@)ry @oblc conditions for up to 369 days. [2,6-
1@%1 -14€)-labgfied fluopicolide was applied to soil samples
oiksamples wer 1ncubated in the dark, at a moisture content

n%@ons 5°C.

soilgy, So

ples treatcdg@lth [ —pyrl%l ‘4@1abe<lied fluopicolide three minor unidentified degradates
ion %M O%(AE @6571{@md M-03 (AE 0608000); Metabolite B, Metabolite

ﬁed @6 at one timepoint (Maximum 5.3% AR, Day 273). It was
3% 73 days incubation in Lamberton soil before declining to

atign periag (369 days). In Pikeville soil Metabolite B was observed at a
days incubation, declining to 0.8% by 369 days.

orte %reach a maximum of 5.5% AR on Day 273 and declined very slightly to

mberton soil. It was not observed at earlier timepoints in Lamberton soil and

c#el‘ved at all in Pikeville soil.
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Metabolite D did not exceed 5% AR (maximum 4.8% AR, Day 273). It was observed at a maximum of
4.8% AR after 273 days incubation in Lamberton soil before declining to 2.3% at the end of the
incubation period (369 days). In Pikeville soil Metabolite D was observed throughout the incu@on S
period at levels ranging from 2.2 to 4.0% AR. S

According to the guidance applicable at the time the study was conducted there @as no need t@%en@/@j
metabolites formed at <10% AR. However Metabolite C requires further c1derat10n aégordm{g%

current data requirements as it exceeded 5% at two consecutive timepoints, Q @
% °\© o\@ %@
O ) N
IL. Results and DiScussion Q @@ § é\g @&
Q)
Biomass levels in soil @} & é\g R @ C&

Soils in Document KCA 7.1.2.1.1/01, M- 24105$%-1 were gl%ate@%)nde@rob‘%on%lons @ a

total of 369 days as required by US EPA guideline (EPA6 162 71982xUntregged samiples were anﬁ@sed
for biomass at the beginning (DAT 0) a@ n xpe@%&en%@)AT 9). inal bidmass

measurements compared to initial measure&ents (@ su;‘jéérlse@lo%v . @& @7 @& .
) S)
Table 7.1.2.1.1- 18: Biomass measuementk @} RS ©& S ﬁéﬁ 2 ©§
Parameter @Q % 4 < @ @ Soik f(\@ o
Soil Designation @% v ~ La@eﬁopN@ @\) Q\Pilge%ﬁlfé
Organic Carbon (%) * @ 9 (@? @V QbB 5 & @wj @U . 16
Soil Microbial Biomass (g n@i&bial O(,\/g S(@b v ~ O
Initial (Day 0) . & S @ @ 5(% 1Q 2 ¢ 854
Final (Day 369) "N 9 & | @%64.9&9 K\Q & 305
ISo.il. Microbial Biomégg (% 01@?1%10 ?co\%@)on) O @Ey o\© é& N ) \@
nitial (Day 0) @ § Q@ S §9 @1 5 O 0.5
Final (Day 369)° o - % @ 505« @ 0.2
* Calculated by (b@&hng @amc matter co&&tent by N2 N R
Initial b10mas@ levd@wwere@ 8.3 g mlc%bl /g - ' Ldmiberto®soil and 85.4 ug microbial C /g
soil in Pﬂ((g@ﬂle soil, which re ent 0. 5"0 f th@total @rganic carbon, respectively. By the
end of #&incubation 10d @inas Vels had ca. @% of initial levels in Lamberton soil
and 35% of initial 1e cville 5011 ¢ fing] cg%ass lexels at DAT 369 were 164.9 pug microbial

C /g soil in Lamb n 501 §5 pg\mlcro@l C [gsoilgn Pikeville soil, which represented 0.5 and
0.2% of the totéb org ectively. These es are both well below the OECD 307
recommendatl@l to h@ at @t 1"/@1‘ to@orga@: cartfon soil microbial biomass.
o> O
@ Q 2 @
HPLC @mchrom@@ran@of Laer@l sorl\extracts

The raw data in Do %m&%(C 1.2 @%/0§ WM-241052-01-1 was re-examined to confirm whether
repotted levels of ‘Metalsplite \fepreSQited ingle metabolite. Metabolite C was only detected in soil

extracts of Lantherton soil tr [2,654C-pyridyl]-fluopicolide after incubation for 273 and 369
days. It Wei@t deteégéd rhergylmep@gl s or in soil extracts of Pikeville soil treated with [2,6-'*C-
pyridyl]-flu@picokide. S XN 9O

Metab%@ C obse%ed @%ely in the ambient soil extracts. Metabolite C was a wide region of
radioamivitygésin etween 14 to 20 minutes (with RRT values ranging from 0.3 to 0.5). In
ch @ato s frétn botlyDay 273 and 369 the region quantified as Metabolite C was not a single peak
bu% regiQi containing multiple minor peaks just above the baseline detection level of the HPLC system.
Thus, @region quantified as Metabolite C does not contain a single metabolite at > 5% AR. This region
was detected when the microbial viability of the soil had declined significantly on ageing for 273 and
369 days and consequently is unlikely to form at significant levels in the environment under natural
conditions.
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II1. Conclusion

Following re-examination of the HPLC chromatograms from KCA 7.1.2.1.1/01 (M-241052-01-1,
.2003) it was possible to establish the unidentified Metabolite C was a region of radioact@it
containing multiple minor peaks which eluted over a period of 5 minutes rather than a distinet single
peak. It was concluded the region quantified as Metabolite C did not contain a siggle metaboll
AR. Consequently none of the metabolites reported in this study requ1re§§'@rther con51§kerat

fluopicolide risk assessments. N

s 85

o o > =
Assessment and conclusion by applicant: g @Q@ @Q § é\,
The position paper is considered valid to aid asses @%nt of the r@te and rate o@égr on g@ﬁ
pyridyl-'*C]-fluopicolide in soil. S o S A

L2 N NIRRT

« . é@) O LTS \% N

Y
) 4 N
Data Point: KCA7.12.1.1/0R L& _©W R IS S-S
Report Author: ) &ﬁ R §
Report Year: 2016 ©D S R O «° o Q

Report Title: [Phenyl- U@\IQC]RLQ\Opr@é D%@adatl@} and titde - [@endeg@orpt}aon in soils
Report No: EnSa-154475 0 S D SHEERER N
Document No: M-355510-01d) & O & P O O S
Guideline(s) followed in | O Test Guidelin®No. a@ @ - ~ @\JJ
study: US EPA OCSPP st Gyideline No: 83 58400 /835, 429.@ o
ECD Fost Guideline @ 106 @’ﬂy in parts &)
uidance on gw agedsorption stu@for p&@tlmde@ho conducted,
analgsgd angd used @ er ator}@ oce& Food and En‘giemental Agency,
& | Yok, U 12 @ N
Deviations from curd®it | none @ NG @
test guideline: x q %Q a\@ @ \_;\ M@
Previous evalua ® No, tp viouslyy bmlttg %,
GLP/Offici ly (53 es, c%ductce%unde%gﬁ’@@lally rét)ogmgg\a/ testing facilities
recognise %stmg @ g
facilitigh® @Q § @ /(§ < (§
Accept:ﬂglhty/Rehab‘igy Xes m@ N NS

S iR
N AEES)
o & & 5 .~ &
Executive Summar R @Q @ \ @Q @§

The degra%ﬁn and time&d pe @orp @ of plcohde was studied in four soils under aerobic
the 1abor rﬁsﬁe darl; 5§C °Cvand 54.3% of the maximum water holding capacity
i

COHdltl(@l
for 126 In add@gn the te &f degr: on@ﬂuoplcohde was determined in the study.
. Gl i
i U@ &@Tex@e (U@)A) pH (CaCly) % Organic Carbon

» &) Sandy loam 6.5 1.5
Dollendorf m@ cla\@g%am 7.3 4.8

G & loam 5.0 1.8

< silt loam 6.1 1.9

@ L TR
[Phen@-l“C]-labelled fluopicolide was applied to soil samples at an application rate of 0.44 mg/kg
dry weight. The radiochemical purity and specific activity were > 98% and 5.50 MBg/mg, respectively.
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Samples were taken for extraction and analysis immediately after treatment (day 0) and after 2, 7, 10,
14,28, 57, 85 and 126 days of incubation. Soil samples were first desorbed with 0.01M calcium chloride
solution for 24 hours at 20 °C at a soil : solution ratio of 1:3 (w/w) to determine the desorbable pogsien @
of the test item from aged soil. The soil residue was then exhaustively extracted with three fi
successive extractions with acetonitrile/water 4/1 (v/v) at ambient tempetature, follow@by e@j
microwave extraction with acetonitrile/water (4/1, v/v) at 70 °C. Deso@un supern @hts
concentrated soil extracts were analysed by reverse phase high performanéérliquid chron%tog@

(HPLC). S\ @ @ @9

Recovery of radioactivity was quantitative throughout tho study. O
98.9% AR for Lﬁ soil, 99.0% AR for Dollendorf so

X
Vﬁi mean ma% s°ba I%es @
soil, 100.1% &R fo &
soil and 100.0% AR for 1S Yy Q @
=

Q Q
£20.032.6 and 28 Q@

Desorbable residues in aqueous 0.01 M calcium
, Dollendorf,
respectively by the end of the study (DAT-120). To@ extr
aqueous 0.01 M calcium chloride solution ar@res' dids inQre
AR at DAT-0 to 84.1% AR by DAT-I1
Dollendorf soil, from 96.8 to 81.3% AR@%

(N o O o
Non-extractable soil residues (Ii@) @eas«eg@ congyire l)@ Wi re n @;tractable
radioactivity in all soils, reaching faxi of 11¢7, 13.7gnd 1 Wo Al@nw-
_ ifs at *‘- T- 1 llende¥f sosl WER Jevels reached a

maximum of 17.6% AR at 57b ore@chmng slightly t0 1@ Yo AR by DAT-126.

The maximum amount of egrbon é@%md@ﬁm as 4 @78 9, 5 5 aﬁ@ 59 %R 1%@6 four soils by the
end of the study (DAT-126). N%&gmﬁ@nt%@ Is o@rgawolatﬁ%@ wergg obsefyed (< 0.1% AR).

After 126 days 1ncub®lon at@0 °Cfluopicolide @grad&ﬁbto 462, 45 2431.3,and 43.3% of the applied

acts)@ecre sed frain 97.8%
fm@ 87.8@ 77 A@%in

radioactivity in the@n s%ls M- (A 537 Iso @pserved in all soils, increasing steadily to
maxima of 37.7, ) an(gﬁk’a 5% AR by'the en@k theé@l astiﬁed by LC/MS/MS after
isolation fro n sofatio dition, &> minodw unidentified metabolite was
detected in 011 ata max@mum OYAAR o AT-10 which declined to 2.6%
AR by DAE@126 >

The ef@ of aged soé@i @011 v@ de egmm@or ﬂ%ﬁnco@e and showed a significant increase
with time. Appare rpt coefficient phincrgased v@a time in all soils by a factor of 1.96 to
2.98 (mean 2. 60) etaj Qpemﬁc to t@ age@orp%n of fluopicolide are provided in Section

7.1.3.2. . IS S
> @
Degradatloetlcd or ﬂéﬁlc prmg@ed inthe report were conducted in accordance with FOCUS

guldanc§cument on dégradation ki . @Jie best-fit DT values were 107, 112, 48.0 and
96.4 da )
soils, respectively —ega ionof the @gg radafion kinetics resulted in similar best-fit un-normalised
DTy*values of 47.740 11 da,&s@’ Q §
@ @ S
Sml %y Bést Fit DTso DToo Chi? Error | Visual
(@D@ﬁxture @etic Model (days) (days) (%) Assessment
' (sandyclpam) <O DFOP 107 431 1.4 Good
N DFOP 112 982 2.3 Good
g DFOP 48.0 308 1.2 Good
Rsilt loam) DFOP 96.4 418 1.0 Good
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I. Materials and Methods
A. Materials

1. Test Items . @ @b
o N
[Phenyl-U-'*C]-fluopicolide @®
VS
D
f]; @ @ R
& SN S
& S @
o N & &
S QQ SIS
§ Denotes p%@tlon of [14C dlolabel &© N @© @Q}
Specific Activity: 550 M g @@ R \© %@’@ @@}
Radiochemical Purity: >98% LC)>99%§HP§®) @,@ @6 S N
@© ¥ Ve & s
2. Test Soil %%@\6%©©% &
. Test Soi & \ AN < Q w, §

@
The study was performed using fou r%%ﬁ soilgas cl@cter ed in @}\fble

y 214> 19. T@e same
batches of soils were also used in QECD adS@gptlonﬁdesoggn s@es @ KC .1.%@.1/03).

) O
o2 # L HYyE S
T O OA @& SN L9
o O N O @\%@
~ S s &S S
&@‘7@@60@% RS
F TS e § .00 <
@& o © @Q@ @
S QO NTN N o 9 N
©©©\&%@§©©§@§
D & 0 9O «¥ N O
AN & O @
9 N %y

N é}’@’@©©©@\@’

A \@\@%©@%\©%§\©
§&©\@%é&©
@@@@@90*@@@

@ O .0 & O @
OO O S & D
©© Q@@@

=) S o L2

@7 Q@Q@@\
Q\%\&OQ

S ¥ & O
@° N

§\%Q§§@Q
O

> O o

S AR

{x’ @@f\a
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Table 7.1.2.1.1- 19:  Physico-chemical properties of test soils
Parameter Seil
Soil Designation Dollendorf I
k= .= :
Soil ID B DD % Y
Geographic Location @ O\Q
City Monheim, Blankenheim, M%lheim, @!rsc , ©
Country Germany Gépnany &%’ermany S Geltwmany &
Batch Number 20140828 20140827 720140828 9 203408287
Soil Taxonomic Classification Sandy, mixed, <Fine-loamy, D Loamy, mix&d, k@){ny, @(ed,
(USDA) mesic Typic % i?ie.d, actiye{@ gsic Typic mesi@ypic& @
Cambudoll @ frigid Typic | @ Argudlf @  Aggudalfg,
Buradgt |\ @ | % O
Textural Classification (USDA) Sandy 1(@1 @@Cla %)gm & i @oarn@@ Silt%?am
Sand [50 - 2000 um] (%) B &5 Q@ (& § S & :
Silt [2 — 50 pm] (%) W6 NS My S 68
& AN AN 9 . X
Clay [< 2 pm] (%) @9 L@ 3 g O SR 1@§
pH DN NGRS
in CaCl, (1:1) § 63 o | 7.3@\ 3@ 0 QQ \% 6.1
in H,O (1:1) | . &@6.8 e @@ 7@ Q& 3.3 ©© N 6.4
Saturated paste § A 68 95 @ ¢ 53 O 6.3
in KCI (1:1) ; & o oS H 9 o 5.9
Organic Matter (%) *  °~,” 926 S & s 3.1 3.3
Organic Carbon (%) 5%, @@ 9 1.9 E§ 8 %& N h&QD 1.9
Cation Exchange C@ity ” @Q gﬂl N) §9 18.@ Q" 4y 10.5
meg/100g) & S P o Q o < @
Water Holding aci%\ S N @\ > §g %,
Maximum (£},0 %}10&@% O 55 o ©®953© @ 689 71.4
at 1/10 ba(%) 9D B2y | U339 AP 204 34.7
Moist@omem Durip § 5&3% MWHC @®54.329@v1w1§ 54.3% MWHC | 54.3% MWHC
Incubation (%) . o QY . N
Bulk Density (distutbed, g/om’) Q> 123 2 [ o 087 1.04 1.04
Soil Microbial Bf@nass@\g <7 Blo |, BIO" BIO'@Q BIO* | BIOC BIO* | BIO- BIO*
microbial C /gsoil) ©° ¢ |© & & @
Initial (DATD) S 62@ & | 2opa 798 854
Mid (@ 57) » yro .58 TR0 1764 | a1 460 | 661 514
Final AT 126) °\@ Q 226 &@21 Q 1449 1408 305 265 406 397
* ; ; @4 [
e e et o
BIO™ samples we lsmtreated. & @ N
BIO* samples Were trea d%ngﬁ ny Wi@ethan@zvater (1:1 v/v)
o <
& & & &
S E
& & T
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B. Study Design
1. Experimental Conditions

Tests were performed in static systems consisting of an Erlenmeyer flask contammg 100 g soﬂ&@dry@
weight equivalents) fitted with a trap attachment (permeable for oxygen) cantaining soda §ifne fof®”
absorption of carbon dioxide and a polyurethane foam plug for adsorpigd of Volati@orga@y
compounds. (o8 <

Q N
The tests were performed at a concentration of approximately 0.44 mg/kg=dry weight 0soil. ﬁ e&{@
item [phenyl-U-"*C]-fluopicolide dissolved in methanol/wéfer (1:1, v/v) €400 uL) was :&pﬁ)he&ﬁrop
& % @inaigm <2
onto the soil surface. Soil samples were adjusted to a moisture contentggjuivalent to §43% m &
water holding capacity, four days prior to apphcatlon&The sample Were 1ncubat§4 at 2 @nd@&(@
aerobic conditions in the dark for 126 days. Soil mo%gre was maidined during I cubgytron byadditiétr

of de-ionized water after 29, 70 and 98 days @mubatlon Qo si cant @sses mq%ture
observed throughout the study. « &’ @ %\ @ 6 \%
A SN «§
F & & ° & S
2. Sampling W\% NN\ @7 @

0 , @an ation.
at tl@wstart@mdp an d )@1me<%t (DAT 0,

57 and 126). S S S >
RPN R

oo RN )
3. Analytical Procedures <%, 'Y \@ 2
Soil samples were first, SF@ken \@th crur%chlor d¢ solution f@% hQ;lrs at 20 °C on an
overhead shaker at 16 rpm 0 d -, ;‘ gble p n of the te&ten@m aged soil. A soil-
to-solution ratio of wagi sedzipr all soils. (SBil samples @ere g\cn egacted three times with
acetonitrile/water V) at ag' temp&atur«‘%\foll@ed by microwave extraction with
acetomtnle/wate @ at S&O C. A er%gach eg@am@step@iextra@ind soil were separated by
centrlfugatlon K @

Radloactlwty@ ext@%s was det mmed l% li @scr 10n@mnl&r€ (LSC). Desorption supernatants
were analy§ed directly by HPL& %ﬁh iodetertion. bl@t and @icrowave soil extracts were pooled
and co trated priogd analysis byxHPLC. Theé% Um HP@@ LOD was determined as 0.5%AR.
The concentration r%cedu"re; or sQil ext S was establis quantitative (recovery 96.4%). HPLC
column recovery wis also&qu tlereCO\@"y 1 % 10 .3%). The maximum HPLC LOD was
determined as 1. @%AR@% p ry@roma‘%egra ic meghod for analysis of soil extracts was a reverse

phase C18 HP&( met@n ted @tract@ere dnalyse@by a second confirmatory phenyl-hexyl phase
HPLC methdd. Sefet %n s (I3AT-57) were concentrated and the radiopeak
correspon&%pg to the m ra é@@duc&@éolated prior to analysis by LC/MS/MS for
identification of M-01.

With«the exception f@me @ero \trap attachments were removed for analysis at each
sam}ling time. Soda li on@e trap ttac@nent was transferred into an Erlenmeyer flask, aqueous
hydrochloric aci@{18%) addgd dr se aggrany liberated carbon dioxide collected in trapping vessels
containing till{]féﬁ @il The pglyurethane foam plug was extracted with ethyl acetate for
approxim S@Hut@ in an ultragpnic bath to desorb any volatile organic compounds. The
radioactigi nt ofthese @ples was determined by LSC.

The yuret@?ne @n pl\\& was extracted with ethyl acetate for approximately 5 minutes in an

ultya§pnic V)’ to @’sor‘t@ny volatile organic compounds. The radioactivity content was determined by

LSe.

@
Follo homogenisation, non-extractable residues (NER) in extracted soils were determined by
combustion.
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A test of the extraction efficiency using a simplified extraction method, suitable for terrestrial field
dissipation samples, was performed with spare samples of all soils. Duplicate samples of each soil were
processed at DAT-126 and single samples at DAT-130. At DAT-126 soil samples were extracted fgg,45 S
minutes by microwave extraction with acetonitrile/water (4/1, v/v) at 70 °C. At DAT-130 soil safiples
were extracted for 3, 15 and 30 minutes by microwave extraction with acetonitrile/water (4/1, 1@ at 7607
°C. After the extraction step, extract and soil were separated by centrifugation. édmactwlty 1@extr@
was determined by LSC and the microwave soil extracts were concentrated piior to analysis y

The extraction efficiency of the simplified and standard (exhaustive) e%tractlon me@ds @totak@
extractable residues, fluopicolide and M-01 were shown t@e comparab{éy

%
T ©Q @@ § éﬂ@ é@
4. Determination of degradation Kinetics @ & é\g R ©© @Q}

document on degradation kinetics using the software KinGUIt?. T &degr@aﬁo@f ﬂugpacol
best described by the double first order in pagaliel ( P) snodel i dll sgils bas¢d on lowest ¢hi” error
el (REOP) il gl sqfs bag <

i S
values and visual assessments of fits. @ @ Q o '

Additionally, modelling endpoints for thé%egr (ﬁtlonqgﬁuo@ol %d M§ haxg been re- ca@ted
from the reported data following the &0 dat o of tﬁe FO S wg}k gé@ the g9ftware
KinGUI (version 2.1) along with .\)Q thex derobie soﬂ@%lta it Ful tai Vided in
Document KCA 7.1.2.1.1/10 (M- 6&5680 6@? 1). &bn%%mm@sy of t@ app@ ch f@ rlgge; endpomts
is provided below. @@ @ §>

To derive trigger endpoints ﬁi}lmtleﬁb cor%anson @as péﬁformor €gch soi etvén the SFO and
FOMC fits for ﬂuoplcohde or a th M@@nodel%rov@d a beg@r ﬁt an the SFO model
@ and
est eIT‘V uepd

The degradation kinetics determined in the rep@ere evz%ﬁed ae@dlng@ the &’)CL@ guld@ e
07

©

to the fluopicolide resi w&s therefare alsg ﬁtte*@ or Dollendorf IT soil,

the FOMC fit resulted in the ®is fit@as net accepted, hawpver, as extrapolation

beyond the exper1m 1 pe@d is ecmme @: fq&ﬁﬁerlw@ robiist DTgowalues using the FOMC

model (EFSA, 200 P was @jstead st ecteéﬁds t@ost gppropriate model to describe fluopicolide

degradation in th % orf iksoﬂ The D&P m% pré@ded@e be%@lsual fit to the fluopicolide
ert

residues in the e s011s

@
Metabolite opfi mlS@’ons Were p(%forrgfix us%%%e -fit I@del the applied compound and the

SFO mod&f%?or metaboligs. @
\
N & § & &

Y
7y
s

. Q©
U S
%
b
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I1. Results and Discussion
A. Data

The distribution and characterisation of radioactivity for the test soils incubated at 20 °C foll mg
application of [phenyl-U-'*C]- fluopicolide are summarized in Table 7.1.2.1.1z 20 to Table 7@2 1. 1@

23. @b S

Table 7.1.2.1.1- 20: Degradation of [phenyl-U-'*C]-fluopicolide in sm@nder

aerobic conditions at 20 °C [% AR] % %
Van ° O
Compound Mean Iﬁ?%ﬁation time h@ﬁT) @ @ @
SD @
0 2 7 [0 | 14 g¥28 [ 57 K@ @‘36%@
Fluopicolide Mean | 934 | 923 | 8627834 79@ 743 &@4 | 533 ¢464@
SD | <07 | +06 | +o®] +10 | <08 |01 Qo <08 | +up

M-01 (AE C653711)| Mean | 2.6 5.0 8.4

& . . . .
SD | £0.0 | +0.1 &og D06 + 0% %@% &01 | +07.4 +06.
u3 Mean 1.5 n.d: | 2@ . n.d. nd. g n.@y n@
SD | £0.1 5\9 O NSO §% 9 5§
u4 Mean | n.d. Ql.d. & n.d. nds | nd,” E}% d. [Shd Pnd
SD > o) \Q & T §@ §© 2
us Mean | < LO® ngg. @xd. nud. <§n.d. qQ n%@) )| md n.d.
S 5 O
SD |2 | - S - ‘
Sum of Unid./Diff. | Mean [*v4.2 n. nal. .| @d. 4 nd @ nd n.d. n.d.
Residues A SpDY| + 0& @é@ @Q W @ y\?@
. <
Cach somation | Mean | B 298 §90G721.0] 282 B3 [@p2 | 308 | 326
D [oro04sl+05, [ =007 | £0% | S0 [Sv03. 03 | +10 | =02

(o
5@

Meah, | 61! 625 fU60g | 60 538 | 497 | 457
Ambient Exﬁats@& @‘ °\® @ & ()
G | 8D | 405 | £0.3 %07 W 045] § £92 | z06 | 02 | 201
Microwavedy® |Mean 23 @ 2.2 9 30 &) 3 L 41 | 46 | 55 | 58
1

5 , S Q7 W
Extract o " SD™Y + 0% 0.1 |$80.0 |@F0.0_| 024 £00 | £02 | 0.1 | 02

Total E@ctable l\@n 8 @’7»2 947@ 93\@ l\‘\ 923 88.6 86.0 84.1
Residdes | @ D @1 o4 |- Q
D o #0.§ L] = +04 |02 | £0.0 | £05 | £0.7 | £0.5

+ 0
Carbon Dioxide Y Mean® @ oF |grl o 12,[712 | 17 [ 27 | 18 | 49
9| &p o 0.08] £007] £00 | 200 | £00 | £1.8 | 200

0.0
Volatile Org@ iﬁean Q\jn.a.o\ &@ <£@ <®1 | <01 | <01 ] <01]<01] <01

«
Compounds SO | £ | £0.0 @@ 0.0 | £0.0 | £0.0 | £0.0 | £0.0 | +0.0
Non-Exif@etable | Mean | AP6 | @2.6 & 295 40 | 37 | 53 | 70 | 96 [ 117
Residue SD | 08| 09| £9 | £04 | £00 | 00 | £0.1 | £07 | +0.1
Total Recovery -,:i.\ 993" | 140.6 @8.6 98.5 | 97.2 | 994 | 984 | 974 | 100.7
@Q° @3.8 @ 0.7 4 i12 +00 | £0.1 | £00 | £06 | £19 | £04
n.d.: not dete , N, aé%ot analysed, @T days after treatment, SD: standard deviation
All values ex; sed s erce of total ap Wradiolabel
A Sum of -.~ or u entlf 0 ents a d diffuse residues.
@
% (SN
& : <
S&E3

&
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Table 7.1.2.1.1- 21: Degradation of [phenyl-U-'*C]-fluopicolide in Dollendorf II soil under
aerobic conditions at 20 °C [% AR]

@
n.d.: not detec@g n.a.:

A Sum of@ r unidenti

<&

IM an

All values e%ressed as percen

N

d, DAT>N

e oftQial ap

ays
radi

fieg.compofesdits and@iffuseirgsidues ™y
g ? e

I treg ent, % standard deviation

el

@
Q

Compound Mean Incubation time (DAT) @ S
SD 0 2 7 10 14 28 57 85 [NI26 @
Fluopicolide Mean | 843 | 906 | 838 | 81.5 | 789 | 71.9 ©®4.4 516 G a5y
SD | £07 | £0.0 | £02 | 09 | 02 | =03 P=22 | 13" | <04
M-01 (AE C653711)| Mean | 2.3 58 | 8.1 95 | 108 1&% 24 | @5 @@2.0%%)
SD | £02 | 03 | +02 | =3 | 02 | £014 | £0.5 %03} 0.0
u3 Mean [<LOD| n.d. n.d. nd. n.d. Q\%.d. ndg? n @/
N S o SENIS
D 2) & Q Q" g
u4 Mean |<LOD | n.d. n.d n.d. n.dd @d. @n.d. @4 nd. n.d
SD @ NN \J 2| &
@ o N AN
us Mean |<LOD | nd. |Sad. gZnd P nd ¥ nd @@’ d. | hd.
SD S FlLE & &
Sum of Unid./Diff. | Mean | 3.1 ni@ gl | ond fynd fnd g nd nd §§é¥
Residues A . :
esidues SD +0.6 @ N @ . & ®) ‘i’\\h\ @“Q j\% S
, Mean | 137 S34.0u]" 14007 1487 150 | $60 [Si81 é@ 202, | 200
CaCl, solution q ° %o @t o
SD | £0.05] +0.07] £03 |20 504 Or02d) 0] £83 | 202
, Mean | 684 | 80 |@f22 £724g0704 | 6437 | 323 | 508 | 516
Ambient Extract Q
SD L5716 [S04el 04 ] 0% | +@F | g08 | £44 ©O%45 | £09
Microwave Meap.| 5.7@& A RE 8.0 f 63| 9.1 6.2
Extract sB. 7| +05 | €02 [ S06f+0700 03] 200 | 33 | £27 | <o
Total Extractable an @@8 2964 P 01,957 0107 | §97 w882 L8 | 80.1 | 777
Residues °SD, | + 1] 209 | =03 | £12 [ +0.0 D069 £27 | x16 | £ 1.1
Carbon Dioxide 5| Me@n fra. 7106 N 1.0.]Y13 § L g@ 40 | 57 | 89
& s L eoogy Q0| 200 | 201 | %01 | £00 | £02 | £03
Volatile Organic ~ gyMeam ng | < 0.1 <,<\@.1 €01 |& 0.1&27% 0.1 | <01 | <01 | <01
Compound§) o | < |ého |00 [Coge| +0@] 00 | 00 | 200 | +00
Non-Efractable | §fdan | 9.2 42, 50 637 | & | 90 [ 176 | 140 | 145
Residues VSDe] £ 18| 0| %03 04 NE0.1 | 01 | £29 | £1.5 | £02
Total Recovery @Q Mean @0 401.2 085 [Pos.65 968 | 993 | 984 | 998 | 1012
S [503 (ol =0 +6% | 03 | 0.6 | 02 | 01 | +06



Page 102 of 565

B
BA¢E R 2020-08-11
' E Document MCA — Section 7: Fate and behaviour in the environment — Part 1
R Fluopicolide

Table 7.1.2.1.1- 22: Degradation of [phenyl-U-'*C]-fluopicolide in _ soil

under aerobic conditions at 20 °C [% AR]

@
n.d.: not deteded, n.a$hot yse ﬁAT

All values ¢ ressed as percentzge oﬂ@al ap

A Sum o or unldentl@d co

radl@j

@nent@nd d@ls

)
5

e I:egﬁbéues

S af%treat@nt SD: standard deviation

Compound Mean Incubation time (DAT) @ @@
SD 1 ¢ 2 7 10 14 | 28 | 57 | 85 [NI26 @
Fluopicolide Mean | 938 | 903 | 762 | 726 | 679 | 573 ©®5.4 383 G313y
SD | £04 | 202 | £04 | £1.1 | 209 | 20700 | £03°| 0
M-01 (AE C653711)| Mean | 2.3 510 | 129 | 155 | 204 31%5 39.1 | @7 %@7.4%?@
SD | £0.1 | £02 | 0.6 | @7 | 0.0 5&0 2 | £0.53% 03 08
u3 Mean |<LOD | n.d. n.d. nd. n.d. CQ Sn.d. n.dg,” n§ é@l @x
Q
SD o « R 6
u4 Mean | nd. | 29 | 445} 46 | 35° | 7 Q%z.é £ 26 T 26
SD +0.1 | +%4 | 0.0 @}070@01@\ i%@ i&@@ 2
: : : Tl 00T QP |
uS Mean | <LOD | <LOD | £L0Dg2n.d. < LAD{ ng- | < @Qs@b d. | nd
SD S Sl LE & &
Sum of Unid./Diff. | Mean |<LOD| 29, ) %4 \gé 2,35 Q% L7 26 26
Lot MR ,
Residues SD @1 Q0.1 2004 E 0.0 + 0% gj@l < 1 (5203
M 264 357407 2580 27 1311, L%329 | 326
CaCl, solution = &© R ‘22@ § o é %@
sD | +045] 2057 £00 |01 [ 00 Oroa) 0] s0d | o
, Mean | 635 | €94 |qf38 £561.55160 5887 | 495 | 452 | 407
Ambient Extract
SD L 503 [So0.del 017 £0%5 | @1 | 0.7 | £0.1 ©O%0.1 | £0.1
Microwave Meap | 28~ 347 @ | @2 | a9 6.0 [ 6% | 85 8.0
Extract sB. | £0.0 | <01 | $03 fro0aap 03] «0% | €01 | 201 | £01
Total Extractable an @@6??8 985 P 93@ 9027 | 81 009 L7913 | 866 | 813
Residues 2°SD. | 08 0@ | x01 | S04 02 P09 06 | £05 | =02
Carbon Dioxide 5| Me@n fra. 108 N L1 Y 1.0§ L3> @9 30 | 41 | 55
& s L 00 £Q0v| 201 | 200 | %00 | £01 | £00 | =0
Volatile Organte ~ gyMean ng | < 0.1 <o @@il Go P<or [ <01 [ <01 | <o
C d
ompounds) sp | «7 | 400 | 800 %009 +0@] 00 | 00 | 00 | 00
Non-Efractable | §fdan |22 [S'3.1 s 430 49 X & | 74 | 97 | 122 | 137
Residues ySDe] 08| 63 | w01 $¢0.0 B0 | 01 | £02 | £03 | £04
Total Recovery @Q Mean @ 4024 1993 [Po8.s5) 985 | 1002 | 100.0 | 1028 | 100.6
R Qﬂ:0%® i0§ ﬂ:(§ £0.1 | £08 | £0.5 | £02 | £03
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Table 7.1.2.1.1- 23: Degradation of [phenyl-U-'*C]-fluopicolide in soil
under aerobic conditions at 20 °C [% AR]
Compound Mean Incubation time (DAT) @ @@
SD 1 ¢ 2 7 10 14 | 28 | 57 | 85 [NI26 @
Fluopicolide Mean | 92.0 | 902 | 81.0 | 79.1 | 752 | 69.2 ©®8.3 509 G 433y
SD | 03 | +08 | £03 | 0.1 | 0.1 | 0.1 P=09 | £0.6 ;@%
M-01 (AE C653711)| Mean | 2.6 | 6.6 | 125 | 144 | 166 23’35 322 | @80 @}?3.5%?@
SD | £02 | #0.1 | +0.1 | =@ | 02 | £071 | £0.5 %04} +00
u3 Mean |<LOD |<LOD| n.d. nd. n.d. C@%.d. n.dg; n§ é@l @&
d
SD o 33 %6\” R o &
< 4
u4 Mean LOD| n.d. n n.d. \n > @@@H. Q .d. d n.d.@ né}
SD @ - RN <
us Mean | <LOD | <LOD | Sn.d. Q@n.d&} n% n %@’ d. | hd.
SD S FlLE Q& L
Sum of Unid./Diff. | Mean 3.4 3.&9\5 {%@1. \kd. bn.d. <% n.d. ol n&g n.é§ §1¢
Residues 4 D 105 @0 N @ .« x%©& i\q;\ @@ § S
M 23.1 140> 22.5Q 23 3 |&96.0 275 | 289
CaCl, solution = &© SN &3,@ & § o é %
SD | 0.8 +0.07] £02 | 201 503 D03 0] £83 | 0.0
& N\ )
Ambient Extract Mean 6@4 %@@9 @%7 7\65'5@J> 64@ X @1 o o
SD LS0.1 [S0.6el £057 203 | +@3 | g04 | £1.0 O%04 | 0.1
Microwave Meap.| 320 3&7| & | W | A7 60 68| 81 | 80
Extract sB, | 0.1 | <01 |$00 840 05"+ 0.0 <00 | €01 | 00 | +00
Total Extractable an @@5‘?7 ©97.0 © 93 é@ 933’ éw 922 L 905 | 889 | 86.7
Resid $ Q 4
esidues USD, | 0% 09 | =035 | £03 Lx01 Pro0Y £13 | x02 | 01
Carbon Dioxide 5| Me@n fra %07 KN 1.0. 913 § L %@ 25 | 32 | 45
& Lo K+000p 00 £027 | 490 | 200 | £00 | 00 | 00
Volatile Organic  gyMean |~ ng | < 0.1 <,<\@.1 €01 |& 0.1&27% 0.1 | <01 | <01 | <01
Compound§) o | < |ého |00 [Coge| +0@] 00 | 00 | 200 | +00
Non-Effactable | §fgan Q4 [$73.2 N 3.9 427 | @ | 62 | 83 [ 98 | 111
Residues VSDe] £ 08| =0 | £02 $2 0.1 B0 | £02 | £02 | 202 | £00
Total Recovery @Q Mean @ 401.0 985 [999.05( 97.6 | 1002 | 1013 | 1020 | 1023
S 508 ¢Fogsl =0l o0 | 01 | 03 | £15 | <00 | 02

@
n.d.: not detec@g n.a.: fet an d, D&ﬁdaégﬁ tz;%ﬁaent, % standard deviation
fus

All values exgressed as percentage oftQdal ap radigigbel @
A Sum m@r unidentiﬁe@jomp@ts and@i e"@sidu@s\%
< N &9
N N S I & &
o . Yo v O
S NSRS
RS
&> &
& & & &
NN % S
S & T s
€ o
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B. Material Balance

Mean mass balances were 98.9% AR for soil (range from 97.2 to 100.7% AR), 99.0%
AR for Dollendorf soil (range from 96.8 to 101.2%

i AR), 100.1% AR for oil @
(range from 98.5 to 102.8% AR) and 100.0% AR for soil (range frg@@ 97.6 Q‘,
S

to 102.3% AR).
@

The results confirm there were no significant losses of radioactivity during sd@iple processn&

@ &
%% °\© Q, @ '24\9
C.E © > N O S
xtractable and Non-Extractable Residues V @ ©\ @ o
Desorbable residues in aqueous 0.01 M CaCl; solut@n ranged frdm 33.7 to 2 @*@
soil over the course of the study (mean 30. 1 %AR), initiallgpdeclining fr&@ 33.7 % ARGt DA®

0t027.9% AR at DAT-10 and then increased to AR at QAT IQ@H DéNendagf and
soils desorbable residues mcreased om DAT-Q%p DAY-85 frgm 133 to 26:2% AR and

from 26.4 to 32.9% AR, respectively, and 1 eé@on a ?ﬁ @d of @ stud? (DA%I%)
Desorbable residues in il ra%&d b@een 294 an 3 3 @AR @
0 to DAT-28 and increased to 28.9% ARATDALT26. \

@
Total extractable residues (i.e. re51du@§des ﬂs}d b queoﬁs 0. 0&4 @12 S .‘\.
organic soil extracts) decreased fro T40 to DA 126\@0m 9@ to %@1% \‘4\)
soil, from 87.8 to 77.7% AR in Doflendorf@&oil, ﬁ%m 96238%0 8@3% AR
and from 95.7 to 86.7% AR in H

Non-extractable soil res1dues@reasé€1 co rrentl@éwth the dm@%se extrac%ﬂe r&oactlvny in all
soils. Non-extractable residus (NﬁR) i @ease@rom DAT-0 %o DAI- 126 6 to 11. 7% AR in

soil, fr\(%h 92% Dollendorf soil, from 2.2G0 13 AR in LI
soil and from 2. 4@11 ]@ﬁ’ AR 011
@ A

&
)
D. Volatile Radigactiviey” @ S \©

, O N & @
The maximum@mouptdf carbon diexide, f@inedtqg s 4 . and 45% AR in _
Dollendorf, and @ls respectively by the end of the
study (DA@126) Formation ef, 001@ i was insignificant with values of
<0. I‘V@ at all timegeints @H sofls. A
S O D Q
@ & @ . SN
S @, @ 6
E. Degradation tC
The amount uo@ G‘; H the- Q%l s%@xtra%

extracts) decréased from 3. T-Q®@ 46 4% A
to 45.7@' dorf soib) frone93. @3’1 3

to 43.3% AR in H
]@@ a g@co

DAT-126 in soil, from 84.3
5011 and from 92.0

% 1@aqueous desorption solution and organic soil

Rin

De %atlon of ﬂu%lco nied *‘ the formation of one degradation product, M-01 (AE
C65371 1) which was obsérved & a m@lmulQ £47.4% AR at DAT-126 in soil.
M-01 was identified by ¢ rorff@tograpRy with an analytical standard and by LC/MS/MS after
isolation o@e radiopealgdfrom 5%’30%@n solutions. The total unidentified residues amounted to a
maximumf4.6%AR @ no @gle cotriponent exceeded 4.6% AR at any sampling interval in any soil.
< @ ©

SENCNER S

& @ P o

¢ g TS

&
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F. Degradation Kinetics

Reported DTy values of fluopicolide under aerobic conditions were 107, 112, 48.0 and 96.4 days in
potencor, 1 N < R .

respectively. The experimental data was best described by a double first order in parallel (DFOP et1@@g

model. Details are provided below in Table 7.1.2.1.1- 24. S @

&)
Table 7.1.2.1.1- 24: Reported degradation rate of fluopicolide under aei’ﬁlc condltléf% at.260:°C
(best-fit DT5, values for trigger endpoints) % . Q @Q @@@
S Parameter ) Q@%’ &
soit | RInee T oa | okt k2, | N0 | Lowe Upper c@}(dl)@ éﬁw) 2
2, tb’ a, B) & . @ & @ A ©
DFOP | 98.42 | k11.477e01 | 1.4 AF0.00114| Q- A 107 © 4319
L' K2 4.960¢-03 Q'? sadell] - o7 QO o @§
g 1.511e-01 1146601 | @p 1883\ w7 | &
Dollendorf| DFOP | 94.52 | k10.034062 | ~2.3 @@ 00638 | <« @y -S| 12 | 982
I k20001829 | O 1o, 15099 o, ¥ ® S Do
20397855 - O Dis0830 | Go4s & o
DFOP | 98.36 | kI 1.165g01 | . Oh2  @R65e08] &~ I\ - &7 | 480 |08
k2618@03§5§ %26{@1 ) & O
g32801 S £948¢-0) 3 & o
DFOP | 97.65 | kI «@0&:% &0 @7&: 6 O |- o %63 | 418
5.010e-03 | @ @1.41 > O N
Q 1. 8%@ 01 © @80ce-01 0.0 o
N Y § @ S N9 o

&) QO N 4
& .o ©§©@ O & %o§

@)
In addition, the e me&tal da@ tegra@tmn&” ﬂu@cohde@md M%l has been re-evaluated
according to the US@uidasree ocﬁmenmg deg a t10$%net , 2014) using the software

KinGUI (VﬂSlé@ 11 detgls the ey, atlotﬁare rov1de the symmary for KCA 7.1.2.1.1/10.
The resultingDTs %luq&@or tr1 er on@ for@mpl 1de @e summarised below in Table
7.1.2.1.1- 25, Best Q’r@[j kinetics a@hlgf%hte(@ bol(@’ he @esults e very similar to reported best fit

DTso va@s &Y @@
; S

)
7@
/?o

2
o
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Table 7.1.2.1.1- 25: Re-evaluated degradation rate of fluopicolide under aerobic conditions at
20 °C (DTso values for trigger endpoints)

s Parameter o
o | | [ G g e e ||
g, tb, 0, B) O )
SFO | 90.88 | k0.007374 | 4.95 |1.94E-13]0.006143] 009 | 94 [ 31277
@ 0.3622 nr. | 02842 { 0.44 N0 &
Dollendorf, | FOMC | 9501 | 195 | | losach 2738 1§8 000 ©>
(2016b) k1 1.097 0456 | 0.3256 | 1868 { N[ @
DFOP | 94.06 |K2 0006222 4.13 |'<2e-16 | 0.00%461 o.ogw@ 99357 381\
g0.07153 | S| nr. 005601 | 0.0 s
SFO | 94.64 | k0.01008 | 895 [5.96E-0978.007478| 0013 [« 68.8 [V22847
€ 02929 (& ny | 02994 | 0336\ o
FOMC | 95.38 B11396 1.907@) n@@’ 552 @15%§ 1 iﬁ@oo
k101659 | 7 2@‘}E-10@§0.12§@ 0.201 A .
(2016b) DFOP | 95.88 |K2 0.005033| 0906 | &2e-160.004656| 0,005 {995 4193
g 0:1751 nEy | 03545 |90.196 S
SFO | 94.88 | k@00787 | 527 |5:15E-13]6006506] 0089 | 881 2926
AN
FOMC | 9643 4 @}3022 ; 54 Er@\Q Og §3z®§?22&6@ >10000
Q . = . + . °
0110  Q7[3.598206 ] 0.0704 015
(2016b) DFOP ﬁ-::(z’ Ié%.o 04| 1% g?ii@ 004362 0.& éﬂo.z 438.4
g 0.1415 |« y nrS | 0041 | @179
SFO., P 892 k@DI235¢}"8.69 |1.76E:09|0.00933%> 0.048.°| 561 | 1865
i
FOMC | 9896 %@BO'I‘E;@ \Qﬁ' S 01';‘@2&?28 024@53 453 | 2013
4 @2 - D &
O k1697342 1Y S19.14E513| 0.06062,| 0.086
(2016b) § PO 9 °.‘39 K20:005194 | 128 |7.08E-13$,00420%F 0.006 | 47.7 | 3532
& é X « g 0378 | & nr. {03268 | 0.421
Best fit model highlightedin b%@ YN 9 @J S @
& &) % N Q X
S & & & © o &\
&@ ° @ o\® @% o\© v °\©
N SENES® S
SEFEF e
@ @ § > S SE
o O ¢ .© o ., 0 @
A N
S\ L 4+ 9 @
& @ @ Y o%
s (R < &
Q AN N @& .
& SN S
N ¥ o ) Q
@* S @ S
PR ) SR
@ < Q" & ©@
¢ & Y &
S
SR
S &V s
¢
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Degradation of fluopicolide under aerobic conditions at 20 °C (best

values for trigger endpoints)
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A graphical representation of the final kinetic fit is shown below.

Table 7.1.2.1.1- 26:
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DFOP
(2016b)
DFOP
(2016b)
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G: Time-Dependent Sorption

The sorption of fluopicolide in soil increased steadily with time. Apparent sorption coefficients (Kg, agp)
increased from DAT-0 to DAT-126 in all four soils. The values are summarised in Table 7.1.2.1. @7

N

Table 7.1.2.1.1- 27: Apparent sorption coefficients (Kg, app) (expressed as I&L/g)
Q @ﬂ

DAT MS‘;‘;‘“ ' Dollendorf
Mean 5.69 16.19 Y
\ 0,
0 SD +0.00 0. Q@ $0.01 e
) Mean 6.52 2&66 SR 79 %Z@ J30.21 &
SD +0.00 .00 & w000 O] o &
, Mean 7.69 ’tﬁo 67 PB QO Wl g
SD +0.02 +0. QO @ 500 ) L %003°C
> N
0 Mean 8.13 o @A = &l 098 o « 12%1 )
SD £0.02 2000 R 00, | O @ &
M 863 V[ 2402 10,469 13.65
14 Sj:n Lo N &6 S L, & & &
IS o 0.06 o 1003 @' | L0
RTINS IR
. 1\/;;111 1087 o 238, N 21 S §" Je04
@oz o P2 | O=0 e} 2001
5 Mean @i1. 74&9 T @8 @7 | 14w ] e 1832
s | w003 N, x010° P @004, | O rom
@ 1 P
s Mean |5 B2 @Q < 2&2.4‘{ o § 1678 & 20.89
SD i 0.07 4 @&0.07 5 002 +0.02
s D
26 Mean | @ gﬁgf o] & RO TR 25.97
B ERS 00 @ 003 +0.03
Factor Y (Y (257 96 &7 @ 290 2.98
Mean %@or ©© e é\ %@' 2

O
Apparent (%tlon Co@iment\y\\{i{d ap-are called Ti e@gpen@ Sorpti%%f Ratio\sjﬁ{mS) in the report.
@ W

A Calculate K, app DAT%6 dividgd by DA
S é@a S
/\Q & \@ O O
The results are m@uﬂg%sc@d under Se@n 7. é 2 %%(CA 7.1.3.2/03).
@’
o X R ©\ S o
Q 9 > \ I onclision
F luopi(;%‘@ Je c@' an mlneral%ed in four Germans soils;
Dollendetf, and , under aerobic conditions at 20°C

in thedark. Reported bes DT@valuan from 48 to 112 days in the tested soils. Re-evaluated
best it DTso values wergyery @ular 1n tom 47.7 to 110.2 days.

The primary @@Jy‘%ctl of t &tud as t(anestlgate the sorption of fluopicolide, determined under
equilibriu ditiens, ft ing 1t§ agi@g in soil under aerobic conditions in the dark under laboratory
condltlons&% he t@%—de denfsorptiorrratio increased throughout the incubation period (126 days) by
a factol 9%@) 2.98 1n the@ur soils tested.

Fo tlon rb on ioxfde was significant (up to 8.9% AR) by the end of the study indicating the
1al @ com ete@nnerahza‘uon of fluopicolide and its degradation products. One major
degrad@ roduct, M-01 (AE C653711), was identified with a maximum of 47.4% AR.
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Formation of non-extractable residues (NER) was up to 14.5% AR at study end, which is an indication
for biotic degradation of fluopicolide.

& @©
Assessment and conclusion by applicant: Q\ “@'
The study was conducted in accordance with OECD 307 (2002), US EPA 83 00/835.4200 (20@

and in parts, where relevant, to OECD 106 (2000). The study is considere%va id to asses@he a@bw
degradation of [phenyl-U-!*C]-fluopicolide in soil.

The study is valid to assess the changes in sorption (@uoplcol @mh time 1n®co ce w@? @

guidance provided by Food and Environment Resea&h Agency (2H¢) on cond c@lg a m@ﬂ

studies. A kinetic assessment of the time dependegsorptlon (TDS) parameter@s prov @(CA@
N

©\)

7.1.3.2.
G S & Q o
. w\ 3@ W\, &
7 S
© ?&\A@ & @% h@; A S N
Data Point: KCA7.12.1.1/08 L & _© R IS S-S
Report Author: Q) &ﬁ S Ko
Report Year: 2016 S R QO w o & S
Report Title: [Phenyl- U@\IQC]Q\Oplco@gé D%@adatl@ and tixde- d@de rpti% in6
soils frorfield disipation trials™> D A NS
Report No: EnSa-159510¢, 2 < &)j O 0O O S
Document No: M§687 01>l Ty DT @ RN
Guideline(s) followed in Test\?}uld%@’le No. 307 S
study: S EP PPT est (@ellne@ﬂ’o 835&10@35 4&5@ @
8 E est 0. 1%(only partshy
ce o how n stL@ s fi peSUCldW\\S" sho@e conducted,
é% sed @%use in the ulag&fy procésy; Foand ]iﬁwlronmental Agency,
) York UK 2012Y s
Y
Deviations from cyspent @\Stud}\ndjne ?Analytq&al metﬁ@s pa@none@& @@
test guideline: O \\} S N O § =
Previous ev;l@%n. @,@ N® nog@zlousg({ubr%ted S S @
GLP/Ofﬁ&ike/fﬂy % Yes %@ndu@nde@LP/Ofﬁm@eco&ﬁ@’ed testing facilities
recogniSig testing @Q § . @Q %,
facilities’ . L -
Acceptability/Reliabifity: [Yes & 5 A A

Executive S@l@mal@ ©© O D

Q
The de(g@tlon and time-deped enc@ff @?on .ﬁﬁ’uoplcohde was studied in six soils under aerobic
conditions in the laboxafory th dark aé and 53.9% of the maximum water holding capacity
ati

for 120 days. In ad@ on, rate of fluopicolide was determined in the study.
N > @\

@Qﬁy s & Té@ne (U@)A) pH (CaCly) % Organic Carbon
i o 07
Great Chighill & ¢ 7 Clay 7.3 2.1
Parcexj@slay@ Q\ Loam 6.7 1.3
Masu Cog@@ %,Q N Clay loam 7.6 0.9
Afaro/Marcomcini Silty clay 7.2 2.1
Vilobi@Pnyar Sandy loam 6.3 0.8
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[Phenyl-U-'*C]-labelled fluopicolide was applied to soil samples at an application rate of 0.44 mg/kg
dry weight. The radiochemical purity and specific activity were > 99% and 5.73 MBqg/mg, respectively

Samples were taken for extraction and analysis immediately after treatment (day 0) and after 7,

44, 59, 91 and 120 days of incubation. Soil samples were first desorbed with 0.01M calcium &Q r1
solution for 24 hours at 20 °C at a soil : solution ratio of 1:3 (w/w) to determm@he desorbab

of the test item from aged soil. The soil residue was then exhaustively exf facted with thiee fu
successive extractions with acetonitrile/water 4/1 (V/V) at ambient temperature fofowe by a

microwave extraction with acetonitrile/water (4/1, v/v) at 70 °C. orption supernata@gs and
concentrated soil extracts were analysed by reverse ph high perfance hquldw%rm&\)gra@ @
(HPLO). Q @ @

@ O
Recovery of radioactivity was quantitative through@l the study %)Verall mea@mass Hlanc& we@
99.9% AR for H* soil, 9 @ AR for Great Chishill soil; 99.3% AR fo Pareey
Meslay soil, 98.9% AR for Mas du Coq soil, 99 AR for AJbg haro s&@ind %9 ‘V A fo&@lobl

@a chl@%e S %on Qere 457, 20
1

Desorbable residues in aqueous 0.01 M calci
48.0% AR in ill rcey esla as @Co

32 2.33.5,35% and

%and @bl s@s
respectively by the end of the study (DA% 20}% tai&xtraegé¥ he. re51 ues desor
sidues i 3 soﬂ@ rac ecre@sed 98.7% at
t0 89.2% AR by DAT-120 in | Soil, fr@@ 96. 70 k§/ @ Chishill s011
from 97.3 to 89.5% AR in soil F ‘- B, frgm 97.27to 86.5% fr@n 96.1 to
85.8% AR in Albaro soil and fromi¥6. 7(;@0 85. %% AR @Vﬂo ») 011 @

Non-extractable soil resid @(N® 1ncr@sed @onc ntl 1th the d@reas in extractable
radioactivity in all soils, reml max1 6 10,Q *

Parcey Meslay, Mas du Cagand ob1 sg)s at T 12 In Great Ol@ d Alpdro soils NER levels
reached maxima of 12. 6% and 8% 9@befob@?ecllnl fey sl <\ O 6% and 8.6% AR
by DAT-120. @ N

The maximum am t of {arbon§x1rmed§vas WD, 1 Ta.9, 3 091 6 an%3 8% AR in the six soils
by the end of the@tud)&@AT '1R20). Novsi mﬁcant els é@o volatfles were observed (£0.1%

due

\

S &
O

After 120 d%zs 1nc1%t10n‘%st 20 0 col dg%eg ﬁd to 48.2, @ 57.9, 59.8, 52.6 and 30.2% of

the applied radioactivit AE C 719 wz&[@éo observed in all soils, increasing

steadilyfo'maxima of 20, 2 , 31 6 7 3@ 2 a AR 9 the end of the study. It was identified

by LC/MS/MS afteinisolatjon fromaa co ntrafed deg&rptlon@lutlon No other degradation products
were detected (LQF1.3% AR) SSERN @

The effect of aged sogption t@soil @% de m1n plcohde and showed a significant increase
with time. A@arent@orptl fﬁclen incrgased with time in all soils by a factor of 1.93 to
3.12 (mea%2 49). Furthe@letan‘ pec to @% age@%rptlon of fluopicolide are provided in Section
7.1.3.2. @
& o & & @

Degr&iatlon kinetic¥For ﬂu&pleo pro@ed e report were conducted in accordance with FOCUS
guidance document on déstad tion kin€ics (2014). The best-fit DTso values were 101, 251, 167, 180,
] , Chishill, Parcey Meslay, Mas du Coq, Albaro and

131 and 54.7d
Vilobi soils, . A4e-eyaluation of the degradation kinetics resulted in similar best-fit un-

(=

normalised i\\'\ to 250,7@ays.
@ @Q ; § ¢
N &
{*ﬁ (O @ Y
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Soil Best Fit DTso DToo Chi? Error Visual
(USDA texture) Kinetic Model| (days) (days) (%) Assessment
HIEEEEEEEE i oam) DFOP 101 471 1.20 Goodg)® | &,
Great Chishill (clay) DFOP 251 991 0.65 Good @§
Parcey Meslay (loam) DFOP 167 643 29.70 &ovd
Mas du Coq (clay loam) DFOP 180 673 |gy 0.53 LGoodd?
Albaro (silty clay) DFOP 131 481 0.78 @§ G@ 2
Vilobi d’Onyar (sandy loam) DFOP 544 2775 RN
@
R g & &
1. Materials @ Methods ~& Q @© @
. @ N 23 @ S AN
A. Materials % N L@ \© & @
LT X N - T AN
. Test Items é @@ %Q g& @% Q SO
[Phenyl-U-"C]-fluopicolide s & EON TS @% N
g2 R &S
SHFSSE N o & &
LAY O @ )
T w 3T & & .
R © O & e © &
§ ~ § ]@otes p@’ition%f [i(l@- adiglabel ©)
Specific Activity: % é %§ MBg/mg K% @ @6@ %@
o N %,
Radiochemical Purity: > S >99"/®§ LQ@@ HP@ %o §
%o SR . N .
S TS o S 90
& .9 % @© @
N Q