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CP 10 ECOTOXICOLOGICAL STUDIES ON THE PLANT PROTECTION

PRODUCT

Fosetyl was included in Annex I to Directive 91/414/EEC in 2006 (Directive 2006/64/CE of, 1 y@6
2006, Entry into Force on 1 May 2007). This Supplementary Dossier containg.only data which wer@
not submitted at the time of the Annex I inclusion of fosetyl under Directive®1/414/EEC @ dw,

were therefore not evaluated during the first EU review. All data which weFe already bm1tte§ by
Bayer CropScience (BCS) for the Annex I inclusion under Directive 91/4@%/EEC are c@%m@n thé?
DAR, its Addenda and are included in the Baseline Dogsjer prov1ded<§9/ BCS. Th&jﬁe daté~are o@
mentioned in the Supplementary Dossier for the sake 6f completengs®’ and only eral@fo a@)n
(e.g. author, reference etc.) is available for these data.dn order to facgitate discriminatio twe@n%

data and data submitted during the Annex I inclu process er D1rect1ve@l/414 EC@Q
d i i g i »
ata are written in grey typeface. For all new es, detailed s ries @e pr @ded within $his
Supplementary Dossier. However, for a better nderstandl@of the ecotgx icols 8~ ical Qe%aw@r of
Fosetyl-aluminium + Fluop1cohde WG 71.11% EA 2, L WG 7 \&Pl) - rt sums arleﬁnclu&ﬁﬁg the
results of all studies are given at the begining of th@rele -u ’({;. z@dlt al 1 ation
requested by the RMS France on 2016-0 ¢ and s fi @v 06 urlng uati@ of
ste by t S

the Supplementary Dossier is highlighted in wﬁlow\Addl &
France on 2016-07-27 as follow u@@)f ﬂgz re 1:@5 s % 0 %nd dufing the
evaluation of the Supplementary Ddskier @1 ted.dn greelf@’A ®onal n reguested by
the RMS France on 2016-11-14 mg the ev%uatlo%)f the@ppl ntaé»Dos@@ is k@hlighted in
grey.

R A K & F &

Fosetyl is the ISO common%ame\for c'\o gen c@hosph%nat %FPA@)D but he aluminium salt
fosetyl-al fosefyfoAl), aVariabof fogetyl, is used in the formul
yl-aluminium ( oset< ), a‘varia D {use in the formu a prodg.,ct

- o o N &
In original reports s‘u@f authgrs m%%ave used @renﬁaame@ co for netabolites of fosetyl-Al.
In this summary, @ngl name e code is @ (@each tabolite. A full list containing
structural formulgjivario@y names, shért fomgs co,d%@ an%@cu@nces@metabolites is provided as
Document N3. ©© ©\ S ' @ & § ”\a
SN O «° & Qb
As some t@jgmatlc approach "@hosphgnic %‘i&d” foggried n}*.r metabolite is reported in this

Supplen@tary Dossw@a @ ree@ld for the@a clamty and unequivocal handling. After

application, aluminidEn trl@-ethy phondie (i.&v fose@ Al) dissociates into the O-ethyl
phosphonate and @mlm&}n @ Ar@ ph@lon&t@ formed from O-ethyl phosphonate in the
following woul @eve e pr \the G ofthe ftge acid (i.e. phosphonic acid) under the
conditions of the enV1 @’ 9). ?'s;hls c lusighyis supported by the molecular structure and
by the dis tlos Ob‘SQI‘V@d\ constant for the first step of deprotonation:

pKa=2.0). Consequentiyy ph h ey i (ﬁlelr gidlly protonated form are strong acids that
spontan %1y form sa@ in c@ vxé? @r nattital water with any suitable counter ion present (i.e.
sodium;@‘ tassium, @agnesm &101um,}§ b@e ability to readily form salts in the environment
phosphonates are, g ern@f thefiraci i©or line character, similar to the salts of phosphoric acid
(1. e%hosphates) in thelr@’mrc@wntal ha@ur

The formul FE?%+ W(&?l 1 1s a water dispersible granule (WGQG) formulation containing
666.7 g/k&j fose}l -Aband 44.4 g/i@ of fluopicolide. This formulation is registered throughout
Europe wder gade names h as Profiler. FEA + FLC WG 71.11 was not a representative
forrnu@@orﬁ nex Knclusion of fosetyl under Directive 91/414/EEC but has been evaluated as

|§ﬁon for the Annex I inclusion of fluopicolide under Directive 91/414/EEC.

th rese
AQ%Q is a representative formulation for the approval renewal of fosetyl, only the
ecotoxj oglcal risk assessment for this active substance will be described.
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Use pattern considered in this risk assessment
Table 10- 1: Intended application pattern A@" @
Crop Timing of Number of | Application | Maximum label Maximum applicatiofirate, o
application | applications interval rate indivi@al treatmentﬁlge
(range) & [kg a.s./haf,
[days] [kg prod./ha] Fluopicolide (&Fose%ls§l
Grapes BBCH 15-81 1-3 10-14 3.0 %%0.133 © . %”\g(@
(@) L& S O @
vV & &8s 6
N 2
Definition of the residue for risk assessment @ $ S R @© @q}
~ R & & <
o R O 2
Justification for the residue definition for assessmept  is<provided ub\Docw@ nt ¥CA,
Section 7.4.1. s 9 N AN IS N o
10-2 fi £ Yo BiscssTh Q@ © & @% 5
Tabl -2: D iti h id i t
able efinition of the resi yeTpr rightassegs) enR N @@ §@
Compartment | Residue Definition @, @ S Q N Q> % A
Soil Fosetyl-Al, phos h@?% acj @\g ) Q?E;\ﬁ < @ @
Surface water Fosetyl-Al, phg)sgonic@:id m@;) @é&@ @“@\Q} §© § @@@ AN
Sediment Phosphonig@dm S S U@& &@ & o ©
Groundwater Fosetyl-£2, pg@oni@d Q@ @ . § § w\i\?@
i : 9 O
Air Fo(sfe@/l Al @§ Q@ ~ §© N é& & o\@
S
FEIETTITLs &
& £ .0 O « g @
AN . & O
% - N &
° %G %o @
S & & & [SEERSIIPN
A . @ O\@ Q° o\@ L N
PFOUFSITEE S
o O ¢ .09 o O @
QOO O N O D
¥ o K & e
<) 6 O oF L&
@7 o Q @ N
Q A\ N @§ 9
S ¥ & O
@° N
PR ) SR
&4 <
o & © ©§’
SRS
(SN
$ & e s
¢ &
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CP 10.1 Effects on birds and other terrestrial vertebrates

The risk assessment has been performed according to “European Food Safety Authority; Guid@ce @
Document on Risk Assessment for Birds & Mammals on request from EFSA” (EFSA Jouma& 09§
7(12):1438. doi:10.2903/j.efsa.2009.1438), referred to in the following as “EF SA,GD 2009”. O

oS
CP 10.1.1 Effects on birds 2
A
@ N 2y
Table 10.1.1- 1: Endpoints used in risk assessment v OQ@ @Q
& Q
Test . . @ S
substance Test design Test species @g@ Endpon@ o5
@
.. Bobwhite
ar ~ ~ @ O /
acute toxicity quail é{; 3;)%@ > %ﬁ) m&& kg@w
& & <
@’ \\ > % @
acute toxicity ‘]agé;@? 8 \LD,;& &%7 1&@5 /k%%x é
Q& a5 AN by\’ S ﬁ @
>
9 162 & o
. @Bobwhite O > @0 mga.s. /kg@w
acute toxicity @ qu%al @Dso@ﬂ —%228 n@n% N /]% bw b) 5
(5”\\ S |l S KCA 8.1.1.1/04
7
N b h% Qgﬂ "E@ S 5%?2 $ S
0 w Y% a @
) D
geome&Dso@’ éﬁ il ing g a{oij@(g Qme §./kg &“@ 5039 mg a.s./kg bw
S ©& tﬁ%a@ 4997 ma.s./kg " | 4997
@@ 2 & qyall . D N g aﬁ@g bw
Fosetyl-Al | & O S K( @;\9 @6 N C N K
2 dletalg}@{oxmfy Gpbwhye &Cso > 200 m S/kQ diet H 1.()82‘ M 159(’ ’
% N : M-159687-
N (short- t@&a) N qu D5 >§22 ’s./kg bw/d
£ %\ § N %% 01-1
P . KCA 8.1.1.2/01
Q\ < A ES N L
N S |l O \ :
dibary t(@lty @Mﬂ@d J& LCse ﬁ)()() mg a.s./kg diet “H( ) T]QSITM-
Q@shor@t)@ m) @} o\cﬁ%k O LDy 616 mg a.s./kg bw/d 150685 0'1' ! T
Q Q S D 07085-01-
Ol K12 a4 KCA 8.1.1.2/02
7
6-weeks &ding <§ 5% % ] .
e .lapan.csc& N(@ 1500 mg a.s./kg diet , M.; ,J.B.;
%, rcp?&iuct{(@ . @uall @ L 216 mg a.s./kg bw/d 1999; M-189216-01-1
N SRS o KCA 8.1.1.3/01
i@i%§$dlng ] Ja@n@ese Q" NOEC > 3000 mg a.s./kg diet 580%_’0}1{;;12008;
D repf@ducu “quail g, | NOEL | 2331 mgas/kgbw/d | g 30
4
@ @%D /64 L geomean 5039 /10 = 503.9
N > 3 LDso mg a.s./kg bw
& N
& é@@ v

&
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Test Test design Test species Endpoint Reference
substance g P P
acute toxicit Bobwhite LDso | > 2250 mg test item/kg bw : 5;
‘ xietty quail LDsy > 675 mg pm/kg bw é M- 2()()()1() 01 @
PKCA 8.1.1
Phosphonic & @ -
acid LCso > 5620 mg test item k&o@J
dietary toxicity Bobwhite diet S} 2
(short-term) quail LCso 97 mg pm/k et © ’Y;QQD M’\“ é’
LDDso ?3( 8 mg pm @ bw/d 01@% A @ @
KR 8. 103, 8
Bold: endpoints used in risk assessment NS Q ® C&\J
pm = pure metabolite @ & © Q) @

3 3 mortalities from 10 birds tested at 8000 mg@w therefare %tra@@anon%ctor&FS% 2@9
Table 1) not applicable. Included as LDso = 8000 mig/kg bw in @e calculatlon@ geomgan LDse Valué@

% no mortalities among the 5 birds tested at 2000%mg/k @ore % apo ion fagfor of 1514 (Elz‘%’A GD
2009; Table 1) applicable: 2000 x 1.614 = 3228 mg/

9 Values were corrected for a purity of 41%% phgs@’%m §id we%)t volun@whmh@s eq@j to 3@%?%
weight by weight. Test substance potas%l sak% f phﬁ@%’hom@md dgn@y ofxgy% Therefor eL
of test substance weighs 1360 g @@ cqg&&mns % ﬁ%spho@ acz@a\(410 %@ 301with a

weight/weight purity of 30.1%.

@ & & @ s ¥ L0
Request from the RMS: @ \ QP
The calculation of an extrapeldte LDso v ang the calculatl%l@%f anDDsobased ofPthe geometrical
mean of the endpoints fi 1 sp¥fies dgg two Wethods 1nds®ted 40" the @midance document
EFSA/2009/1438 for th"ei%n inatiot?of t§rele t toxgeity vahe f@he «@te TER estimation.
However, the guidance docurfient doés not fadicatds bot\l@n s could be, combined. It is the RMS
opinion that both ods s@uh@t be@omb@ asihe combinatign’ of t%gese extrapolations would
induce too much ertaé.ty in t@ob@%ed gldpom@ he %‘Zfable&mxmlt@value for acute is the LDsg

0of 4997 mg a.s./k¥’b. S N AN
Response from BCS: %y 9 ©) @

Accordm&@@ the EFSA%Guld (@nem&le @rgnetn@ mea&iDso is a fully valid approach to
assess acute tox omt proprlatel@ ai t%?mng@he level of protection. In order to
correctly calculate %%USUCNI ¢ the geo ric mean unboun alues should be avoided. Therefore it
is necessary and roprla e to ply the Ve ons atl extrapolatlon factor recommended in the
EFSA GD to “I1Dso >, 1110‘1%1810 to t eomean. In the view of the notifier, it is
therefore not @ be @ ct@ ha;[ @ﬁe cofd 1nat@n of @’e two methods would unduly increase the
uncertainty SPthe adtte r SS€§§ ent@tlma@ @

)
2 Q & @ \%
Request from the RMS: N @
In agcordance with'the ance\g@j cun@lt E (2009) a justification that no mortality or no clinical
signs were obsegved during tl&@est sipould ke provided to exclude the dietary endpoint from the acute

TER calculati@ns. Pl%se Iﬁde su Just@catlon
@

Responsefrom @S ©© & 9
In the Ma lar%‘hck short 5@1 dietary study with fosetyl-aluminium (fosetyl-Al), no mortalities or
clini mgn@vere@e orted >for the birds treated with fosetyl-Al. In the Bobwhite quail short term
@r st ,agv no @inical\signs were observed and a single mortality was observed among the birds
rec 0000 ppm of fosetyl-Al. However, this single mortality occurred on day 6 of testing, and at
the satug time one mortality also occurred in the untreated controls. Therefore it is questionable
whether this single mortality at 20000 ppm is actually a treatment related effect, and with regard to the
time course certainly not appropriate for the use in an acute risk assessment which addresses a single
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day of exposure.

Request from the RMS:

A justification that no risk assessment is required for the metabolite phosphonic acid woulgy,be >
suitable. Q

& & o
Response from BCS:
The toxicity of phosphonic acid, the major metabolite of fosetyl-Al, has bee@’evaluate %lrd %ue
to the absence of notable toxicity of phosphonic acid (no mortalities or tg%tment relat&ffe %@have@
been found up to the highest doses tested), a quantitative @k assessmen{% not consuéiged ne@ssary@

A @
© O o«
Table 10.1.1- 2: Toxicity data of the formulated product FEA + F QVG 71.11 @ O Q
- b ad S 9 & «
Test species | Test design End/@;nt Q g O @
- — @@

Bobwhite quail | acute, oral LDso >20%) @fprod@kg v
@ NS &

‘\9 \J &
Table 10.1.1- 3: Relevant generic av1&@c&§aecm&§hr rl%;asse&%ent @Ql‘le&} level § g to
EFSA GD (2009) %\\ AN

7 b & & SIS
@ \ < \J § §fort@§values
Cro Most critical wind(@%f R@@rese @ive or réproductive
P relevance for generic @Gen foc ec1 N S RA
S Q
scenario . @y, . speties
focal species arlo @Q @ % based on
N, % o | kibw | RUD,
BBCH0-19 © S@@ﬁ ' ﬁéﬁg}}%pgfs Black i}@tart@@ 274 | 115
) ¢ Smal@sect@éjrjous spécies $)
@CH@ g ko D Bldck Redstart | 257 |99
©) @mall gYnlv s bir@
\)?&BG@%IO-}:& @ ﬁigﬁ‘?\a & g@@ Linft 14.8 6.9
o @ “S| Small granivoro blrd N Xy
Grapes O & H@39@@ @%ﬁcﬁb S @Llnnet 12.4 5.7
3 % 2.0 kglbg Smalpgraniv s .
BBCH 1581 BB@H>§&9 jé% @’ﬁ @1 @’ Linnet 7.4 34
10d idterval Q. . rug 1v@ous b*ﬁsal o P
\{&\glpz@? f{\y\w S “th&?h/sta tling” N Song Thrush 28.9 14.4
N \Smalf@’mmv@us
@@ B;{g@y 10-48 & Z@? né@k é%%d Wood Lark 144 | 65
2 o S llQ vorou§bird
g @%C%@-”\\ & & lark’© Wood Lark 12 5.4
NS 7 N
@ BBCH z@ @ gnéi%‘?&%é?"“ bird Wood Lark 72 3.3
Bold values: worst ca§dshorteut val se risk asséssment
Yalues: worst 3 %‘ valgs u é@“ &
@ <& Q
e . @ & Q
$NE
< Q & W
& FES
O Q
&% O @ N
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ACUTE DIETARY RISK ASSESSMENT
Request from the RMS: @o o
All the relevant scenario covering all the application period (BBCH 15-81) should be presenteor th@§
Tier 1 risk assessment. @@ @ S
NS
Table 10.1.1- 4: Tier 1 acute risk assessment for birds v Q @
Q %)
DDD £ LDso@ 7 §‘§
Crop scenario | Generic focal species | Appl. rate I@D [mg a.s./kg: TERs | Triggér| @
[kg a.s./ha] SVH~ | MAFo Q bW A ©§
N Q
Fosetyl-Al @ S . 9 R S @
Grapes Small insectivorous 7 Q, Q @
BBCH 10-19 species “redstart” Qg 24 @ °\2'2EJ 6\ v\f}@l &
Grapes Small insectivorous N @@ 25 > &V ® Q& S 6 >
BBCH > 20 species “redstart” %© ” Q@ S (e S X o °
Grapes Small granivorous bird . O e N @
BBCH 10-19 "finch" O M8y MY i3 £
Grapes Small granivorous bird@ gé\ q\g@ 12 C %y N 13 6@
BBCH 20-39 "finch” | o« & & & G § § s
Grapes Small granivorourd LGRS NS >, z
g s 20 7| 74 @*1;.5 /\K© 22.%@ 50@ 27| 10
Grapes Frugivoroggud gy @ @\ sasl R 6®7} @© 57
Ripening “thrush/starling” > Q> 8 &@ % G
Grapes Small ompivorous:bird §9 @% @‘1 4 D 0 © & 117
BBCH 10-19 oS Tdrk” @ § & RS L % Q‘%
Grapes Small ommv@us bi S @ Yy S)
BBCH 20-39 “lark? w\g% @ §> ]&® é @6'0 &\ 4
Grapes Siéll omnivoro \Kbll‘d N) ™
BBCH > 40 @ é%ﬁ k” > @ 120 o 2 28
B

&
The TERA @es @cula@i in @e aeﬁ% rl% ass en § T@r 1 level exceed the a-priori-
acceptablh‘% trlggeg@f 10 For alleyvaluated scrlos us, the acuteyrlsk to birds can be considered as

low and %&ceptable Wlt@ut n@o for @t re @hstlﬁg@k &sment.

AN S %
Acute risk asses or b %l‘l ﬁng c(@amn@ted ter from pools in leaf whorls
In the EFSA G 20@ n th@follo@ng guidance is given on the selection of
relevant sce g th f@est is Vla@mklng water to birds and mammals:
- Le enario: B@ % €pthat | 011 d in leaf whorls after application of a
@ade to a czop an@lbse@ nt v § 1 ey Irrigation.
- ddle scenasio. Birdsa mammna ta water from puddles formed on the soil surface of
%, a field wh@ (h@y) raigfall e‘@lt f%gws the application of a pesticide to a crop or bare
N soil.

&
@° N @
For the cropgunder «a%sess nggs eva%tlon (grapes) the leaf scenario is not considered relevant.
The risk fo 1rds®m 1ng§vﬁvater@@f5uddles is addressed in Table 10.1.1- 5.
N ¢
< @ &
LA QD WO
$ @& ‘§”
¢ £

&
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Acute risk assessment for birds drinking contaminated water in puddles
Table 10.1.1- 5: Evaluation of potential concern for exposure of birds drinking water H\@o @
13 ° k
K Application rate LDso Ratio %f;ssg? ®\ 45
Crop L /l':c | X MAFm [mg a.s./ | (Application rate x Cénclusioy
& g a.s./ha] kg bw/d] MAF) / LDso @ concern | O
if ratio N
Fosetyl-Al = ©) & 9
2000 x 1.0 = <) N IR
Grapes 0.1 2000 099 |2 04 g <sg5- | N conggm | @
N
> © y Q@ & &0
LONG-TERM REPRODUCTIVE ASSESSM Q o @ & o
QY D - @ % 9
Request from the RMS: % w > %@’ 6\ N * §
All the relevant scenario covering all the app@:atlor@erlogé 15- %@ﬂ sho e g sent d for the
Tier 1 risk assessment. % @ Q & Q @7 @
10.1.1-6:  Tier 1 i @k g S &% "\@ > &
Table 10.1.1- 6: Tier reproductlv% ass&s men r%ﬁds ) \\3\9 @@ o S
Generic focal &Q ué ®DD © CQ @A@ 'ﬁﬁ% .
Crop Species  Q Appl.fate SV.5l MA frw @C}DD% mgay./ | Lt | Trigger
P [kefa.s./hafp SV @ T O | kghwid] |
D O @)
Fosetyl-Al SNIERN o O« @Q o & é&
: p (&) LN i D
Grapes Small. 1ns‘e t1v0r0:§ S 2 11.5 (oF %@ & > 15.1
BBCH 10-19 species ‘Tedstart S & Q> %, @to\a
Grapes Small insectivaryus Q S
BBCH > 20 spe&s “redstart” % @© @\6@5'9 S § d 18'? @ =0
Grapes S@ﬁ granivoro )
BBCH 10-19 | . irdé}nchw &) N L. &3 é@@ & 13,2 =2l
Grapes CSmakxranivoteus N & N
BBCH 203900 bt 7 o0 |23y @§ ) 10.9 >30.4
Grapes SHAI1 grafivoro QU -
BBCH > % e dg'qﬁnch'&% @.o S S %@ i & 6.5 >331 |>51.0 5
Gr Fru rou%éird S Q
B
Ripﬁﬁg “@%éf/m{ & Ql4.4 R 275 >12.0
Grapes @‘ﬂ omnivor @ o > 1.4 >26.7
BBCH 10-19 blrceN‘lark” @;\9 %y ©© ) -
Grapes Sm mni ous Q S N (0]
BBCH 2039 é;@fi o Q\@ 1965 103 >32.1
Grape Small o@wor@
BBCH bieg “lark> @% ;&@ %@3’ o3 —
N

RLT Values%eﬁcul@%l 11;,1 @ re u risk assessment on Tier 1 level exceed the a-priori-
acceptability trigger of @ for Y lute enarlos Thus, the reproductive risk to birds can be
considered as {@/ and accepggble w@out d for further, more realistic risk assessment.

Q &
o O S o
N &
&% O @ o
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Long-term risk assessment for birds drinking contaminated water in puddles
Table 10.1.1- 7: Evaluation of potential concern for exposure of birds drinking water H\@o
[13 o k
K Application rate | NO(A)EL Ratio %f;s:g? N\ 45
Crop L /l':c | x MAFm [mg a.s./ | (Application rate x C@wlus@y
g [g a.s./ha] kg bw/d] | MAF)/NO(A)EL @ concern | &
if ratio SN
Fosetyl-Al = @ & 9
2000 x 1.0 = @) & o
Grapes 0.1 2000 >331 | <6.0 @ < S(g}a o con@
Q) %w < S
g Q N N
RISK ASSESSMENT OF SECONDARY PO ,r.zt; ING N @@2 Q é % @&
@ D LS
Substances with a high bioaccumulation ent1 %ﬁcall 6\‘" ear 61r1sk %f sec%ndary
poisoning for birds if feeding on contamlnat ike f@n 0r 'U Fo@t’)rg dic icals, an
octanol-water partition coefficient (log 5 ) > is &s to ge% an nQ epth @ alu n O@he

potential for bioaccumulation.

. Q o O & &
Table 10.1.1- 8: Log Pow values 0f®setyg@? 1 an,d‘% meg(l}ollte (o %@ § @ %@)
S

\)
Substance %g P& @) Re@ence@ O 0 G
v @um nMC Qcctiongfﬂ @ LN
Fosetyl-Al 2I9H 0 |EFSA SdtentigRepofss (2905) | ©

Phosphonic acid - HsPO; | ¢, (pl@ﬁ R Douﬁ%u MCA, S&Hon %J 2]

%’% %

S &
The log Pow values ofifoset 2 @phos@om@md %@bel@% th%ﬂgger\@ue of 3, indicating a
very low risk of secgidary p @ S @
N @ < Q© @ @
S QO NTN N o 9 N
< N AR N
CP10.1.1.1 o A&te &ral toc1t D O § R
SIS > o) S @

T N ‘o N
Report: \@ KCP 10N 1.1/ m@m M-479470-01-1
Title: &@ ©1'0x1$;f floopicolide + fosgtyl-Al WG 2.23%+33.34 percent w/w during an acute

N, ord 50xyith th@rthe‘m, bob%nte qu@k(Colmus virginianus)
Report No.: ) N @ Q
Document No.: & QM 47 -01 R @

Guideline(s): @ Q U Digectiv /41@EC «§
Q @ Regytation¥EC) No. 110 009 >
GBCD 223, OCSRP 8502100 @

Guidelh@iation(s) efone Q@ @ @ . ‘”\g

%

GLP/G ‘N yes N
Sa v g N
Ob]%ctlve 3 \
An acute oral 1@xicity tes ted estimate the LDsy of Fosetyl-aluminium + Fluopicolide
WG 33.34 AW 22%%/& F@C G 71.11) to the Northern Bobwhite Quail (Colinus
vzrglmanu §9
Mate@an th o
Test dtem: @ W&G-71.11 (Fosetyl-aluminium + Fluopicolide WG 33.34 + 2.22% w/w; Batch

I%%V?a 2902; amp@ Description: TOX09816-00; Material No.: 79975694; Purity: 67.7% w/w
(fosetyl@)); 4.30% w/w (fluopicolide); Specification No.: 102000024700 — 01).
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Northern Bobwhite quail (22-week-old adults) were orally dosed with FEA + FLC WG 71.11 based on
body weight at a limit dose level of 2000 mg product/kg body weight. A control group was run in
parallel. Five birds per treatment level (two males and three females) were randomized by hgdy >
weight into the treatment level and control group on experimental Day -1. Birds were dosedswith<s
gelatin capsules on Day 0 following 15 hours of starvation and monitored for 14 days post—dos@. Al
feed and water was provided ad libitum. Adult body weights were taken on experimental D) @ 1, @r
3, Day 7, and Day 14. Individual feed consumption was recorded for the fiféf three day the
and then for the Day 7 to 14 interval. Clinical observations occurred a%least dally ost @rten@
examinations were conducted on all birds sacrificed at Stl@ termlnatlol&
@ & Q\ & @
Dates of experimental work: February 04, 2014 — erbruary 18, 2@ Z Q@ S é
@ S Q)
Results: N @f @ &
(o

. . : %0
Mortality & Clinical Observations
d@

No mortality occurred in the control or the éoo n@@%ro kg Bo y w@gh tment gro%. There
were no observed effects in the control 01%000 @ pro@%t/k dy weight treatm, gr@

the study. %, N
Body Weight & Feed Consumption N \ \ 6 N @ 2o §

S
@ Q
Body weight measurements (Day O@ %ay 7%n & )%&n cl@ges@bo vere eviluated
1 c

for each treatment group. Body wei n@surements es iBod @’e ghtetw, & the time

points listed above for the 2000 n{@/kg %:atme@i gro@was @ sign

@/

Q

antkyydiffeggnt from the control
i

/°

group. @ %N @ SN
No significant differences \@ cgzs\ved@ dally@ood Cons Q‘uon@betw en the €ontrol and 2000
mg/kg treatment groups. @ @ @ &

o © N .

N % " $ NS

The acute oral LDsffor FRA J@LC @G 7
product/kg body ht. The Lowgst Lethal Do
@ &\ Y \

N
CP 10.1.1. 2@ @ghe@wr data oa{%@a @ §

In view of ?@e results pr&gentedg\%S@ CP@ I1.1. @no f@#[her s@tdles Were necessary.

1nw\tj%e no@lem@bw]&% quail was >2000 mg
000@1g product/@ body weight.

@

Conclusion: @ © g
6w

SEERANERN
/\Q & @ ISERC AN ©
CP 10.1.2 @ffe&s @;@rres&@al \@ﬂteb@es ot‘l%er than birds
: < @
Table 10.1.2- %@ F@pom@used 19rlsk @essm@t v
Test substance Exp(@re { Spe% @? @ Endpoint Reference
? @ Wy 15 1997;
@7 @:ute Q Rat §® B@x\) >7080 mg a.s./kg bw M-179086-01-1
rﬁ@sse%lent N Q! ¢ :
S SRS NS KCA 5.2.1/01
S @’ @ @ &®?)/\HL 6000 ppm
=439 mg a.s./kg bw/d
Fosetyl-Al &@ % < R mg a.s./kg bw
& @Eang'ésm% Rag’ 6000 ppm
& 4 sses § NOAEL =720 mg/kg bw/d o NEEEE
N SRS M-203019-01-1
& SIS KCA 5.6.1/01
2 fépto Doctim CA, Section 8.1.2.2
@e re@@@ o Doc en@ ection

&
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Request from the RMS:
A justification that no risk assessment is required for the metabolite phosphonic acid would be

suitable. @o
% an
her

@om@

Qb

Response from BCS:

Phosphonic acid is a confirmed mammalian metabolite of fosetyl- alumln (fosetyl
toxicity was accounted for in the acute and long term studies with fosetyl-A@In mamma
the mammalian risk assessment for fosetyl-Al also adequately addressesggle risk for

acid. VC@ @ %\ @\ @@ -
Table 10.1.2- 2: Relevant generic focal species for risk assessmen Q Tier 1 1 @acc EF GD&
S 9 &
(2009) @ <§ & R @ é}
2) 9
Most critical window of QQ(@ \ I%ng'ese %V %ﬁ%pgd%@z
Crop scenario| relevance for generic Gelpgic foc%speci@ R s@: e@ RA basad on
focal species scenario Q @ L S 3 @@
e e @RUD@ ra
Largg herbi¢dro mma
BBCH 10-19 @{\9 &@Eom@?‘%’ g 6:&{0\7}@@6 & 16. @
) arge, herbiv s man al Q)
BBCH2039 & @@x‘lag&rp}%@ o Br@h;%@ @.6@ 5.5
& |Lafggé herbivorous tham @ >
BBCH > 40 ownfare giv | 33
Q 9 @@%@gom @gl . @;éé U@ S
aad e Smill insggtivor 'S
BBCH 164 S| <Gmammal “shre\g’ ) Z)QCO mon shr @7.6 4.2
N malfihsectivérous SR
Grapes BBCE>20 O @© mal Sshrew @nm@shr% 5.4 1.9
3 x 2.0 kg/ha Apphcatlon cropdirect Sma@%rb «GEdUS n@lmab N
BBCH 15.81 § % S c@@moi@@ 819 | 434
10d interval |Ap tlo crop dige ted @éll he@voro@ma al >
< CBB@F20-39 n@ &Comdlj;@l vole 68.2 36.1
Application crop directed Sm erbn@rous m%?ﬁm $
XS <§CH@40 IS %h Pl go%mon vole 409 | 217
Appl@ation trop di cted mall n1vor mamr}\fél
o\@ BBCH 10 7&@ % mouse @ Wood mouse 10.3 4.7
&@ Apphc n crepdirectéd SmalLomn ous \}mmaf Wood mouse 3.6 39
BBCH<Q0-39 A “Spouse”
Applitation crop difetted Kmall ivor, \ m mal
@@%B,BRHZ |, % “mause” % Wood mouse 5.2 23
\ ) I
@ O .0 O . o @
Q0O S & b
9 XN & @
) o & @% NN
@7 N Q @ ©\
Q A\ N @§ .
* v S L@ N
N (g @\ R Q
> & @ A
C &S 8
@ < Q" & ©@
& &S
Ol
S G
¢ g v
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ACUTE DIETARY RISK ASSESSMENT

Table 10.1.2- 3: Tier 1 acute risk assessment for wild mammals @o
DDD LDso $r
Crop Generic focal species | Appl. rate DDD [m ./kg | TER@ Trigzer
ke a.s./ha] | SY? |MAF W] S égﬁ
Fosetyl-Al S\ o & .9
Grapes . 4 N N
BBCH 10-19 | Large herbivorous 163 X 48.99 Ol > @
mammal “lagomorph @ v q
) S & S I
BB(éﬁpleOs—l 9 Small insectivorous % 8 @ N >3 1@ &@
mammal “shrew” DAY N Q é @
2.0 D @ 708%\ i o
Grapes Small herbivorous i 9 N > v S > >
crop directed mammal “vole” Q {ﬂ@ éﬁ @5.7 §@ @ g > 246\ .
BBCH 10-19 AN (7 . Q N & O_& &
Grapes . R Q %
crop directed | Small omnivorous | £, \\ g 47| Ay | & e
BBCH 10-19 N K ST Z;a > & g
Y % S N) § 2
The TERA4 values calculated in th@cut 1sk essmept on @el %@'lld @amrn’ais exceed the
a-priori-acceptability trigger ofZl0 fokall ev@’late enarfios. , us, theSacutexiik t o wild mammals

can be considered as low and acc Qpéa%le without Qeed for furth

&I@nore@mahs%c risk a@essment

@
© @ @ @ N 9
< oo S
Acute risk assessmen for m@nal%lnnk@g co"mm@d water - Q
Th i Mt QD
e puddle scenar@elev t fc@ie ac@e rls@ses nt. S &
@
9

Table 10.1.2- 4: QEV%@UOH Qﬁwtentlal c %rn @%expo

@
e of @%mlgé@ drinking water

=

QO «
& <O A%g%,%m e 4 g @ | Thsane
CF&I% [L@:g] xate * @gas/@ (Applicatiop-rate * No CONCOrn Conclusion
S & @)\[g aglial | ke b\b@ @IAF&LD%) if ratio
Fosetyl-Al Q O A 0 S & Q
Grapes @9@ g@% gp g;@ggz %@70% ©© <0.3 <50 No concern
Q > Y Q O ‘&
S\ SRS ,@ & @
) N @ y Y
@7 °N Q @ N
Q N S0
%o %, @ v L N
) @ S
S NSRS
&S v
& & & ©§’
NN % S
S &V s
NS
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LONG-TERM REPRODUCTIVE ASSESSMENT
Table 10.1.2- 5: Tier 1 reproductive risk assessment for wild mammals @o @@
DDD NOAEL Q\ w
Crop Generic focal species | Appl. rate DDD g a.s./kg | TERLT | T¥igger
ke a.s./ha] SV | MAFmn | frwa @ bwid] & @g
Fosetyl-Al S\ o & .9
Grapes Large herbivorous @ 2o - S
BBCH 10-19 | mammal “lagomorph” 6.7 \g @?ﬁz 8 @@ @E @ g
Grapes Small insectivorous & @) %, Q@ g @)
BBCH 10-19 | mammal “shrew” R Q& 8.0 &© S 9&© @Q}
) S
Grapes Small herbivorous 20 g 1.8 « 0.53 ZS@ SEPI) % @} 5
crop directed mammal “vole” 3.4 D N 82 %j . WARNRS
BBCH 10-19 & RN &% @6 N
@ N
Grap ©s Small omnivorous © ‘”\,7 (@) v Q@ @ S % °
crop directed mammal “mouse” % @& @ Q 0 4 Q @) SN
BBCH 10-19 0] D - @ §
@ & N
1

exceed the a-priori-acceptability teigger b5 fornall evaluateghscen

wild mammals can be considered\is s logy and @gceptable wighout &@d f% urt morNeahstlc risk

assessment. @ N @ @ @ Q &

AN Q A @

S & o @ s N

Long-term risk assessmeglt fo amn@s d @un ‘&gntar@ﬁatetﬁvate@ @y\’
The puddle scenario 1&616\@1@%& thig long&rm . asses e§Sments,

@ 0N .
The TERyr values calculated in the@pro §f%tive@k as@ssm@% o;@§ﬁr 1 t@ ild mammals
iori ili i le s. T th ongegte t&2m risk to

C& AN
Fortuggon ot it ot Bomfior >
Table 10.1.2- 6: 1 f t f 1 ki t
able @% a umon 0 entiilconcern fo ozygyo rk}mma gfirinking water
. “Escape
©© & o AppHeation @O( %L @ Y clausep
Crop L /lzf[% rate ¥ MA [m§@ s./ @&ppl@tmn Fate * No concern | Conclusion
R . %@a.s;%g @bw/d]@ M@)/NQ@A)EL) P
FosetylAl o . O S & O = .0
N & 2009 % 1.09 Q
Grapes ﬂ§ 0.1 200{5\ @920 5 2.8 <50 No concern
7 ) @y .
K S & & &

RISK AS%?SMENT (@E@ND@ P@%ﬁ%OI@JG

Substan@ with a ‘hfg% blcgchulatlog@p al could theoretically bear a risk of secondary
poiseqing for ma@gals feed@lg ognongmated prey like fish or earthworms. For organic
chemicals, a 1og POW >3y e@ trlgg an igydepth evaluation of the potential for bioaccumulation.

s L
As presente Tabi%ﬁ 0.1 8, g Poy Vgues are below the trigger value indicating a very low risk
oisanin @

of seconda g.
@ @ & S N
S
NS

-

&
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CP 10.1.2.1 Acute oral toxicity to mammals
Reference is made to the respective Document MCP, Section 7.1.1. éf >
. N
Table 10.1.2.1- 1: Mammalian toxicity data of the formulated product FEA + Fl?% WG 71.11 Q\ ©
S @
Test species Test design Endpoint S @w
I 2‘. M@ >
Rat acute, oral |LDso > 2000 mg pr@uct/kg bw \ N
AKcp 7.1.1/01@% 3 < @
Ky
CP 10.1.2.2 Higher tier data on mammﬁ% Q& . &© R @© @g}

In view of the results presented above, no furthe@dles were%ecessi@@ N \& %@ @@}
Q T & o & @
CP 10.1.3 Effects on other te%estn@vvert@araté@vﬂdh@ r@tlle s and @’ @
amphibians) g\ﬁ > % Q

Information on effects of fosetyl-A - rq@les (ma blanso\ﬁ@ no@wvzﬁ N %mde@es for

studies with terrestrial amphibian 1 @s a and é?tlles@ e ava%bl a e@g schemes
are established so far. Therefore IQ urther stu jes car@e SUZEBS ted thes€xrou %f 0& isms.

@ S @ < @
S AN @Q @@ é
CP 10.2 Effects%n aquahs@rgams » S @2 o

The risk assessment is- Q?sed on theGgurre guldgnce A RE Pﬁ%l A Panel on Plant
Protection Products and their Kosidues), 2063. G ce 6D tiergd risk a%’essn@t for plant protection
products for aquatieQorgarfisms @@ edg@of ﬁ%@} surv&}e waters. %SA @nnal 2013;11(7):3290,
268 pp. S .0 @ @

O N < N S @& <
Risk assessn%é) for &ah@orga@sms %&

Y
> &
& © & o @
EcotOXICOI@lcal endp%lts ug&@in ass@me v @ é&“’
)
addggnal studies for fosetyl-Al, its metabolite

Table@ 1: ?pom&%se% in ris @sess e tand

FE%A +F GH.11 ‘f\, é&
Test thst ies @, o QE){Mpomt Reference
substance @ @) § v
A ~ RS I 2003; M-
AN gSh’ i‘a@}’l ©k. ,@ 1Ds %@ 8.54 mg product/L (nom) | 225113-01-1
& ncorgyne ”{“g%g S KCP 10.2.1/04
I Nebrg, acuted ENN - 2003; M-
N Da oy @ " © Q LGy > 100 mg product/L (nom) | 227282-01-1
FEA + FLC i g1 Q KCP 10.2.1/01
R . M-
WG 71.11 & UAlgae, 0%;(3 er?ill;;@))n <QEszo 3.9 mg product/L (nom) %ﬁ; 12 203’ M
&§ @%capz | @@ E.Cso 12.5 mg product/L (nom) KCP 10.2.1/03
Q@ @Q(dclmcﬁ? Zﬁﬁ (i)fl?libition EvCso 0.58 mg product/L (nom) | 555565 12-0103’ M
S% \J@ teti@% -y E.Cso 0.91 mg product/L (nom) KCP 10.2.1/02
TETe

&
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Test Test species Endpoint Reference
substance
B Vo |
Fish, acute . LCso > 60 mg a.s./L. (mm) 1997, M- 4@ <
Lepomis macrochirus 01-1 N &
\@ KCAS260 o
Fish, acute "<
, . o</
Oncorhynchus mykiss LCso > 122 mg a.s./L (mg) '@
. ©@ &
Fish, .acute . LCso % 100 mg a.sg (nom)
Cyprinus carpio o
& Q
@
. . % Q 2 S <
Fish, chronic . NO@ > 100gg a.s. @ (nom) Q ’ )
Oncorhynchus mykiss N @ E 01-1%, &
R AR VKCAS 22591
© 2 o
L % %, @Q Q@ S ‘o @@%- o
ish, chronic = 5 2068 M- @
Pimephales promelas <\9 N%& \\ 0.21§mg aﬁ‘ (?0§ 531353-01-
@ | O S O O S kéas2adol
S > (@) 3 - 1996
ertebrate. acue . OF & . & X @ S &, G5 1996;
IDn;{ t;[t;[bal clllt;(;ll;[mc WECsS RS l(gmg a.@(nn@ -170914-01-1
I g @Q &, o o @@\9 S RS @wj@ KCA8.2.4.1/01
ertebrate. @anic’ > Q &,1.(,.;19%;
g’; “}:}j}:{‘ iﬁtﬁ‘m“ S NOEC 7 m&@%./l; (€m) 189214-01-1
P S 9 o @ & P ¢KCA82.5.1/01
Algae o & g . v, QA B .
Fosetvl-Al I)esmuc/esnzu@ 7\,1)1 tus §.so 6@ §ng 2.s./L (mﬁ%ﬁ) § %7’2%_’012?9' M-
y (S( atlesmgNibs arus ersg@ 5 16 @ a.s./Bmm) KC; 22 .6.1/0]
O S B Sl T |Keas26
o SO .
SRR & & @@ J.S;
O N 1989; M-163526-
q Alg IS, S PGy 2,499 mia../L Tinm) oLl
@ oklkzgjl@enell & .9 Q © @ KCA 8.2.6.1/03
© Subcapztata % % b\ v @ @ e
& | (Selenagirums @ ISR S L
A capri@prnynfmd s O ”\vecal&l@tion D005 M 25385-
g@% alg@ é\a . @ 72@&5& 9.543mg a.s./L (mm) 0(1)015’ M-253825-
N -
& % & & LUD KCA 8.2.6.1/04
@ Algae® @}‘} O S @ M.
\©) De@zodﬁ %zcat & | Eb 24.9 mg a.s./L (nom) 2007; M-289324-
% (Scened, @spzc 50 @ 43.3 mga.s./L (nom) 01-1
@’ green@gae) N KCA 8.2.6.1/05
N Al@% @\ @ 7d:\ 50 8.93 mg a.s./L (mm) -, 1.S.; 1988:
Ny Naviculggelliculosa Q| & . M-163531-01-1
@iatom® ,© © fecalcylasion KCA 8.2.6.2/01
s ao &~ @ K9hECs 1811 mga.s./L (mm) =0
S A° g N ) s 199
D @ 14d-E,C 79.67 mg a.s./L (mm) M-163537-02-1
S O & W KCA 82.7/01
@ ﬁquaﬂ@%ﬂan@
N Lembg gibb@ .
{\9 O~ IS %, recalculation: -, C.;2015;
S @@ TS 7d-E«Cso  166.6 mg a.s./L (mm) M-525565-01-1
Q Q& KCA 8.2.7/02
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Test Test species Endpoint Reference
substance
NN |
Fish, acute, . / , H. J.; 1994; N
’ 5 28.6 mg pmy 2 ’ é
Oncorhynchus mykiss LCso > 28.6 mg pm/L (mm) 17()()(’9_(@ 45
O | kea s @
. g
Fish, acute,
Oncorhynchus mykiss LCs > 400 mg pm/L?(q%n%m)
© S
El;i](;i?z(;:'l;elacl'()('/11'1'11s‘ LCso @ - ln%@%L (nom) 1“&
[ B - j) @ Q@Q §
@
@
Invertebrate, acute = Q'? > a) H. J./94; MO
Phosphonic Daphnia magna E@&‘“ @@Q - ?@mi&%”“ (&@ @E? 179668-01-T
acid O h@ﬁ .

Invertebrate, acute g*ﬁ
Daphnia magna @)
S g

& @
Sediment dwellerQ 8 S
Chironomus %@‘ius@ &@ w@*c(@@ i@z erég pm/@mr&@ OKI
S @ &) K®'A 8.2.5.4/01
Algae N g N (04 SN L9
& N @ KL D

Pseudo '1'1%?1/1 eriellu. &

) & , M.;
subcapitata (SeXnastgum iy @ - b , D.; 1999; M-
(f(/plé%mur ) gl‘e@g@) @"Cw@ g @'4 n@&pm/%nom)\@ 171844-01-1

oid

2lg@ S Y S S o 9O S |kcas2el02
Bold: endpoints us@}in ris@ssesmeﬁt RN \%) §2 @& @@

7

a.s. = active subst@dice, = pure&meta olite X\ & %
mm = mean \{@Q redy@om = @minall@g\ K@' Ao @ § @

9 Values were corrddted fOrva pl@}ty of 41% %%hm@acid v@ight@ volume which is equal to 29.7%
of (&hosph@ﬁ@;ﬁ acidBas a density of 1.38. Therefore, one L

weight{ weight. Testsubstatice potagsium s
of substance hs 0 g<and contains© 0 &) osp®1ic acid (410/1380 = 0.297) with a
. . . S .
weight/weight purity of 29%3%. % < N S
b Values were corteoted for a puily oﬂi@% sph acid%veight by volume which is equal to 29.7%
weight by weighf’ Tes%libsta@ potgssium salts of %osph acid has a density of 1.376. Therefore, one L
of test subgance @g s 4376 g jdnd @tain@ 9 osphonic acid (409/1376 = 0.297) with a

weight/weigjtt puri¢y of 2&%. N N N
o O

& ©\ %?Q 9 @
) o & @ &S
Selection of algae ajtd ma r%h)@s en §nt@ risk assessment

Processes in ecosysfems QO@’nangﬁ rate~griven and therefore, the unit development per time
(gr(%th rate) is more s@fable@ measure effects in algae and macrophytes. Also, growth rates and
their inhibition@an easily b %omd betyveen species, test durations and test conditions, which is
r yield o
CD-1G

not the cas 10mass ba@d endpoints. Following current state of science, the test
guidelines and 221,«he EU-Method C3, the EC regulation for Classification and
Labeling@EC r@ﬁlatio@lﬂ 08), the PPR Opinion (EFSA Journal 461, 1-44; 2007) and also the
EFSA. A uui@ce BQcument (AGD, 2013, noted by SCFCAH on July 10-11th, 2014), list
grﬁ rate@s the@ey&%ndpoint of the algae and the Lemna growth inhibition test. The previous
Gudanc cument oA quatic Toxicology (SANCO/3268/2001 rev. 4) still stated that "As there is
no cleﬁvidence available to indicate which is the most relevant endpoint for the field situation, the
lower figure should be used in the risk assessment". As this statement is clearly superseded by recent
scientific and regulatory developments toxicity-exposure-ratios in this assessment were based on the
E.Cso, when available.
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Request from the RMS:

The preparation seems to be more toxic than fosetyl-Al. The toxicity data of the preparation should
also be used in the risk assessment (TER estimation for the preparation based on PECsw estimat@for >
the drift of a single application is required). . N
@ @’
Response from BCS: @©
The RMS is right: the formulated product is more toxic than fosetyl-alunfiiium (foset lﬁl) c%ve
substance. However, this is not due to the intrinsic toxicity of fosetyl-Al big, to that of plc%ﬁle aH

shown in the table below. NN
& &S S & 2
Comparative acute toxicity of fosetyl-Al (a.s.), ﬂuopncol@e (a.s.) and th@rmulatm ety@@l é\g Q
Fluopicolide WG 71.11 @ é @ é}
. .| Fosetyl-Al | Fluopicgfidé | FEA 666.7 + FE744.4 >an@, sc ulatm@
Test species | Endpoint | pp o o) | (FLC; a%)* 71l .S \ out:;%t Q
D B

Fish, acute ~122m 03 6& @18.5 @%ﬁ prcg/(?/alue 776

Oncorhynchus |LCsg & ) @Z;” ( @L P! Q & [

) a.s./L m%g.s.[,L - Ratioexpe to @
mykiss &G S “&379 1@ Ce§§ /L) acwgl 0.91 g
Invertebrate, @ S % o (g L& %
acute >100 m@Q > K%mg Q {§9 g ant

. ECso Q KN (@gy S /L
Daphnia as./L & a'¥’L N 44@ FL X NS end r10r to”
magna R @& ((@%J) & D & S @
Non-green @ N 7
algae growth N > v % m N@E / © - Expe@d value: 1.47
inhibition test 1511 §Q69 gprod /b, ” . Dmg pod./L

: ECso ¢, .607 mg FEARs. /L :

Navicula " a.s./L GAS. /I§ </ 4.0 4@% e FLC |3 10 expected to
pelliculosa % % 6@ : g ag; ual: 1.62
(diatom) & g °

QA
*Endpoints taken frg@h the EFSA 0~ nclusi n th@eer r@”&w the pesﬁ%ﬁde risk assessment of the active
substance fluopicQlide (@ Scien atificcRepoxt, 2009; X, 1-

**Recalculated @er t \ﬁrst 72%ourscfrom J&E’ 19@M— Q\E"Z 3 1-@@ 1 (please refer to Document
MCA, Sect .6.2 @IA 8. 2/ sin %xRa@o Vn 2. @)@
When ce@%)arlsons can,be § @baﬂ@ ap ars @ fl ol%ohde drives the toxicity of the
formu],@n and thls Y's ca@ lati Thétefore, the use of the toxicity data for
the formulation is rel \ﬁ}nt he ri §sme of fo@l Al, and there is no need to estimate
TER for fosetyl or the 1nte§ u@\g%sof th rrnL@tlonb

@ @

) . § A
& s S &®©\
> . @ @\@ O
G @ © 9
& \%é@ S @
%o Q
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Predicted environmental concentrations used in risk assessment

Table 10.2- 2: Initial max PECsw values — FOCUS Steps 1 and 2 @o >

Grapes B
3 x 2.0 kg a.s./ha, 10 d
int.,, BBCH 15-81
Compound |FOCUS Scenario

PEC;w, max
[ng/L] N
STEP 1 7200,
Fosetyl-Al [ STEP 2 — North 4 5352 @
STEP 2 - South * 53.52 o)
STEP 1 1472.6&
Phosphonic acid | STEP 2 — North # 1244 &’ 7 g
STEP 2 - South # 19922 9 v
\% @l g < N
S & o

A Worst case values for single or multiple app]'%tion @ \@ Q %
B Worst case values for early application % A
y app N OO O L0

N S S
@ N L0 N O A
Table 10.2-3:  Initial max PECstlue@i—%Foc@ Stepd” o> §? @ @Q @@
©§ Grapes * ” ©\ @é ©@© @Q O\W\?
|3 Y%.j@kg a, @ @® < Y .o
Compound |[FOCUS Sce -int,, BBCH 158} |« @Q % (S é
R PEC;w, max® &L e %
o O gigﬂ@& 4 QY & <2
D6 (ditchy 1st) KR S A S
Rl (pand, 1500 | & 19022 © 4O &« \Q
Fosetv Al %{@%’eam, 18) {7 @5.1008 RS
OSety Strearhy, Ist) ) 0337500 7| @ O @
aR3 (str@éerizl, 1sg) 733390 U é@ AN
R4 (sfwam, Jst) | 5 25180 N O

A Worst case foPlate @licat{@ﬂn

N9 o @
&

B Worst cas&yalues for sirgé}e or r&t@plﬁ@licm@ @ @
N NS
'S \@Q \§ s \<§ N §©
§ RN > & >
% @ & > . s &
o N .U O .0 @
QOO O N O D
¥ K &2 o
< S oF LD wl
@7 o2 @ SIS
i AN NG ERAN)
B SR 4 N
N (g Q\ R &©
N N
@ < Q & ©@
> O o
N &
&% O @ o
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Table 10.2- 4: Summary of FOCUS Step 4 PECsw values of fosetyl-Al (3%2.0 kg fosetyl-Al/ha, 10d
int.). Entries marked with * result from single applications.
Fosetyl-Al :
PEC;sw [pg/L] o @ p
a}l.fiftelf& Nozzle Reduction ((\@ (Q@(b %@
1 o
Type Scenario 0% 50% 75@: N 90%@
D6 (Ditch) S | 20.760[* | S 0.380[* [ S #,3.1890[* [-S7| .2.0760[%
R1 (Pond) S | 1.419[* | S ?(: 095|* % 03730 48 \(}1742@?
5m R1 (Stream) S | 18290(* | S | %9.1450/* || 4.5720/%g S ?1.82@@*
Spray R2 (Stream) S | 24590 | S& 12.290*/\&®s 6.147%%‘2 Q ;ﬁo*
drift R3 (Stream) S | 25.860|* 12,9301 S_|. 6.46407* .S 60[*@
R4 (Stream) S | 18.340/* 9.1710/* | $2 4.580[* d)'S |, 1.834@%
D6 (Ditch) S | 75180 S | 3.75801* IS 800% S «{,70.75€8[*
10m R1 (Pond) S 0.78%* 2 0,399 S |20.1976 S| 0.0891
Spray R1 (Stream) S 6.6256|* ‘) @9120*@ SE;@I.&@’* &S (:)%625*o
drift & R2 (Stream) S | 89960[* DS | @.4530R % 222701 Ps @890@
Runoff R3 (Stream) S | J36600° | SV 4.6830)* C 3410, | S |7 0.938]*
R4 (Stream) S .64;4&* @] 35000 Q'S V6618 | & 06paal*
D6 (Ditch) SAR 4.6850[* S | <2420 S 1.0230)* 48 | 0.4085(*
15m R1 (Pond) QC 048201 (%~ 'S ”\0.264@§ 1385 § S 4 2.0654
Spray R1 (Stream) ¥ 5990¢% | S 1%@* s 998/~ | Ry 0.3854
drift & R2 (Stream) @ S. ”\94.839@? @§ 2 o#@“ S @1.21§>k S | 0.4839*
Runoff R3 (Stream) § S} 50890 95440®° S 1.2720[* 5% 0.5089*
R4 (Stream) ¢S | 3@I00[*&| S {r1.80501* |87 09024/ | S | 0.3610[*
D6 (Ditch) , @ 8 [ 26370 1.3180[* «[ S [~®:659357 | S | 0.2637*
20m R1 (Pond) Q| s ol 03938 | 65/* | S 1+0.09 S | 0.0444
Spray @@ 89 23 0*Q§s JI1620f | 8 | 05808 | s | 02323
drift & S 2405 S & 156200 | Q7| 0%9809* | S | 0.3124[*
Runoff . Os %.28%* Q1. *q| S [@8212* | S | 0.3285[*
R4 (Sjfeam) & 1 S | 233000 IS | &¥650@] 8. 55°0.58250* | S | 0.2330[*
S,Rand D de@ mai@try opte Vi@r&lyq{r@t, ru%ff or @inagspe(@gvely
N . SERN
9 9 Dy © >
° %G %o @
Q o O & SR
A . @ O\@ Q° o\@ L N
Q& &0 K D
T 5T
2 @ S d S SE ~
o O ¢ .09 o O @
Q0O S & b
AN SRS %Q & @
& @ @ Y R
& 2 Q & &
S A\ N @§ .
‘”\’ S SR i
A (g @\ R Q
N & N
2 A N
%
@ O QO & ©@
S &S
& S
cL T
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Risk assessment for aquatic organisms
ACUTE RISK ASSESSMENT FOR AQUATIC ORGANISMS @f >
. <
Table 10.2- 5: TERAa calculations based on FOCUS Step 2 S N v
@
- S )
Compound Species Endpoint PECoumps| - 1R, Trigger
[ng/L] [ng/L] N
Grapes _ o > PN
Fish, acut LC (J60000 N > 1121 o>
Fosetyl-Al 55, R 2 < @352 g > @ L@
Invertebrate, acute ECso 100000 | Q @869 q
N0
.. [Fish, acute LCsx @ > 4000004 092028 | Q7 &
Phosphonic acid = s %7.2 4 © @
Invertebrate, acute ECsay)  >400000Y 9" o) >2438 S

v @
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CHRONIC RISK ASSESSMENT FOR AQUATIC ORGANISMS
Table 10.2- 6: TERLT calculations based on FOCUS Step 2 f@o
. N
. Endpoint PEC;sw.max . H
Compound Species TER er
P P [ng/L] gl g TR | Tpeser
Grapes @ S B 7
Fish, chronic NOEC 213 KN 4.0 ] B
Fosetvi-Al Invertebrate, chronic NOEC (17000 v\;z 3&1& KN é\’
osetyl- .
Y Green algae, chronic E.Cso X~ 9540 Q @7@/8 D @@
Aquatic plants, chronic  |ECso & 166600 /© ESEN S RN
. ) Sediment dweller, chronic NOEQ% > 10020(& Cal g > &08 © &@
Phosphonic acid - % @972 Q & @
Green algae, chronic % 29200 |. s \H9 P
Bold values do not pass the risk assessment & 9’ &% %, @@ N e

< &

Request from the Q
The cltonic risk ass@sm§n§or Chiron, z@zrtus%phosg@)mc acid) should be done with the
toxicity endpoint a@ﬁhe RECse @xpre@d 1115;@ a. %@(g sediment as phosphonic acid has a potential
of accumulation @he &%ﬁme@ % % S

@ SEEENY

Response fBC@Q @ N @ ° © v
onl%(@md @the sediment dweller Chironomus riparius is

The chronic tox1c1ty en@olnt
derived @\ the studychy 1999$M-171912-01-1 (please refer to Document MCA,
Section 8.2.5.4, KCAS.2.5.4 1)\wh1chgg Vl@ a NOEC > 100.2 mg/L. In this study, phosphonic
acid Sencentrationswere 40 asur@’ only t}@ verlying water after 1 hour, 7 days and 21 days. The
ana%ncal results (see Ta@le 2 i@y he tu T 1@11) show that the recovery of phosphonic acid was close
to 100%, wit @t decreyh 11 1 e three highest concentrations tested (i.e., 25, 50.1 and

a

ate,

100.2 mg/L t &ver experlmental period, phosphonic acid remained in the water
phase, an 1d ngt.accu {0 the iment. Results were therefore expressed with respect to the
matrlx re p@ hon@ aci as present (i.e., the overlying water), thus as mg/L.

% @@ %,
S @ @ -
Q& <

&
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All TER values for the uses in grapes meet the trigger value based on FOCUS Step 2 PEC;,, values,
except for the long-term exposure to fish. Therefore TER calculations for fish based on FOCUS Step 3

values are presented below. @o >
. N
Table 10.2- 7: Refined TER calculations for fosetyl-Al based on FOCUS Stepm N K
Z
. Endpoint FOCUS scenario PECsw A N
Compound (Species TER er
pound |Speci [ng/L| [uggl S &ﬁg
Grapes - R .9 /&J
D6 (ditshF & 34.33 O@“}ﬁ.z Q 9
R1 (pond, 1st) OF 1.222 9174397 | Kﬁ
Fish R1($tream, 1st) é 25.10 &Q 8.5 @© @
Fosetyl-Al . NOEC 213 e S N 19,
chronic B (stream, 1s). | @33.75Q | Q6.3 ¢, &
5 R3 (sream, 18§ 3549 | 60V |uo
) §
Ré@rean@ st) %@’18 D1 <85 .
Bold values do not pass the risk assessment Q @) N
S S & e

The FOCUS pond scenario meets the

X
HIE% tr1g e@Neo e%thele@ furﬂ@ rﬁme@smgﬁiﬂs
i

Step 4 values is necessary for all stre @ and ditch @enarf@ and@- res
@ &
Table 10.2- 8: Refined TER c@cula@)ns f)é@fose@Al b@d OK@)C@tepéi}nclud‘ﬁig mitigation
measures 0 Q
Q> \ A & &@ 5
. Endpoint o FOORS PESuwmax, 2 .
Species ng/L? éﬁtlga@m scenario | @L] @ %@“ER Trigger
Grapes S ¢ O U O « ®
& Ul @ [Deudich, [V 7888 o 283
& o |9 oo Rl Goam) o (6625 322
Fish, @%E \?13 N etated, | R2 gstream)™Y | 2 8.906° 23.9 10
chronic Q C@ o l§er 1 & § ) .
P @J@ N s Ik}?(stre@@ 9866 22.7
& 9 A PracH@m) o | o644 32.1
S & O § & |pefiteh) & Q S 10.38 20.5
_ RN i»\rﬁnnon@y R (strgam) 9.145 233
Fish, :Q Quffergone +
. QEC 213 g, T RR2 (stfeam) 12.29 17.3 10
chronic & % é 0% teducing | S
@Q S zleg’s: R3 StreamS” 12.93 16.5
17
Qb @) ©© NN N (stream) 9.171 23.2

KN SRS
Accordjg@to the presgﬁled r@ assegmer@aseﬁg\ﬁ FOCUS Step 4 calculations, the risk to aquatic
organisms from the %ae product in pes it nhkely if
-5 y\\r’lon -spray bu%r @ % relon or
- 10 m Vegetate lguffer S

are mamtame{ rln%app ﬁlon G@@ﬁe pl‘@uct

> &’
@ N @© §9
s &
&% O @ Y
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CP 10.2.1 Acute toxicity to fish, aquatic invertebrates, or effects on aquatic algae

and macrophytes @
Formulation studies on aquatic organisms were carried out with Fosetyl-aluminium + Fluopicolid N
WG 71.11 (FEA + FLC WG 71.11 = EXP 11074B) and reviewed by the ®RMS for thene I
inclusion of fluopicolide under Directive 91/414/EEC. The studies have b conmdered%@ccep

(EFSA Scientific Report 299 (2009)). Summaries of these studies are given below. Q D
% © § >
& A

Report: kcp 10.2.1/01 [.; 2003; M¥27282-01-1 O 9 < &
Title: AE F05361606 WG71 Al: Acut&immobilisatio@ est with daphg%s ( nia gna@%©

under static conditions @ Q& . &© < @
Report No.: C039855 2 Q & @}
Document No.: M-227282-01-1 @ > N PN 2 &
Guideline(s): OECD: 2021 (1984) & ©&° & =« @6 AN
Guideline deviation(s):  not specified Q @ é\ﬁ @% @@’ @ & % .
GLP/GEP: yes S & @ s O & &

@’ \\ S OO s $

Objective: @ N NI

Q o
The purpose of this study was to es@te @ﬁ% acu@b &@(EQ@ of test@n to@aphnia magna
under static test conditions. The ést speldies S i
concentrations of the test item.

9
. &N TE e & F &

Material and Methods: = Q

The toxicity of FEA + FLC WGT1. 11§2&E @3616@ WGl A@batchf%PZ%O@ a light beige

granular, containing 67°hg f tyl Alﬁ@g a AE@&SZ(‘%A{g)&% h@(rater flea, Daphnia

magna, was determm@@ﬂunde&@%ﬂc @Qndm@s oves; n ex ‘M eri of 48, Hob

Five daphnids per ﬁlca‘ce tes @gr co ﬁns w x@)sed ag a d11ut10n water control
C 1

and nominal test en‘n‘itlon§ E@FLC G e@@@&l to @ 25, 12,5, 25, 50 and 100 mg/L for
48 hours. N ) @

The test soluti@ fs d§am ed an&nala}&@ at t:h; beg@mng @ the eiid of the test period.
on and@dv

Immoblhzatl erg&reac%ons were rec& faed 3§4 and48 h%& after the start of exposure.

Ko
Findi-&@” § @ ©© § S

Test conditions duri the BXpOSsuEe perl@sere\ N
Dissolved oxygen§& S -83 mg/@’ %
pH: 9 ang@@fromﬁé 5- @

Temperature: @ @Q @ 20 £20.8 @‘

The recoveifes of KE QSZOQ\OM%{MU(@} (C(@pared to nominal values) from the freshly
prepared ai%d aged test soluti from 8 @to 110%, except for the 100 mg FEA + FLC
WG 71@L treatmen@leve here 7. 49@recoxery was found at hour 0. The 48 hour analysis
confirmed correct d@age 10% Nl"her@%vas OSAE C638206 residue found in the dilution water or
comél samples grt%ter @ he%gmlt 0@uan§atlon Given that the toxicity of the product cannot be
attributed to a one of fite ingredients but to the product formulation as a whole, ECso values
and blologlca]& ata a n ngfainal codcentrations.

Undlssolve odlfe{, erve}”at %@zes‘[ levels of 25, 50 and 100 mg/L.

At hou& ob11 ze%lon @ 0, 5, 0, 20, 26 and 5% of the exposed daphnids was observed in the
contrglvand ¢pnce i0 ﬁf 6.25, 12.5, 25, 50 and 100 mg product/L. Lethargic daphnids were
ob&@ved q@e 2550 a@loo mg/L treatment levels.

&
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Cumulative immobilization data are shown in the table below.
Nominal Definitive test ° @
concentration Cumulative immobilized Daphnids (initial @ N
population = 40 per replicate*) N g
(mg/L) 24 hours 48 hours ©© &@ S
Total % Total % Qp . N
Control 0 0% 0 0% % § §\ )
6.25 0 0% 1 5% gw N é\g
12.5 0 0% 0 9% @ & S @ @
25.0 0 0% 4 20% K 2 & & O
50% 0 0% 5 S 26% & S R O &
100 0 0% 1 N 5% R o0 & & OO
*only 19 daphnids were exposed to the level of 50 m: @ . @ Q \© %@) @@
X c& @“ S X %@’ @6 NN
Conclusions: % & S

Under the conditions of the test and based %1 nom@’dl co@:entra@ans the’acute to x10® of + é
WG 71.11 to daphnids (Daphnia magna{%m &@ﬁc t t\yste@}ls de{a%pd a 110\3@

48- hoyt‘é?c x@o m, 5 @
50
NOECG:(S hoips) '~ _Wsmgl o] O § 2

%@®©@®\f@©®>®©\

S 8)
% ~ v @@ S ) SN

Report: KCR10.2.1/02 E; 2003; M-2272854-1 & S
Title: Alga, gro@a inhi n te@%vith Né¥icula pelli a AR@)S%@% WG71 Al
Report No.: % 9858 2 § S <& Q‘%
Document No.: -22 -01 Q 6@ Q % v @
Guideline(s): %OE > 201%, S ~ Q & ~
Guideline deviation spec1 @ N &’ @ S S
GLP/GEP: é < 9 e & U

N\ & N S N @

S R F
Objective: @ QS @ g@& & @
The purposg of thi® st dwy\”was@tj) estimnate t0xg§y of %e teﬁ item on the freshwater diatom
Naviculapé lzculosa te eci @ ] ex&e § c @ncentrations in order to determine
the N as well as EC@Vlth c eS@ndmg@ % der@ intervals.
O O &

Material and Methods: N
The effect of F A + &9 (@%053@606 71 Al (batch OP230059, a light beige
granular, cq @oset l%@nd A f@i‘)plcohde/kg)) on growth of the freshwater
diatom, N VI ula pellzc mg@@und%statlc conditions over an exposure period of

@

72 hours %
Culture& alga Were\\e,xposego dllutlog at ntrol and to nominal test concentrations of the test
formulated produ rephkeates % the @hntro @ replications of each product concentration) equal to
0.1,9.32,1.0,3.2and 1 g/LQ\
Measurements @f°culture density V@ ma&at test initiation (0 hours), at 24 and 48 hours and at test

terminatim@ h0u15§})

The test sQ& ns@re S le%lnd a@zed at the beginning and the end of the test period.
@ @
Findigs: AN @©

Test &ondm@du the®sxposure period were:
N & Gl 2Y3 - 8.45

p
Temp%{@e: 21.3-24.0°C
Light tatensity 7700 — 8200 Lux
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The analysis of the 0 hour test preparations for AE C638206 showed the measured concentrations to
range between 84.6% and 103% of the nominal test concentrations. Analysis of the test solutions at
72 hours showed the measured concentrations of AE C638206 to range from 96.1 to 109% nomin

There was no AE C638206 residue found in the dilution water or control samples greater that thédimit @©
of quantification. Given that the toxicity of the product cannot be attributed tg any one of t ctivé?’
ingredients but to the product formulation as a whole, ECso values and bioleg al data ar&@ase%@;a
nominal concentrations.
@ @ @
Within the 72 hour exposure period, the cell density m@e control c fﬁﬂres increa Ekby a{actor
91.9 and thus, more than the minimum factor of 16 as fiescribed in Guldehnes EC®1984 @&C @
1992), which renders this test valid. @ @ @
The mean algal cell densities over the exposure perigd were as fo@ws @ @© @g}
% & & &
Nominal X Definigive test_ N\ &@ 'S
concentrations Aean cQj ‘densities™ @w cel@@’l) @6 N v
(mg/L) 24 hotivs A% hours> 7XHourse AN .
0 (control) Y | @ 64 &91.9 © @’ @§
0.1 L94 S ¥ O] O 8xl §
0.32 @ 2.3’ O . %2 O x> B &) S
1.0 A k6> ] Q285 g 8 &
3.2 N Y 0.8
10 X 506 & O O[O 0 S
@ o < &
Q@ \& v @Q % © é
The following table shows the 1nh4£1t10n row@ rate@ld biofnass:e &
& L2
Nominal concentration under cur § % @nbﬁ{{n Groewth % inhibition
mgl) 2 qeff@x days/m o |u(0-72k
0 (control) @) Sér@ N 0 O 139 0
0.1 & A o2 ) & @46 2.1
0320 <\ § 42 9* \ R 0.0 2 1.41 4.8
W o ola? TS pas 0.95% 36.4
32 O o 08% 7 b 1018 -0.08* 105.1
710 % ,,@?@* © 101.8_ O NA NA
* Statistically s1gnlf@ﬂt dlf@cnce é&npareq\ to th@ontr@]\\ﬁ . Q
& \ N
Conclusions: Q\ & @ & %
Under the condfﬁbns he &3t an ased%n n@mal centratlons the toxicity of FEA + FLC
WG 71.11 to 1@3 fre@r tom avz a pel@:ulos@’ 1s defined as follows:
29 \ O
% E@o)surﬁ\ﬁterya 9 72 hours
@’ o\@ QECso (mgLLS__K_ 0.58 (NOEC =0.1)
<& E£» (mgd) 0.91 (NOEC =0.32)
N S ST R
. v @ &©
& A g SR
@ < Q & ©@
¢ & ¢
AN % S
LN ISR
& @ Iy o
@ & <
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Request from the RMS:
Further explanations are required to justify that the study of the effects of the preparation on Navicula
pelliculosa (R ; 2003; M-227285-01-1) are still reliable for the risk assessment as the coeffigient >
of variation is estimated to be 71% for the control. \gﬂ @@
& &
Response from BCS: IS ©)
The study does not meet the validity criteria according to the OECD TG@01. BCS's c&lcul%t ns
resulted in the value of 71.2% for the mean coefficient of variation for%ectlon—by segtion &mﬁc@
growth rates of controls. & @
However, this study was provided because Navicula\pelliculosa hi& been 1den®ﬂed \the Wost @
sensitive taxa to the formulation. This is in line with the data requirement of EF%@Aq u@nce Q
Document for formulated products (EFSA Journal 3; 11(7):3290, p. 82) In@ct th1 S u@w n@
relevant for the risk assessment of fosetyl-Al, b lows comparison &ztwe points of %gch
active substance (fosetyl-Al and fluopicolide) andthose of th@rmu@ d pg&ductb\ @ S

& RS &% IS \ RS

Report: KCP 10.2.1/03?,, 2603; 1\%0 S99 O & ¢
Title: AE F05361606@\’£5 \lg wth@hlbltg%est v@h Psewioklrchnerle@

subcapitata (s e %i astrum @pneorfﬁatum)@ w\?\ N éﬁ O
Report No.: C039864 ©@ N & @ Ny § @ @
Document No.: M-227291-Q1°1 @ N NS @@ S %@9
Guideline(s): OECD: 20R(1984) ¢, @ § o o & =~
Guideline deviation(s):  not spedified =, @ (@@ @ Q& @ ©©> N
GLP/GEP: yes § NS S @ g Q

R R IS

Objective: @ & N @ )
The purpose of this study waso e mate toxi€ity 0§ st 1tem$%n th@eshwater green alga
Pseudokirchneriella @cap VlOl@ly cal Sel&%astrw@cap rnufism. The test species was
exposed to a seri fc ncent 10nss@i ordeéto %%rrm@ the EC as well as the ECsy with
corresponding 95% co&f@enc&mterva% N & @

S Ko O
Material an et s: . O S} K@j @ @ §

The effectcpf FEA *+ FL%WC@ L1IN(AE @5361@6 V\@Gﬂ (batch OP230059, a light beige

granula@ontalnmg 6@‘” g fe@etyl—@(g and 45.&vg flugpicolide/kg)) on growth of the freshwater

green ﬁga Pseudolgn@mez@z subcapzta@“(syg@elen%truK ipricornutum), was determined under

static conditions ov@t\an e&posur@enoc@f 72hpurs,

Cultures of alga guere exposed f&a dlhglon %@er cor@ol atigl to nominal test concentrations of the test

formulated uct (12eplicates f(@@e c@a,trol §eph@§ons of each product concentration) equal to

1.0, 2.1, 474V, 22 @n 50@% S N

Measurements of culture@ensrt@ ere %de @?est 1ation (0 hours), at 24 and 48 hours and at test

terminati@ {72 hours)@ % § %

The testsolutions sampled and anal d aﬁ@ beginning and the end of the test period.
sl o

(o
Fing\}ngs: ~ § @\ Q §
Test conditlorﬁ.urlg the e surrlod@ere:
pH: 10. 1%
Temperatl{@ 2o 71-258.2 °C©@
Light 1%@%1 §§ 930058650 Lux

SIS
§ & v o

€ o
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The analysis of the 0 hour test preparations for AE C638206 showed the measured concentrations to
range between 99.8% and 121% of the nominal test concentrations. Analysis of the test solutions at

72 hours showed the measured concentrations of AE C638206 to range from 98.1 to 123% nomin
There was no AE C638206 residue found in the dilution water or control samples greater that th
of quantification. Given that the toxicity of the product cannot be attributed tg any one of t
ingredients but to the product formulation as a whole, ECso values and biolgg _

Sieal data ar&@ase%@y
gﬁp controls (§ se tes@

nominal concentrations.

Due to a high variability in the results of the growth of the control vessels

1mit @6

ctlvg@j

which had run in parallel to this test and under the same @Honmental (?{\\‘H itions are mclucggl @é\” o
Within the 72 hour exposure period, the cell density, in the controaltures 1nc e!ée ga fa t of é
95.6 and thus, more than the minimum factor of 16@s prescrlbec@ﬂ the Gu1del@s (O D @@4
1992), which renders this test valid. Q} Q @}
The mean algal cell densities over the exposure petiod were a@%}ollov& @ 'S
2 @ o
& 9 IS NN
Nominal @E’ﬁmt@ test @ UU v d %
concentrations n ceﬁ?@den * (x M'cells/ml) 9 @7 @§
(mg/L) 24 hoyty a{%hour@ [ 72 hvurs §
0 (control) 6@ SN[ D255 § o Dsegs & §
1.0 &3 RSN O 93 4 QR
2.1 A23 0 S 172 O &/ O] =
4.7 2% 9 O1338) Y &3 O S
10 O 02 Y g 509 Q 20,50
22 9 03 & |, 16 2.9 63 N
50 S 04 @ Q. 2 N @j 9
9 & S
The following table shQﬂws th@hlbl@@)n of §wﬂ@@zfte ag@bloss Q&% . §
N
Nominal conce @éatlo Arga§de %u@jve at?Z M / 1lg§iﬁltlo ©Gr Erate % inhibition
D 70 (]
(mg/I@$ S {N‘cel]s&xﬂ daysimL) 'S, P S @% %@@ 72 h)
0(copfdl) O [~ A 798 a0 1.48 0
19 @ 9 718 . 9 & 1® 0 150 -1.1
0.1 TS0 O P a9 o 139 6.2
S 4.7 O | L 4 1 N40.6 1.38 6.6
10 2 k2 1338 - Y 83:3, 1.00% 32.7
22 “\Qﬁ QO 26Y N 4 9627 0.59% 60.3
50 ¢ & T w 2.1 -0.26* 117.6
*Statisgigally s@ﬁﬁc@ﬁfer@nce co@ared@ the c@urirol
Q \ N
Y KR 2
Conclusm@ = & @
Under t@ondmong &Bthe @?and @%sed@’l nmﬁ%al concentrations, the toxicity of FEA+FLC WG
71.11 to the freshw gre% algg%l’seu@larch@zella subcapitata) is defined as follows:
N E@osur@;nter\@w 72 hours
&@ a° @ E,Chimg/LIR 3.9 (NOEC=2.1)
@ S & ECY (%@) 12.5 (NOEC = 4.7)
& &
S
&S o8
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Request from the RMS:

Further explanations are required to justify that the study of the effects of the preparation on

Pseudokirchneriella subcapitata (syn. Selenastrum capricornutum) (-,; 2003; M-227291-(g1) >

are still reliable for the risk assessment due to the high variability of the results in the control andSince &

the coefficient of variation is estimated to be 39% for the control. S Q\ ©
N & ©®

Response from BCS: @ N

The study failed to meet the criterion related to the coefficient of varidtion for sec@—byfﬁctior@

specific growth rates of controls. BCS’s calculations rea@n a value 0&3“9. %. Howgter, a elose |

to the data clearly shows that this is due to the outlier vatge of -0.4ulting in a ¢ 0@9.6%,@0r

the growth rate in one replicate between 24 and 48 l@urs. This re o.@Q te also hazgg@he l@est wth@

rate over the 0 to 24 hours period. %@ Q) @ @Q}

(g

N o
Z @)Q {Q S N
Growth Rates 0-72h 0. Q} LY

0-24h | 24-48h | 48-72h | mean 5D %CV | %CV

RS
1,872 1,255 [ 1,486 [ 1531 ] 0313 205 | 205 é @ é\g
@

7o

1,841 | 1.737 | 1,210 | 1,596 ] 0338 | 212 | 21.2 o
1,758 | 1,043 | 1,076 | 1,592 | 0,457 | 287 | 287 % Q%%’ Q IS é @ @&
1194 | 2370 | 1,132 | 1565] 0698 | 446 | 446 |, N N > % o

2,380 | 1,346 | 0988 | 1571 0.722 | 46,0 | 46,0 N AN & X w §
1,088 | 1.773 | 1.134 | 1,632 ] 0444 | 272 | 27,8 AN @ S N Q ®)

1,705 | 0,693 | 1,504 [ 1.301 ] 0536 | 41.2 | 4¥2
1,000 | 1,969 | 1,545 | 1,538 | 0,435 | 28,3 (8.3

. Q %\
2,890 | -0,405 [ 1,702 [ 1,396 [ 1669 [ 1196 2 &S S Q\ X @) @
Q(EG% "\@ v @ %

S S ©
1,194 | 1685 | 1,709 [ 1,529] 0,291 | 190 [™9,0 & 9 @ « ©@ <) S
0,833 | 2,000 | 1,514 | 1,449 | 0586 | 4@ | 405 @ @J@ @ Q @© &
1,030 | 1,110 [ 2,019 | 1,386 [ 0,549 [8%6 | 386 Q S @ & @)
mean | 1,507 | 0,587 1\89,7 {, 32,4 Q) & & & N &)
N L N L9

o O
So, obviously, somethiri@wen%wron @ith F§ Vm@epl' c. Wh%n thi&gQOutl' \&s removed from the
dataset, the mean CVawalu @*ops& 32.4@. In s p&glculaé%ase,q@ecausg e number of control
replicates is high (12); we be ievat refovingdthe @ier re plicateG3 a refsonable option. By doing
so, the study fulfills’the @liditgx fteria accarding t6ghe O «;;"'I T& 201 (@oxRat re-calculated control
values for the bfomass\increask, co%ﬁcien& vargation o E?’ specific growth rates in replicates
Sp@:iﬁc growth rates over 72 hours

O R ) : S
over 72 hourgyNand coetficiént of variati or %%eﬂtlon— -SECH;
are 98.4, 6.%d 34, & o o @,® S

) SRS o @

S N &
Endpoiﬁ@ were recal@%te;d §ordi§y, eljveri@@the iﬁ)\yh@} values:
72-h EyCso = 5.07 @QL 72%h Byt = 1. mg%\ t RN
72-h E.Cso = 15.2@@@:g/L;%72-h i) :‘i?}lbmé@ @ >

Q Q O N N
3, Ve & &S
% NN®) %
@’ 2 Q &@@\
% N I AN
N . (g @\@Q&©
G @ © 9
& \%é@ S @
2 Q
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Report: KCP 10.2.1/04| L ; 2003; M-225113-01-1
Title: AE F05361606 WG71 Al: Acute toxicity test with rainbow trout (Oncorhynchus
mykiss) under static conditions o

Report No.: C038495 @
Document No.: M-225113-01-1 N 93
Guideline(s): OECD: 203, (1992) S @®
Guideline deviation(s):  not specified @JQ & @®
GLP/GEP: yes Q> N

%% @ § ‘2”5@
Objective: & REES

The purpose of this study was to determine the acute to?mty (LCso ¢ P AE F053 6 W@H A\\gl@on
rainbow trout (Oncorhynchus mykiss) under static corﬂmons
@
Q © @
Material and Methods: @9 Q &
The toxicity of FEA + FLC WG 71.11 (AE FO 3616@6 W@l A"l\(batcl@OP2@059 %f?lghﬁ%lge
granular, containing 671 g fosetyl-Al/kg éﬂd 465@ & ce@%z%@)) %ﬁtbe r\nbow%trout
Oncorhynchus mykiss, was determined under sta con ons @fer ar@xposu ¢ peted o thrs
Juvenile trouts had a weight ranging fron& 7tQ2.12 &and a® ngi om 4.4 to 6§ cm, D
A total of 60 fish (10 fish per treatméat, 5 _Concergratio 1 ative contiel), were ex§d to
FEA+FLC WG 71.11 nominal test c@centﬁaﬁons 0 (drlutionwyater é?n 6 255125, 850, 5.0
and 10 mg/L. Test concentratmns @re reney aﬁn l@cal@%nﬁc re Eg@ormed at

0 and 96 hours for concentra‘uons C638 6 @ @ @Q @ N

No solvent was used and fish V\@e no d du@ag t]}@@est < ©© S
% ©

Findings: % © & @ ‘\@ ©

Test conditions during tl&%}xposug pe@@% § v, LA

Dissolved oxygen: Test ng, were at

0r(§to void oxygen dgpletion below 80% of
é\’the aQr sat 10n é%?lue %

pH: @ 707 7.

Q@
@61\4%\ @@@é&@@

Temperature: \7’ %9 N
Conductivity:; @ 80 — 395 1iS/cm @ A Y R
Hardness: %Q 156 @g Ca@O#L@%N @b @§ @

N

9

The re@enes of A@@&@ti c@entratwns Q@omp@d t?nommal values) from the freshly

preparé%is and aged. téé solu%ns rangedgfiom, 933 to%9‘y xcept for the 1.25 mg FEA + FLC

WG 71.11/L treat lev&l wh &722‘@recm@ry r\ founﬁkwat hour 0. The 96 hour analysis verified

correct dosage %) Ther@as 11Q, AE 8206 res1®e found in the dilution water or control

samples greater that 11@ of @@nﬂ t10n©%1velgz§|at the toxicity of the product cannot be

attributed to&t on&of th@ ct1V<Nngred%ents but to the product formulation as a whole, LCso values

and biological data are based onQ mi onggfitrati

The qualdty’criteria forghe valwity & the ftest wei‘*e? fulﬁlled since no mortahty was observed in the

control ‘group, the QX oncentration ayds hr@er than 60% of the air-saturation value and the pH

varjed-by not morethan Iént @

Dur%g the 96 hour obs@Vatm@})end%mtl@r mortality nor sublethal effects were observed among

trout exposed t@tlne tes t so ns \QQ 0.635, 1.25, 2.50 and 5.0 mg product/L. After 24, 48, 72 and
, 40%and @% mortality was observed in the test solution with 10 mg

96 hours o

FEA+FL§G&L 11/ esp 1vely©
§§9 @§ @@ . §
@ & <

&
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Definitive test —- FEA + FLC WG 71.11
Nominal Cumulative mortality (%)
Concentrations 0-6-hour 24-hour 48-hour 72-hour 96-hour 4 ° 6
(mg/L) @ QS
(Control) < LOQ 0 0 0 0 Y |@
0.625 0 0 0 IS @
1.25 0 0 0 o N, N
2.50 0 0 0 0 A0 @ 2
5.0 0 0 . 0 %’ 0 NS
10.0 0 10 ~ 40 y 40 P N0 @ @
LOQ= Limit of Quantification (0.006 mg AE C638206/L) Q o S D ©&
SN S X Q N %
@ S @ @ @
Conclusion: % R

&’ &
Under the conditions of the test and based on no@al concentrations, fhe acutetox KQY of F@A 1

WG 71.11 to the rainbow trout, Oncorhynchu@xmykzs.%m a s@% tes{y@stq@ @ed ai%)llo%
96-hour LCsp: 8.5 mg/L % é\a @ ©@J X % .
NOEC (96 hour): 5.0 mg/L % @ @ Q & Q @7 @&
L LI > S O
NS & : §
@ N O 5 <
Request from the RMS: Q K é\g >
For the study of the acute effects the p@parafmn to ﬁ‘sh ( @O%@@I 22§é %@f) further
explanations on the reliability of'the estimatéd LC 51d neges sary QUndeeds the LCsy is
based on the 2 highest conce@lon‘s “one pr(@um % ah nd th %
Response from BCS: S @ & @ 9

The study did not provfd@@an eal cof@entr n-r ons@élatlosﬁshlp ﬁwe@' if the two highest
concentrations revealed 0 and>70% @thaht@ it istscientifidallySjustified to as@ne that the LCso lies
between these two @centr@on@hus ased § the ﬁculat od 1§§ed in the study, an LCsg
value of 8.5 mg/L @ @ o

Another optlon ou e to&calculate thg\geo Tic @an @cenﬁ@ﬁon using the two highest

concentratlon&@n thisigase @e get&anq&@’so valye i ’@7 m @
5 7. & >

Cp 10@ %ﬂltl@l lon@erm an ro@? tox@ty studies on fish, aquatic
wveti&brat&s and@dnﬁ&nt welllngergamsms

No new studies @re &cess@ asg@on t}@’curre@ da@}requlrements Please refer to Document
MCA, Sectlon@g @ @\ @@ @j

S §© S A S D

CP 10 (@ F%ther ®s©tin n %tlcx@@gamsms

No studies were ne?@sary based«on the Q%erﬂ@ta requirements. Please refer to Document MCA,
R

S ® @
Sect\l‘&l 8.2. @@ N Q
@
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CP10.3 Effects on arthropods
CP 10.3.1 Effects on bees . @ @6

N
The risk assessment has been performed according to the existing guidance in fgrce at the Z@of g@j
erre

preparation and submission of this dossier namely the EU Guidance @ument on
Ecotoxicology (SANCO/ 10329/2002 rev 2) and EPPO Standard PP 3/107(3) Env1r0@1en‘u®Rlsk
Assessment Scheme for Plant Protection Products - Chapter 10: honey b@

Commission Regulations (EU) 283/2013 and 284/2013%quire wh ;\ bees are h@%y to@ ex % d,

testing by both acute (oral and contact) and chrosiic toxicity, i@ludlng sub al @ect 0

conducted. Consequently in addition to the standar%%xwlty stud@ perfomed@h a&ul ee EC@

213 and 214) the following additional studies ar prov1de¢& @9 Q \ @ @@}
(o .

*  Chronic 10 day toxicity to adult bees unc?é%labO@@%ry %?dm@@% @J& @6 \ %

* Acute contact toxicity to bumble bees ynder 1@?@&&0 ns, < © @&

* A colony feeding study following Ogr % 1992 (usi ng ar hstlc rse case s
concentration and covering expos fon @ﬁects@a broQ (e you’lg an d 1a~1§;ae) a heir
development, nurse bee on-going®e avmur in Dﬁe and\golon@?ft (@ N

*  Semi-field brood feeding studies follpwing.( ui e @ (usﬁ@ a more
realistic spray scenario onto @wer%g P%geha dtythe mu@applé%lon &gte f0<t§ﬁe approval

renewal of fosetyl and cov@lng e@osur cts @(egg nd@u d&velopment and
colony parameters),

Details of the bee testmg w tyl d t0x1c@foglcai§end§‘mts &I@pre@ned in Document
MCA, Section 8.3.1, D ol ent ectiQ I 0 3{ as Ll as in ‘t@ m@mg EFSA Scientific
Report (2005) 54, 1- 79

t 5 s W %\
Table 10.3.1- 1: @ney@ee tox@y da@gener ed @ FE@+ FIE\C G 01 1
Test substanc(e@@@ %t specfgs%t @ &\ E‘Np(& @ Reference
design @ &
MRS < o © 2 ;
AN .9 . SRS KCP 10.3.1.1.1/01
§ NSRS @% & > y
FEA+FLC @ Q%OTY ’ @5\’ \%Dso ceontacty”™> 70 pg prod./bee %002’ M-213109-01-
WOLIg L o - ¢ o © KCP 10.3.1.1.2/01
A 5N %Q @g@ o KCP 10.3.1.1.1/02]
@7 . GHonegpypee, ) @ L&Z\?— oral > 219 ng prod./bee MS;O%O}S;
N - 01-
o Q %48 @ a Ll)i@ contact >200 pg prod./bee | 5031 /00
N v @,@ « Q] X KCP 10.3.1.1.2/02
prod.: product N &U @ &

Bold: endpomt@se fog ris

RS o

%é@
E
é@
y:

@
&
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Table 10.3.1- 2: Honey bee toxicity data generated with fosetyl-Al, phosphonic acid and Fosetyl-Al

WG 80
Test Test species/ Endpoint References gf S
substance study type o §
@ , . @@
Honey bee, LDso—oral > 140 pga.s./bee v 1997, %1 8456&-
48 h LDso— contact > 100 pg a.s./bee % 01-1 AN ()
< N KCM&.Q%)/M Q
& @ 83N 20 @
o SS S
> Q . 19Q: M-
Fosetyl-Al Honey bee, LDso— 0%@ 462 pga.s %c » & 18%{7 6’1 (%)_j ’ &@
50— C 0 a.5./bg S o
48 h LDso L%@c > 1000g nah@@ Q §@A8_3@1%§
2 ez’ @ i’\\h\ 5 ‘%?
@ A N
© 7, O @
Honey bee, Q%Dsoo— Gral _$408.5 @
48 h Qﬁ’so— %}tact@\x 10&@ a.
e
Honey bee, & NN N
43 h Q @D; — oral ©> 21288 p.1

Vo4 S L @ S
oneybeis | T S 0S8 g
. oney be€, > " ° b, @ ,J. B.; 1995; M-
Phozlgﬁiomc 48 hey ¥ @S@’“ @ract @29.7 2 1)$ee@ | P19067-01-1
N NS w> SPKCA 83.1.1.2/03
O D

NN O . [ T.; 2010;
ey bee, @LDsospral S 848 ng p.m.fbee & M-389965-01-1
@8 i €>§ @so—éo@;ﬁa 10§pgp&m./bee@ KCA 8.3.1.1.1/05
S (O o ~ S @ R KCA 8.3.1.1.2/05
$ @J@@ O ¢ W & @b @§ @
& &) % N Q R
N & & & o o &\
AL \@ \@ N @@% \@ L $\©
§ A SN é& 5
@ @ § & ~ L S
@ 9O g © o .0 @
NI R
AN L ,@ & @
O @ %
@7 °\@ Q @ NS
Q AN N @§ ">
A (g @\ R &@
@"° N
& & T
N O S
&Y
> Q&
< @ N
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Test Test species/ Endpoint References
substance study type
Honey bee, 10 d N(Egc 750 mg a.s./k;gk - A.; 2015 >
chronic adult s >750mgas/kg M- 527665 01- @
feeding study NOEDD 37.3 pg a.s./bee/day KCA 83.1 Q@] @y
LDDsy >37.3 ug a.s./bee/day @
Slightly increased termination rate of eggs, yo@ -m@
and old larvae; comparable brood nest 2015; &b 508@_ a
development as in control; brood index aq@mod 01 &) 2
Honey s o | oersion ndes diglyodsomims || KEXS 2301
feeding (Oomen & ‘-:
the brood. No effectg on the survival@ftadult bees
etal., 1992) and pupae, colony §@ength and ovetall colony  Q
conditions by %éﬁ honey bee cotonieés ugar@
syrup at a fosety2Al concentr(%on of 24 g a@j/L
(2.97 g test @gm/L). NN ‘:g,
Semi-field honey @ w\g @@S b@ @7
b?:;ig(;?l?n;nigy No adv€1§¢ effe@f on ‘ﬁal ty, tightqntensit
OECD 75: forced broo%&évelognent ood tés 1natés& &
exposure in cor@nsatl& well\as on eglony
Fosetyl-Al conditions) in g&.@/h > roe@and \ éﬁj 608
WG 80 Phacelia; %Z a a © )
application durin, dyerse G@Ct ort > fli nteg By,
pfp & cg)l%ﬂy streff@th a rood@ foc@ bundadce a@
ull-bloom and> 570 0 . s@ha &
bees activelys 2 & & @ & N &
foraging D (@@ Y - KL A
Semi-fieltkhone QD Q ,B.;
bee begod studye % <) Q) @@ Q N > . S) 2015; M-528899-
(agsording @’ R © Q& > 0141
O 75'{0rce§1 C§o aﬁ%rse ef%ts % l@/ flight 1nter@ty, KCA 8.3.1.3/03
@ e &\ beh%ﬁour Q’&1;00d dgvelop t(b tersination
o com&ms) in bro nde %om nsatio ex) ds-well as
E} @cel%@ colc%by stre ood foo@abundance
application urmg@ at 57Q g a.s; @,
\@ full-bl. X @% %@ & @ \
&@ bee@ctwel@ IS Q = .9
magmg\ N QD
Ap Natl(m@y 100 & product/ha at approx. 30% -\/ A.: 2008: M-
(@@d fl ring B¢ Phagelia, 2 efore the 938790-01-2
7y No. 1@odu®n of ®¢s in i@ tents (7 d-exposure) LK)(‘P 103 lﬂi/()l
g %hd n%ause@ﬁ\ ersggffects to honeybees ' e
% Bum| le bee @ % @ -’ S.; 2015;
Fosety@l h L]@ cont\a?\oét > 250 pg a.s./bumble bee M-525339-01-1
N KCA 8.3.1.1.2/06
- Studies written in sy t ﬁ%}ue af® refepfdg ei to studies in the corresponding Baseline Dossier for the

active substance or the
91/414/EEC (wWdich is provid

the Supple ary D§§§16r the
p.m. = pure ab ite
» 96h-endgoint I
P Valugs werg rrected for
@?&ht by @right
est

gﬁstane@’ we§§§
%/elght@xelght purity of29.

7%.

d r@sentat

for

ewal as well); whereas studies in black

@

1380 g and contains 410 g phosphonic acid (410/1380 =

Bold: @omt used for risk assessment

fofonulation for Annex I inclusion of fosetyl under Directive

typeface are studies of

@Val
tive substance or the representative formulation Fosetyl-Al WG 80.

urlty of 41% phosphonic acid weight by volume which is equal to 29.7%
t sybstance potassium salts of phosphonic acid has a density of 1.38. Therefore, one L

0.297) with a
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Risk assessment for bees

The risk assessment for bees is based on the application rate of fosetyl-aluminium (fosetyl-Al) with

2000 g a.s./ha for applications in grapes using the endpoints (LDso values) for fosetyl-Al a@its >

metabolite phosphonic acid. . N
@ @’

Hazard Quotients & @
The risk assessment is based on Hazard Quotient approach (Qu) by calculaffiig the ratio betw rﬁhe
application rate (expressed in g a.s./ha or in g total substance/ha) and the%aboratory centact %@ orals

LDso (expressed in pg a.s./bee or in pg total substance/be NN Y
& & S @ L@

Qu values are calculated using data from the studies performed witl@e active s bg{anc d il the &
formulation. Qu values higher than 50 indicate the f&ed of highe@ered act1v1t1® to cla act
risk to honey bees. @) AN

s T o g
Hazard Quotient, oral: Q _ maximum éﬁphcatlsl@fate Y [g Q(%Vha Oﬁg@étal stancetha] v

Ho = L]bﬁo oral\ﬂ [p@@& /bee@g Lg tot&l’ subs&nce@ < o
A ol 3

Hazard Quotient, contact: ¢ _ m&éﬁm ag}hcatlo \’ate [g a&iha org fotal giibstance/ ha] §

L&% con\f@a §

\

Hg és. /bee@pg t@” sub@ce/ bee
@ \

Table 10.3.1- 3: Hazard ot er% fordees — 6pal e@ re Y @
zard quoti @e @g u @ §) o
Compound O@Dso\ 1@;‘ appl@tim& Ha@%d Trigger A-priori
[ng'a.s. /lgg:] < rate Q qﬁ\otlent\ © © acceptable risk
S © K [g-$k./ha] Qo ¥ | D 9| for adult bees
S 2190 f 000> A LS
FEA+FLCWGTLIL | o @1 CUh @pro@/ha} @ 437 |V Sy yes
& @
Fosetyl-Al >108é§ @ oo <18.4 50
osety @@ S @@ @J@ / o yes
Phosphonic acid @ >§&8.0 @,}9\138&3‘% Vg % § 50 yes
*  assuming a@lant @r cofiversion8f the%zarent o the boli@Q.O kgjfosetyl-Al corresponds to 1.389 kg
H3PO3, ed on molar ass @f 354%g/m0§ﬁ)r fo Al and 8%&7g/mol for H3PO; and assuming that
1 mol stetyl -Al degrades to@ﬂol H @ N
A @@e S . & .9

The hazard quotle@\for %\1 ex@@ure af® ele\ﬂ the %@hda‘[e&ﬁrlgger value for higher tier testing (i.e.
<50
Quo < 50). @@ % @

Table 10.3. 1@ @ard@otler&@or &@ e&@lct ex;@;sure

Compoun% Cénta Dso%<Maf@appll(@lon Hazard Trigger A-priori
@’ © [ng Jbee|© @ ratéy quotient acceptable risk
A < g aj Quc for adult bees
S»200®  f9 00
D
FE&}FLC WG 71.1Y o pro@}ct/haj Q [¢@roduct/ha] <15.0 50 yes
5 S
Fosetyl-Al &@ @%O 0@ Q 2000 <20 50 yes
o ”
Phosphonigatid 2» >10 0 g 1389 * <1.3 50 es
phomiadeid & | 1050 y
* assusung

a quéntitative co@sion of the parent to the metabolite, 2.0 kg fosetyl-Al corresponds to 1.389 kg
H;PO;, baged on éﬂlar ss of 354.1 g/mol for fosetyl-Al and 82.00 g/mol for H;PO3; and assuming that
¢ ol f%s@@%/ -

1 Al@gra§, to 3 mol H3PO;
<

The h@d quotients for contact exposure are below the validated trigger value for higher tier testing
(i.e. Quc < 50).
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Further considerations for the risk assessment

In addition to acute laboratory studies with adult honey bees, fosetyl-aluminium (fosetyl-Al)gyas >
further subjected to topical acute bumble bee testing (KCA 8.3.1.1.2/06; | R 2015; M-5 39-&
01-1). The study resulted in an LDsy of > 250 pg a.s./bumbe bee and dl(glot reveal se@tivit@j
differences between honey bee and bumble bee foragers. @ @

Moreover, fosetyl-Al was further subjected to chronic laboratory testing a‘%th adult hor§ bee%QKCM@
8.3.1.201; R A.; 2015; M-527665-01-1). © Y Q
This chronic study was designed as a dose-resporf§e test by §0s1ng adulé%on \bees@’or @
10 consecutive days to nominal concentrations of 46,88, 93.75, 18 375 and Z@@ $0 etyl@”l/k&@
feeding solution. The actual test was conducted by@sing the fo@ulated product Fos iniugy
WG 80 (Fosetyl-Al WG 80). After exposing hong ees for ten co selve s e@swely tos
solution containing fosetyl-Al at the respe treatm@ levels, 0-day I%g@o (
Concentration) was determined to be > 750 thg fos—Al/@ whijth conze,spon o0 a SDDs thethal
Dietary Dose) of > 37.3 ng a.s./bee/day. Th@resp\a ive NOEC @rved@ffec&Conoé%tration)
for mortality was determined to be 750e§%g foos@@yl-gl g, wl@ch %rresp@ds to DDgNo
Observed Effect Dietary Dose) of > 37. & g a ee/g.y k)

O e &S

‘4\ a pé@to @wtul@’&ﬁo ﬁ St@s achee brood

In order to reveal whether fosetyl
feeding study (KCA 8.3.1. 3/01 2Q15; M 89 n c&aducted by
following the prov1s10ns/me‘@ of % en (3’?‘ V&T@? @en, J. ( EPP/EPPO
Bulletin 22:613-616 (1992)),~hich” Fequl%amon@ oth pare@*ter for lated products
only... products are fed al%’ congentral@n recemmengjed fors hi wolumgﬁuse f@ The honey bee
brood feeding test is a wofst- cas&cre g@ &edugét@ hagg be@\hrec@y in the hive with a

V2NN

treated sugar solution which e%ntai s the Sk ncecdt a goncentration typically present in the
spray tank (and as s@a ry high concentr; n) dnd by i) est%@tmg the ‘development of eggs,

young and old larv gployl dig%@photeﬁ‘m% tec ology

This particular y w@’ conducted “with @setyol tual test concentration of
fosetyl-Al was L (2. 97 g R@etyl-@ WGE 0/L). mlstm;lon of Fosetyl-Al WG 80 at a
concentration@a ppf® fose —Al%@ hor@‘o onig§via fgeding of 1 litre splked sucrose
solution hag, neithe resu d 1@dve%e eff@&s ond@yorker or pi ;e. mortality, nor in behavioural
abnormaligies as comp 1@1 Regardi brovehgp ent, the Brood Termination Rates
of the #&st item treatn@nt we@over ong, low, t@nod%&te leV@ with 27.3, 11.3 and 11.0% for eggs,

young larvae and 1ar‘@% re ctlve® Ye{&gﬁs céxmpare&?o the Brood Termination Rates in the

control (13.3, 3. ﬁ % @’ae andold tarvae respectively), a slight but statistically
significant i mcrease Wete e te em he of the brood observation period. However,
neither Bro d1C@ or od @@mpe& 10n s were significantly increased in the test item as
compared %“t e control @ an ﬁg catl that these indices performed comparable to the
control, jggtuding com@nsat@ of io brood%losses

Q
All iwll, it can bexgoncl fro@he te @chromc laboratory studies in adult honey bees as well
as from the bee brood @edm@\ om@n et al., 1992) investigating side-effects on immature
yl-A{é
RS
X

honey bee life @a@es, that fo of @derate general intrinsic toxicity to honey bees.
&3
X

S S

©@
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In order to clarify whether the moderate, general intrinsic bee toxicity of fosetyl-Al poses a risk to
honey bee brood and colony development in particular as well as on honey bees in general under
realistic worst-case conditions, a higher tier semi-field honey bee brood study (according tgpthe
provisions of the OECD Guidance Document 75) was conducted in 2014 under forced/cofifined &
exposure conditions, by application of 3600 g a.s./ha as well as a rate of 570 g a.s./ha (spray d@t rate
under tunnel conditions to the full flowering and highly bee attractive smitogate cro Phac
tanacetifolia (KCA 8.3.1.3/02; | B-; 2015; M-526896-01-1). Cdfisidering that the higher
test rate exceeds the envisaged application rate of 2000 g fosetyl-Al/ha 1n% L FEA + E§E WONT 1115
per hectare in grapes and that the application is performe@n a crop not@ﬁtractlve to @es thmstud)@’
seen to present a worst case scenario. $) Q\ &@
The study included four treatment groups: Control (t@ water), Tes@m 1 (360 2.5./ho) Te@ﬁf‘cem@

2 (570 g a.s./ha) and Reference item (300 g fenoxycégb/ha) with pphcatlons @mg caf d@t w
a spray volume of 400 L water/ha. For all treatme roups four replidates (tanels)were set up. The
application of all treatments was conducted duritfg daily bee f@ht ae{vity gt the tifne of ﬁé@ﬂo oA
of the crop. Thereafter, the bees were kept foﬁ@ day @nhln@e tug‘fels (cantinegsekpostse pha‘§e) and
in the evening of the 7th day after apphcatlon aft @: t actigrity) @7 colofties were rel@&@ted out
of the tunnels and transferred to a rnomt@%pg slf@’Wl St flowerin crops @nd intensive@gricul@ral
area for further monitoring (day 8 to dai\\27 aﬁ@ trent&@aﬂy % fidut the confined exfiosure
phase, mortality of worker bees, la and@lpae% ng $uith ssm@s of @raging
activity and behaviour. Daily morta@ as,%ssme N ontl@fed g Wi be]@our@jound the
hive during the post-exposure @pservat etiod (day @to (@ 27 @ er @atméﬁt) Colony

‘/’z‘j,

assessments (food stores, bro d argh8, ¢ Sngth) Oy ere&mad fQrey conﬁr%ment after
confinement and at the end <\ e stydy. alled@food@sses nts brood on rate, brood
index and brood compensaf%vn i ex) b ple@gng ital photo imaging @gchnglogy, investigating
the fate of more than 20@@1nd1v@uall cells was erfon;ie% on@occa%%ns throughout the
study, covering an entire broo ycle o&‘f‘l é N

eesQ)
The application of fo yl-@ th@gﬁ%ﬁe of 3600 é%S /h&unde@me&condl@% to the full flowering
and highly bee attrative surrog haceli ta@enf ia did fidt cause any adverse effects on
mortality, flight i enm@, broq devglopm&nt (hrded te@mat an rate@36.5%, brood index: 3.2,
compensation jfdex: in tést it red ‘Q\the c&tr(gﬁh hrood termination rate: 41.2%,
brood index: § c@mpengation &ex%@ ) %%ﬁwel Cis oolo strength and brood and food
abundance . The ap@fcatldﬁf of ﬁO§etyl 1 at the rate@f 570 g a.s. /&g did not cause adverse effect on
mortallt% 1ght inten ‘§ %th ar d b od @Eundance but resulted in unclear
finding&on brood deveJopmens (broo terp matlo®rate 9. 9%,@ood index: 1.0, compensation index:
2.1). Since effects@qs r@see the @ er @g?t rate.of 570g\a s./ha tested in this study but not at all
in the higher app @tlon rate éﬁ‘o &?s /l%if@he 1n@st1g@on of the lower test rate was repeated in a
& & &

second study con uct 2

8 3/0 , B.; 2015; M-528899-01-1) was performed
following;the same st des as igy thexepeat study for the lower rate of 570 g a.s./ha no
adverses¢tfects on ality, g mten&% iour, brood development (brood termination rate:
36.1%, brood 1nd@§9 mpe@ tion@nde ﬁ 7 in test item compared to the control with brood
termination rate: 29.6% @§ d@%dex , cogpensation index: 4.1) as well as on colony strength and
i Thus, this study confirms that fosetyl-Al has no overall

brood and foodzgbundance e d
adverse effe@é@n br\@w d@m@ at t@%e te of 570 g a.s./ha.

The study Sonducted in 2@ (
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Synopsis

Fosetyl-Al and Fosetyl-aluminium + Fluopicolide WG 71.11 (FEA + FLC WG 71.11) are of low acute
toxicity to honey bees, with LD50 (oral and contact) above the highest tested dose levels (oral: LB s> >
108.5 pg a.s./bee and >219.0 ug prod/bee, contact: LDso> 100 ug a.s./bee and >200.0 ug prod/be Q
The calculated Hazard Quotients for fosetyl-Al are below the validated trigger value wh1c®voul
indicate the need for a refined risk assessment; no adverse effects on hone)@e mortaht e tolbe
expected at the maximum envisaged fosetyl-Al application rate. This conclffion is con rmed

results of the bee brood feeding study as well as by the results of the semlaﬁ)eld studles ich @%@rerec@
an application rate of 2000 g a.s./ha. ¥

The acute laboratory study conducted with bumble bedgTevealed n@@ansmwty d@rer@ betv@%.‘n
honey bee and bumble bee foragers.

It can be concluded from the acute and chronic lab %ory studie adult hone@aees a@we frO@

the bee brood feeding study (Oomen ef al., 199 vestigating Side-& ects@i m@ture honeyéce
life stages that fosetyl-Al is of a moderate generaMntrinsic to@ty te honey:bees. «:05@
Regarding potential side effects of fosetyl—Akon i @ature%ne@bee life stages;"the ‘sonducted bee
brood feeding study (Oomen et al., 1992) fSdnd Qﬂ tly o mod@ratel@@ut sl@ﬁs‘uca@ly sigaificantly
increased termination rates of eggs, young=and pl @Desp of this ob@vatlo@the od i

and brood compensation indices displag a\gontlus 1& aseQM ha @my tistical signicant
difference to the control, indicating a Ful dexe b@d Ov, 11 thésgt’udy @vealed

no ecologically adverse effects on tH® of a@llt @ andPupag,chavi y signgth and
overall colony conditions. Thus, n con derln the everltg\>of t xpo@e 1t 1on ifsthis worst-
case screening test in combinafj on witfPthe @@enc on&both el pa%ameters and
also on the overall developmeqt of beg broad, it ca@be C@C ud on the%sw

@ms worst-case
screening study that the uséSof fi etyl oes«ot pese an disacc t le risk for adult honey bees,
immature honey bee life stages akd hor§%ee 4 omes(®e § @ yj@

In order to clarify whether the%onclusmns oft the @m o@wer tiered koney studies are correct,
fosetyl-Al was subjgéted Qon@(@d senii-fie}d>testing (a to the provisions of OECD
Guidance Docume , b¥app the@»wo s 0 3600 d 576%g a.s./ha for Fosetyl-Al
WG 80 to full- ﬂ§ &Q durig h oney bees@ctlvﬁy foraging oit¢he crop. This study design
is from an apid d.» g;iﬁand aﬁcultu@l poi of V1&® moré¥eali thag an in-hive feeding of the test
compound b tre sug@y solufibn, whic h ain @he te ub ce at a concentration typically
present in the spray@énk (\ﬁid as@lch ave 1gh centra 1onyxJ'he results of this first higher tier
semi-field\study confi @ ons bov ~. th sis of the outcome of the lower-
tiered ies, as no Verse@rect ot del ed ef@cts oﬁgnorta@y of worker bees or pupae, foraging
activity, behav10 ctag: “and @Hen @Drag \eolomé stren&h, colony development as well as the
development of bEe br &Gved f@f the @gh%test rate of 3600 g a.s./ha, even under
aggravated, forc %u ndltgj@fs a y d@tall lowing-up in a very detailed manner the

fate of indj ally@ arkéd br (d1 graphlc assessment) from egg stage until
emergence, In the same gidy @ app, t10 1 Al at the rate of 570 g a.s./ha did not cause
onyxs;rength and brood and food abundance. However,

adverse @t on mortality, gi

unclearfindings were%%eterm d on bro dev ment. In a repeated test following the same study
design, the absenc se. e t&» assessment parameters together with the absence of
adverse effects on%ﬁe elo nt o roo&r the rate of 570 g a.s./ha was confirmed. Thus, this
study confirms @hat fosetyl- khas @Ver@sadverse effect on brood development at the rate of 570 g
a.s./ha. S} %

S <
X
Conclus@ @ @) N
The us@@f FEx WG@ .11 is intended on grapes at BBCH 15-81, that are not attractive to bees
and 3& a rag) @0 duct/ha, corresponding to 133 g fluopicolide/ha + 2000 g fosetyl-Al/ha.
QO an be” conétided that fosetyl-Al, when applied at the maximum application rate of
200

@ >/ha does not pose an unacceptable risk to honey bees and honey bee colonies.
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CP 10.3.1.1 Acute toxicity to bees
CP10.3.1.1.1 Acute oral toxicity to bees
A formulation study on bees was carried out with Fosetyl-aluminium + Fluopicolide WG 71. %ﬁ

+ FLC WG 71.11 = EXP 11074B) and reviewed by the RMS for the Annex I inglusion of flug ,@o Lg
under Directive 91/414/EEC. The study has been considered acceptable (E Scientific f%epo

(2009)). A summary of this study is given below.
A new study was conducted based on recent guidelines and is presen@mder ﬂ@
I A0 525130 S S

’ @ < @ @
§ s
~ < & R O &
Report: KCP 10.3.1.1.1/01 D; 2002; @213 8-01-K & ) &@
Title: Oral toxicity (LD50) to ho

ees (Apis mellifera®) Fosetyl-a ufiniumey AE_@
C638206 water dispersible granule 667 5@ 4 %Fsg CodépAE 61¢
5 "y

Al01 N
Report No.: 027638 (CW02/071)° %@ & & ©@ 'S o
Document No.: M213718011 =) @ (@ R s 9 & g
Guideline(s): EPPO 170 (1992@3%@@13 (19%%) O &% O w S
Guideline deviation(s):  not specified @ g&\ w\g@ ° © w\?\ N éﬁ Q
GLP/GEP: yes K O & F $ & & o
& @’ \ %o ®\ S @Q NS
Objective: @ O @ Q (ORERAN
2

The objective of this stus 5&) Vest1 ate ef@@fs osety alu 11@9 um®%y Fluopicolide
WG 71.11 (FEA + FLC a@ st%lach @%918011 59& n agdylt holr?% bees by oral
application of the test sub@nce @ %@

S % § @ S % BN N
Material and Methods; S) S \© N o\@
Test item: FEA + @ w1 N&AE FO53616:06 WG71 AT, Bateh Nk OP210313, a fungicide
WG type produc§ nta@mg fo@yl @@ﬂL QE C63 6 (sur@ congentrations 670 + 47.3 g/kg,
respectively) as @gtiv mgredlégts N & @ @
Groups of 50@0 plicafes) h@aey ‘%@S’ 4 mel@‘em L§We exposed to 3 concentrations of
the test substance, ©ne cc?ﬁtrol tho e% ubsta@ce) & { 3 concentrations of a positive
control (t&%%ophos 40.9%w/Wioin a ros iet paste ofifs. The concentrations of the test
substa n the diet \@glpe 0. @% 0.139 and, 1.39% /Wﬁual od consumption was measured after
5 hours and then, tum&ésss of dgad b@n césh ca(&e were &%sessed after 24, 48 and 72 hours.

Reference item @om@ do§ 0. 0@6 0%@12 @d 0. @7% triazophos: (oral test); control: 50%
). O

lut @
sucrose solu 1@ (or@ <

& @
Dates o@erlmental w%*k §le @SOM@ Jul%@l 2002
S < &

R
Vali\cﬁtv criteria: ¥ N Q

@ & @ A
Validity Critécia s § R Recommended Obtained
Control Mo’é%’iity < Oral T N <10% 0.0%

o O

A1) e

The o Ds @r th%efer substance was 0.196 ug product per bee after 72 hr, which is within the
expeeged ra ndSv'it ciw be concluded that the test system fulfilled the necessary requirements and

lue@r the st s@ance should be considered as valid.

&
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The results of mortality among treated and control groups are presented in the table below:
Oral Toxicity Test éf S
Dose Level (ug product/bee) Mortality (%) P Q§
24 hour 48 hour .72 hour O)
0 (Control) 0 0 SIS QQ
FEA+FLC WG 71.11 o PN
149 0 Y 0o by @
10.64 0 ) 0 < R Q
168.76 0 S 0 o ol . % @
Toxic refegence % Y é\g Q
0.096 9 @ Y 9 X IO &
0.171 1355) YV 9 |l KB N
0.823 50 S 507 50 7?2 @@
N 9 Y N o &N
Observations: © @ X @j& ©@’ K G

@ <o

Based on the quantity of food actually con&gmed @rl e 5 h&ur f%hng (§10d, I@me@ea@d
dose rates to which the bees were exposec ere%%ulvaient to@>49, an 1

There were no mortality in the contr@ndi@e tes{g\gstag& tr@{\lﬁ ntswver § 72 lur dutdtion of

the study. Qr
Conclusion: R 9 (S)) S S
$ O <9
Under the conditions of the t%@FEA\Jr F%@G 7<§ 1 the acutgotal %50 I@leyl@s is>168.8 ug
product/bee (72 hour). & < & & AN &
N N @
2 @
Report: v ) ) i ;2 %\/I 528130-01-1
Title: < picoligest fose@yl-al W i . i 6. 7)W Effects (Acute contact
@ @d %@ho@ in t{e laborgtpry

Report No.: @Q 571 \ &
Document No.: 1 30- %& @ § A
Guideline(s): @ 213 and 21%{1998@ S O @
Guideline d@gatmn(s) é(@)ne % S\ & (g @ é}
GLP/G s N

S @@w@ L8
Objective: Q@ Q O (& S
The purpose of thjs study was det 1ne &@acute contacr and oral toxicity of Fosetyl-aluminium +
Fluopicolide WG 71.@ 6. 7% 4.44) one ¢e ( ellifera L.).

Mortality of\the beeSswas &éd &%he toxgc en%@mt %ublethal effects, such as changes in behaviour,

were also agsessed. @
Material and Methe N
Test “item: FEA 71@’1 ( m1n1um + Fluopicolide WG 71.14 (66.7 + 4.44)):

fosetyl-aluminium (LS %783@ 67. % W/{@ fluopicolide (AE C638206): 4.47% w/w (all values
analysed); Sp c@ﬁca&gg No ‘Q! 47@9, Batch No.: EV39000244; TOX10794-00.

Under labor itiogsApis %ellzf 50 worker bees were exposed for 48 hours to a single dose
of 200.0 4 ct p& beesby toﬁ@al application (contact limit test) and 30 worker bees per
treatmentdevel $§e ex%% 48 hours to doses of 219.0, 111.5, 55.5, 27.7 and 13.9 ug product per
bee bﬁﬁl@ se f&sponse test, value based on the actual intake of the test item). It was not
nec@ary td@prolo the§§tact or the oral test, respectively.

@

&
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Reference item (nominal dose): 0.30, 0.20, 0.15 and 0.10 pg dimethoate/bee (contact test); 0.30, 0.15,
0.08 and 0.05 pg dimethoate/bee (oral test); control: tap water with 0.5 % Adhisit (contact test); 50%

w/v sucrose solution (oral test). @o >
. N
Dates of experimental work: April 13, 2015 — May 28, 2015 S @@ ©
& N
Results: & Q&
. . &
Validity criteria: % O s
(@) P RN
Validity Criteria R@commendef(l\\@ @bt@d @ %
Control Mortality - Contact Test & <10%, @) R @% m@ @ D
Control Mortality - Oral Test N < 10"/@ &U < 0.0% < R @
LDso of Reference Item (24 hours) - Contact Test 0@’ 0.10 - 0.3Quga.s. @% R 023 ug @./bee @
LDso of Reference Item (24 hours) - Oral Test 010 - 0.{@ ng %\n\‘bee g @ 10 4@% S. /‘Q&
Q @ XN > oA
The contact and oral tests are considered valid as con@ol mo@ahty 1@%0@0%6 wWas < @‘b an@&he
LDsy values obtained with the reference ttem ( 1?ﬁeth%§%) were wit the @qulreg ranges.
The contact and oral LDso (24 h) Valu@ of E%ge%refer@me itefn (di lcu@&ed t 0.23
and 0.10 pg a.s./bee, respectively. @ @ @ @9 @
@ ‘”\9
Toxicity to Honey Bees; laborat%orb)y%sts 9 @@ U @6 @§ [(\& ©© @Q . S
Test Item N RN Y S FEABFLQWGTL  ©
Test Species € SN Qy Ndpismellifer® ..
o 9 ) N N~ contact Q H/ oral
Exposure > (s?lutl n Adw %H (0@@/0)/Xyater) v Q(sugar solution)
Application rate pg product/beg>  +.° 23000 @ 2190, 111.5, 55.5,27.7 and 13.9
LDso pg product/be@ & S @Ky > %}@) @ ~ >219.0
LDy pgproductfed O O N0 Y @ © >219.0
LDy pgprodudbee O & B O 252008, < > >219.0
NOED pg product/b@™* ™ N N >219.0

D)
* The NOE@J was estimat, umr@she

v
@act Mt (%rwm%g{’hpa&@ﬁ one-sided greater, a = 0.05).

A
Mortality and beha@;}lral &Norl@mles @%e I&%s in t&e cont@%toxwlty test
@@\) %Afte&ho% %, D ~ Aft9@>4 hours After 48 hours
DosageQé@ @rtal' N Beﬁaku@’ @rt i t@)@j Behaviou.rfll Mortality Behaviou.r.al
[ng SO ag}orm@les % abnormalities abnormalities
produ&@ee] Mean % \9 Mﬁ\fh% R G M&lﬁﬁ”% Mean % Mean % Mean %
IS N 7 Q &Q 7@ item
2 200.0 i O.(@ .o 0.9(\@ Ny 0.0 0.0 2.0 0.0
water 00" & 00 Q00 0.0 6.0 0.0
&@ 0 @ Qﬁ{eference item
030 07 K 22080 [ VY 6.0 74.0 2.0 78.0 2.0
0.26, VQN 6O IS 0 36.0 4.0 48.0 6.0
s 9 (20 8 0.0 20.0 2.0 30.0 6.0
Q‘a.lo @g% Q70.0%, 0.0 8.0 0.0 8.0 0.0

e are rages

water =

»/water-treated control

from thede replicates (ten bees each) per dosage / control
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Mortality and behavioural abnormalities of the bees in the oral toxicity test

After 4 hours After 24 hours After 48 hours
havi 1 Behavi 1 Behavi 1
Ingested Mortality be av10u.rf1 Mortality ¢ aku.rfl Mortality ¢ af'@,@f" <©
[ng abnormalities abnormalities abnormalitiesy
product/bee] Mean % Mean % Mean % Mean % I@n % Jlr\@a‘ijl %,
Test item @ ~ )
219.0 0.0 0.0 0.0 0.0 ) 33 Q % &
111.5 0.0 0.0 0.0 Q 0.0 < 6.7 N0 S
55.5 0.0 0.0 0.0 o.o©w 0.0@@ Q00,7
X7
27.7 0.0 0.0 0.6 Q.67 W QW é}
13.9 0.0 0.0 ;.Egi Q0 @@o 83 & @@.o @
water 0.0 0.0 0.0 X 0. 0. 0.
@0 | S @ | ST 5 g
Referencesitem N S & N o
Y ) ‘O
0.31 16.7 83.3 U@éﬂo e Q@\?o 100.0 § 00
0.16 0.0 933, =) [. @62 7] "33 L1967 Y 700
0.08 0.0 238, 133 R 2 ko 0
>
0.05 0.0 @ B0 g\f«@jﬁ S 0 ol 90
results_are averages from three rephcatgs (ten iyes eatth) per dbsage § o]@\) @Q § o %@
water = water/sugar treated control 2 & @ @ Q Q @) N
¢ . T H L TE s
Observations: RS & @ O
e O A \ @
Contact Test: © Q N @ @
At the end of the confiet togglty te@ (4§our fter ’- hca‘f%n) @e @ 2.0% mortality at
200.0 pg product/beexThere Was 6,6% mor@hty @the tro ou (Water 5% Adhasit). There

1t1c§0 th%@ees d@lg t@enﬂ@ tr1a1 3@00 O%Lg product/bee.

. .Q § @
Oral Test: > © &\ S é@ @ @

@ AN &
Actual oral d 0,815, @ S, @an 43.9 p@prodh§ per@ee resulted in mortahty ranging
from 6.7 to 3. 3%@ the%@nd %the %st (afte 48@urs) Ro mortality occurred in the 55.5 pg
product/b&e treatment sas e water §ntrolﬁ@bu1&@”o test item induced behavioural

e@%ﬂgﬁvﬁir@

were no behaviour@norm
N

abno ies occurr o O
> O S OO ®
Conclusions: § s SN @;\’ &

The toxicity of @A 71(51}\\519 was Yeste ednn botly an acute contact (limit test) and an acute
oral (dose re ?) ox@lty ‘u@@bn héacy be€d, U

The contact l@}@)vas 20 ug @% @@ee. The oral LDsy (48 h) was > 219.0 ug
product. % Q@ @’jf’ @6@ %
N N
< S @ Q@ &
. . Yo v O
&@ %% g @ Q
RS
@ < Q & ©@
o & o
Q
AN % Q
@’ @@ N o
¢ e T e
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CP 10.3.1.1.2 Acute contact toxicity to bees
Please refer also to Section CP 10.3.1.1.1. éf
Report: KkCP 10.3.1.1.2/0 1 | . ; 2002; M-213109-01- @
Title: Contact toxicity (LD50) to honey bees (Apis mellifera L.) Eegétyl-alumini %%H A
C638206 water dispersible granule 667 + 44.4 g/kg Code: F053616 06 7\
A101 <
. N o & @
Report No.: C027326 1, N . R
Document No.: M-213109-01-1 ©, o> N o
Guideline(s): EPPO: 170; OECD: 214 X Q @© § %,
Guideline deviation(s):  not specified & &© Mo Q § &
GLP/GEP: yes %@ Q . &© @) @
o . & VO o @
Objective: N @y 6\ LN

Fluﬁncohﬁ“\é WG

The objective of this study was to investlg@% the @f@ects o%? Fosg%’yl al 1n1u§+
y t@acak@hca@oﬁ
@

71.11 (FEA + FLC WG 71.11) as a conta% pom%{LD@%on a@t hofdy bees

of the test substance. <
N O
: @ \ 2 & Q %\ N
Material and Methods: 2 @
Test item: FEA + FLC WG 71.11 QE @361 %\6 wg?l Afy B P2 @fungmde
WG type product containing fos&dyl- %ﬂL A%C638@6 (ure(@concé@ra‘u 47 3 g/kg,
$

respectively) as active ingrediemts.  « (S @©
Groups of 50 (10x 5 rephca&@ hon% bee@(Apzs ni@gllzfez% L) \@ge te@ed 1n one co@ol group, 5 test

substance groups and 3 tox1c refe D \@9 2
Exposure of the bees was onduc d b op 1c pp]@atlon fa sm§ do@of Q- ul of the substance
to the ventral thorax, The f rate Qbst s@b ta e were 13. 9,834.9, 69.7, 104.6 and

139.5 ug product/bee@efo@pp tlon@he bee@wer %ghtly@na d&etlz 1th CO..
The numbers of de@bee&n eac§a@geﬂ@ere as er 2@48 an ]&gurs
\ N

The positive céf)rol @azo&hos 4%w/v§pre&§xed %%te§as tested in 3 dose rates of 0.2, 0.3

and 0.4 pg pr uct/@ g, IS © @
@ X
Ko

Dates o@&penmenta@or@uly@ ZgZ v\ 08, ((? ©\

INS
Results: §§3 QO é’ \© @;\,\ é @Q
Validity criteria:@ % N Y

RS PSS

Validity Cr@{a @) @w RS N KN s Recommended Obtained
Control Mglgtality - ContactTest O % @@// @ <10% 0.0%

2 qQ ¢
The contact LDsg f@%the fere subgtance. %@s 0.254 ng product per bee after 24; 48 and 72h,

thél‘%ls within the ex@t soNtv'can be concluded that the test system fulfilled the
necessary requl@:ments ﬂ&ég%alu@for tl@@est substance should be considered as valid.
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The results of mortality among treated and control groups are presented in the table below:
Contact Toxicity Test @f
Dose rate (ug product/bee) Total number of dead bees N Q§
24 hour 48 hour .72 hour O)
0 (Control) 0 0 SIS QQ
FEA+FLC WG 71.11 o PN
13.9 1 T N o by @
34.9 2 B 2 o N Q
69.7 0 N 0@ o o @ @
104.6% 0 . 003 Y O & O
139.5% 0 @ & 0 X IS o
Toxic ggference 9 o N SN
0.2 % D 6. 7 6 2 @@
0.3 w45 6 | > 45 P AY45
04 a7 I i O & 4§
* Application was not insured Ws\t%e thel@was i@lmg@on grmg th@@pphc@)n @' @§
Observations: & \ 2y & S §

@ A Y Q S
The application of the two hlghe@QateKKf th est ﬁ@bstar@’ w%}@ﬁot &red@nce@t)here was
sedimentation during the apphcat@s @ @ @ @ S
@ S
@@? SR S

Conclusion: Q@ \&’ 3 &@ @Q& @© N
Under the conditions of th&dJest FEA J@@’LC QVG 7@%@711 the, acute\f@onta@j LDso @n honeybees is
> 69.7 ug product/bee (72@50ur) @ N %) K N %
TS SIS
N .
CP 10.3.1.2 @ron@tm@% bees @6 SO s S
A 10 day chro§ @tox city s as Qte @llth Fos lumlmum WG 80; the
corresponding s@nmagy 1s pr&ude%n Do&gment A, ct KCA 8.3.1.2/01, - A,
2015; M-527665-014Y  © K@J @
RN . @

: @ @
CP 10,333 Ei@cts @01@ bee devel@pme@antgather honey bee life stages
A honey bee br(@\@edl& gostu cco@g t&\ﬁhe method @Oomen et al. 1998 (KCA 8.3.1.3/01,

2 M:50898 has be@f con@cted@nth Fosetyl-Aluminium WG 80 (Fosetyl-
Al WG 80) and 1@mcl i ocu@ﬁ MQ , Se€tion 83°1.3.
di @cco ditg 10 GECD 75) (KCA 8.3.1.3/02, I, B-:

Two semi- @ bee @oodo
2015; M- 96-01-1, I@A Q3/O , B.; 2015; M-528899-01-1) have been
conduc@lth the Fo@yl AQ G 8@and 1nc11}%14ed in the Document MCA, Section 8.3.1.3.
)
CPiv.3.1.4 al\i@ffect@ @

There is no @wular stu s -A@ te &guldehne to assess “sub-lethal effects” in honey bees.
However, i stud%as W@l as in any higher-tier study, sub-lethal effects, if occurring,
are descrl andt:@port

CP ]&N 1. ? @age@ﬁd tunnel tests

Ad@%on@ stmg was ‘1§§t necessary when considering the outcome of the risk assessment and the
results, e lower-tier studies.
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CP 10.3.1.6 Field tests with honeybees

Not necessary when considering the outcome of the risk assessment and the results of the lower-t @‘ed >
studies.

©© @® @

CP 10.3.2 Effects on non-target arthropods other than bees?’ b @Q

The risk assessment was performed according to Guidance Document O%Terrestrlal &tor@olog@
(SANCO0/10329/2002) and to the Guidance Document¥n regulato estmg andosfsk 1$5esS @’t
procedures for plant protection products with non- tar%t arthropo@ ESCORTéﬁ Ca@ fi é{g

7o

2000"). @ Q @ @
Table 10.3.2- 1: FEA + FLC WG 71.11: Eco@ logical e&pomtsﬁr ar@‘opo@ othe@;@than @e
(current representative formu Q 6
Test species, Tested Formulation,@udy @ Ecégtoxicological Endpoi
Dossier-file-No., type, exposure % @ZE;\ﬂ @gﬂ QJ$ S @ & @% & °
reference @Q Y
Aphidius rhopalosiphi FEA +FLC W NIMEIRN 2o
. 2003; Laboratory, -ﬁ sp @% Maoxtality [@ﬁ’ E@%(@produ@ﬁon [%]
M-230334-01-1 200 %d/hx «y\ﬂ \@9 A§ N) 19.%
Rep.No: CW02/077 400 Q g prod/ha -1.8 @ ©@ @Q @9
KCP 10.3.2.1/03 2 O & N 0o
Aphidius rhopalosiphi FEP@\FLC Wé 71 @@’ LRso: 8.2% prod/ha; ERS: > 44%g prod/ha
,; 2003; M- LabBorato glass es & C@prr. M‘&Jtalityi o]  @Bffect on Reproduction [%]
218198-01-1 % K2 pro 008 & <2 088
Rep.No: C035091 N a3 07 R p S A G L
KCP 10.3.2.1/01 o 469 kg 1@d/ha© O w0 O 44.1
& W 6% kgprod/ > [ S O 66.4
< 5 K¢ prod/ha @§ @ 100 P n.a.
Typhlodromus pyr: PEA $LC W& 711N °\ Ll@% 13@ proda; ERso: > 6.9 kg prod/ha
,; ; @ Laboratory ass p@ ©C0rr @tahtyt@/o Effect on Reproduction [%]
218199-01-1 @@ %© ﬁgprod/ﬁ@ IS @ 448
Rep.No: C025092 @ 07 Xkgprodha Qp @ 3 @ 2.4
KCP 10.3°3,1/02 @@ @’4 6 g prod/ha 'S K 23.9
A @ 6.9 kgprod/hdd | %o V) 19.9
Y \ 1835  kgprod/ha NY n.a.

A: A negative Valueﬁlcat sahi mort&hty rat@yn the E@ntrodthan in the treatment.
B: A negative Valugﬂldrc a hi rep ctro%rate 11@4@ treagsient than in the control.
n.a.: not assesse@® (g

! Can@t al.: Guidance document on regulatory testing and risk assessment procedures for plant protection products
with=on-target arthropods; ESCORT 2 workshop (European Standard Characteristics Of Non-Target Arthropod
Regulatory Testing), Wageningen, NL, March 21-23, 2000, SETAC Europe; SETAC publication August 2001
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Tier 1 in-field risk assessment for other non-target arthropods

Table 10.3.2- 2: Tier 1 in-field risk assessment for non-target arthropods @" @
<

Crop Species Appl. rate MAF LRso HQ Trigger @y
[kg prod./ha] [kg prod./ha] ¢
T. pyri 3.0 2.3 713 ool 097 |8 287
A. rhopalosiphi 3.0 23 8.23 084 & &

@ %ﬁ \O\Q
& N o @

Tier 1 off-field risk assessment for other non-targei arthropods ©Q

\L_(//
S
s

Grapes

@
Table 10.3.2- 3: Tier 1 off-field risk assessmentf@-on-target al*{gm%@ﬁ @ $ &
)

)
Crop | Species Appl. rate [MAF  Drift/ | VDF | @prrection @LRS JHQ Q@igger

[kg | 2 Y factor g pra&d/
prod./ha] &Q % %%k hdp e S

©
T. pyri 3.0 23] 690“@ 1Y [ Yo @13 P o. @R
A. rhopalosiphi 3.0 23] 690 B0 [O 108 ) [ SR23x [ 0058 N2
(RN T, )

N > D %G v & Q
Conclusions ©Q S @ § \@' § § ©
The calculated HQ values for tl@ in- ﬁe@? off %ld sceddrio @ be th@?igg&r&of concern
indicating acceptable risk for n@—targe\f@rthr @ $ S ®©
S @ & @Q
CP 10.3.2.1 Stan@jlrd l&)rat@ry ng fo@non-targ@rt@opo&@
Formulation studies on non—t@g; opo @amec@%t ith Fosétyl-aluminium + Fluopicolide

WG 71.11 (FEA + =E P 10 ) &rewe@ed bisthe RMS during the European
review of fluopic § an, the studies have beé@con%’ered@ccepta (Elﬁ%A Scientific Report 299

(2009)). Summaé) %{@se s‘@dles q(’ir&glve\n\belov& §2 @% @
P & o o F s @§ @
Report: ¢, v K(% 10.32.1/0 ;3@ -218198%01-1

Title: S @%cut e-re se toxicity JLR50)etAE K053616 06 WG71 Al to the cereal aphid
&@ @ para@ld Ap 'dlus@‘opalo@ i (D&stefam@erez) under laboratory conditions
INS

Grapes

Report No.: \ CO35091 %, %\ (&
Document No.: 181 1- 1\ (3 @
Guideline(s): ead @ggs etall 20@ S
Guideline de%@)n(s) 1ﬁe§K) \@ . @’
GLP/GEP: y @ \
é} § & £ &
Objecti @ %
The purpose of th was &dete nine tf@ acute dose-response toxicity for the cereal aphid

parasi id AphzdzuNhopﬁb zpl& ESG) FA@PEREZ) exposed to different application rates of the
test item and the fecun(@y 0 @ie supy 1V1y%@asps affected by the test item in a laboratory test after

residual cont&c ex&iureﬁ fre%@pra eposits on glass plates. Survival and fecundity of the
the test er@pomts

parasitoid v@)
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Material and Methods:
Test item: FEA + FLC WG 71.11 (AE F053616 06 WG71 Al), batch OP230059, a fungicide WG type
product containing fosetyl-Al + fluopicolide (measured concentrations 671 + 45.1 g/kg, respectiygly) >
as active ingredients.
The fungicide product was tested under laboratory conditions after residual contact exposure @dult@j
of the cereal parasitoid Aphidius rhopalosiphi to spray residues with rates 0@)4 3.07, 4,606.9
10.35 kg product/ha in 200 L deionized water/ha applied onto glass plates’@The control was treated
with deionized water (200 L/ha). Dimethoate EC 400 (0.3 mL product/ha%m 200 L/ha@ wa@ was$y
used as a toxic reference treatment. & %
Adults of Aphidius rhopalosiphi were exposed in 3 re&ates of 7 ales and S@Qale@easps @er @
treatment group) to the residues of the test item, geference itengytonly 1 re&ate <and o@a rol, ©
respectively. During the mortality test, the wasps wéte fed with aqueous fructos®solutio (2&9
The number of surviving wasps and the number ofy rasmsed aphids (1 rnrm@ wegtrecorded o - a
period of 2 days (mortality) + 12 days (repro -Qv ion). Fror@lese\a t]@t& endgmts %%f)tah tgand
fecundity were calculated. S ZXEEN LN IS

o & @ & % ‘
Findings: % @’ @ N © @§
Validity criteria were met during the te{\bnly\ﬁ 3%mort @m tl&%o r@ (ac O‘V\&)ﬁ 50 t@)o%
corrected mortality with the refere sul@@ance tuaol\ 0%2\)9 me%rep ﬁé tm@of >®1m the
negative control (actual 14.3). @) N
Only in the 10.35 kg product/ha t@ltem g%up %O‘Vgonec@ mo 1ty v@s 0 &@V@d F@ there was

significant difference in mortglity F@par r@ greyp. ant mortahty was
observed among parasitoids @pose‘d%to a% other%tes af E@Q F C W mpared to the
control group.
& S f§) o © @ \(\\ ©
Test item § @) FEAYFLC WG 71 SO
Test object v T L2 UAph;@ts rhapalosiphi (DESTEFANI-PEREZ)
Exposure %) ¥ X @D <@ﬁed spray deposits ofito glass-plates
Treatment § q @@ Y @ & @eproduction
< ©\ mrtalg&y afte%}hml{ n@an lﬁber Relative to Reduction
@@ IS ) ‘VQ §0f m ies/ control relative to
R 9 l@nalQ(@ [%] control [%]
Céfitrol ) @ Yl @ 1430 - -
Apglication rate @© <, §Corr@\%f moitality©© § XS
[kg product/ha]- [%L" - N
204 Y N PN A =157 109.8 0(+9.8)
3.07 & & A83 = O 149 104.2 0 (+4.2)
4.6, R O 0 A gy 80 55.9 44.1
6D O |l S 6T 4.8* 33.6 66.4
190.35 O« dW* 2  @7°| notassessed - -
@ 50 2 Q© 823 k;g@%ay o\%
95 %] S = @57.81—@ 67) <O
Reference ite N
N Dimethoate% @ @\ %0 § not assessed - -
0.12 g a.igha & @ A

*statistic diff@ece fm@heg%ol < g

The LRs w@alcud -Q\,. 23 kg©product/ha with 95% confidence limits ranging from 7.81 to
8.67k

A stagis 1c l&% @ng difterence in reproduction (mean number of mummies/female) was observed
m@ st dose 1tern group (6.9 kg/ha) which was tested, where 66.4% reduction in
reprod n was calculated when compared to the control group.
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Conclusion:
The LRso (median lethal rate) of FEA + FLC WG 71.11 to the cereal aphid parasitoid Aphidius
rhopalosiphi was 8.23 kg product/ha. Less than 50% effects on reproduction were observed up tg}‘he >
rate of 4.6 kg product/ha (ERsy > 4.6 kg product/ha). N @@
©© R S
Report: KcP 10.3.2.1/02 | X 2003; M-218199-01-1 @ s Q\Q
Title: Acute dose-response toxicity (LR50) of AE F053616 06\WG71 Al to @atoﬁ@nite )
Typhlodromus pyri (Scheuten) unde@boratory conditions N o\@ é\g
Report No.: 035092 & o SN @
Document No.: M-218199-01-1 Q o § & &
Guideline(s): IOBC: Bluemel et al 2000 SN © X Q § &
Guideli - ) . @ $ @)
uideline deviation(s):  not specified % Q & & & @) &@
GLP/GEP: yes o @ QR o @
N N
N @y 6 % @
Objective: @ g% @%7 ~
The purpose of this study was to determipe the —re nse @(wny%r thespr ‘@ n{lte
Typhlodromus pyri (SCHEUTEN) exp%%i femg applic tlo%ratesff the test i

fecundity of the surviving mites in a Ja borat%lsy te%after& m&@s cont@g re?@ fres
deposits on glass plates. Mortality andy Re eﬁ&ct 0% pro@ctlonwpre u@d as @test dp01n
@ S

o S
Material and Methods:
Test item: FEA + FLC WG 71.¢} (A%%S%ég 06 ¥ 71 @% b OP@%O fu glClde WG type
product containing fosetyl- %‘I@ ﬂuo@qcol@> (meastr ed c%bncent@ n@ﬂ + 45.1 g®g, respectively)
as active ingredients. & 2
FEA + FLC WG 71.11 W& teste@und@%ab {» ory &on QRS on@%tons@aphs the predatory mite
T. pyri (SCHEUTEN) w1th ratgsNof 2@84 3. ‘ 10 5 kg pf%duct in 200 L deionized
water/ha applied on@ glaggy'pla cont w \treat@ withis deiogiized water (200 L/ha).
Dimethoate EC 40010 mL pro /ha@ 00 I5%a o @ater)@(as used as a tox1c reference treatment.
Protonymphs of @ pyri @ere @epose(Nn 5 mphca g 1t &{per Atment group) to the spray
residues of th@ est &m re eren%@ itergy pand é@ntr respggtively™vDuring the assessments the
predatory mifes wer® fed v@h po@n (ﬁ’mus n@%?a Betﬁer@ula) The number of surviving,
dead and eg@aped predatory mlté’@and I%e nu@er of @ggs laid per@?able female per evaluation period
were 1 ed over a@érlod@@f l@ays From@hese a t% endpoints mortality and effect on
reprodée{lon were Qal@llate
The dose- responsa@l%tloﬁghlp 1@6gaxd@) mm}hty &Rso) VV%S determined.
The toxic refere trea%lent @iltedﬁgm 10Q§7 corr r@rtahty within 7 days.

@ @
Findings: @@ @ @ \© @
%red@y mites were recorded as dead in the control

7 days after testing was @z‘arte@f) ou%F
rephcat@ 0%). By the en the @cun%y pha%? (day 14) the mean OleOSlthl’l in the control was
5.93 eggs/female. r 7 days of exposure, 1600% of the mites were dead in the reference group
(corr®eted mortality, co %ed t con@ @ 100 %). Thus, the test accomplished the validity
criteria (control %roup @’20"/@}110%211‘[ >@ eggs/female; reference group: 50 to 100% corrected
mortality). N

<
There were %mt zfﬁ%y si 1canN1ffe@1065 in mortality in the 4.6, 6.9 and 10.35 kg product/ha test

item treat ps camparedgo cofifpol group.
With r%@ $odugﬁon 1stlca11y significant differences compared to control group were found

in thexgest i @tre Eﬁ%ent ps of 4.6 and 6.9 kg/ha, compared to the control group although less
than$0% re@uctio duction relative to the control was observed.

TI{@ ng@edian letha§?)se) of FEA + FLC WG 71.11 to Typhlodromus pyri was 7.13 kg product/ha
with 9@conﬁdence limits ranging from 6.62 to 7.67 kg product/ha.
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Test item FEA + FLC WG 71.11
Test object Typhlodromus pyri (SCHEUTEN)
Exposure Dried spray deposits on glass plates °
Treatment Reproduction @y @\
Mortality after 7 days mean number R(léﬁive to @lctim@’
o of eggs/female rol t1v@5
[%] )
%] < contfpl
S @]
Control 0 593 R - N
Application rate Corrected mortality v@ @ @‘2}9 N @Q
[kg product/ha] [%] Q %) N
2.04 3 & 6.19, © 1044 . 0834y, Y
3.07 3 NG 579 ., 916 O24 @
4.6 14* A0 S50 o7 Q61 © | o 238,
6.9 32% @75* . | gy 80N k., M9
10.35 97 N 9D QQt\afsses@&** N 2
LRso 7.13 kg product/ha = o X & O & N
[CL 95 %] (lower CI=N. 62) v @ R & © @’ >
(upper 17.60)° S %6 6% 9O & £
Reference item \ o %G
Dimethoate EC 400 Ql OOK é\g Q\ot a&@'sed $J @ @Q © -
10 ml product/ha S DN > mQ S w\\o@)
* statistically significantly different from th@ontrol@@) <0 N @ ©©> @ S
** Reproduction was not assesseausci%he corrddted taht&@’as 50% @ LN
& Cae °
Conclusion: (& v @ @
G 7141 to @}hlaﬁ%mmﬁn 7.13 kg product/ha

The LRso (median lethaI%lose) f FEA@ LC§
with 95% confidence \:lgmts @%

all test rates less th 0%

%om 692 to

@

7 k& rod@&/ha qgffects\ reproduction were at

.35 l@ pro@/bagﬁ

@Q > = RN @ @
Report: O @(c 03 2@@ WO03§2303§” 01-1
Title: @: T(ﬁgmty the parasitoid dius @bpa]&@hl (DeStephani-Perez)
.9 Q&I:Iyme%%era conidye) in the'laboggtory Hggetyl-aluminium + AE C638206
Q\ Cvaterdispersidle granule 6672344, 4@5; C@e AE F053616 06 WG71 A101
Report&b.: . @ coa (s QL . S)
Document No.: @ M%OB@I 1, © W\,\ (& %
Guideline(s): sco 200@0}3%@00 >
Guideline deviatio@ ﬁed©@’ N <
GLP/GEP: O @ ve @ v
AR b N @\ >
v 8 &
Objectiv, % R
The objegtive of thls@%orat@y study stigate the lethal and sublethal effects of Fosetyl-
alumgnium + Flugpreoli @%EA LC WG 71.11) on the parasitoid wasp Aphidius
rhopalosiphi when expo. on@glass S fac
@"° N
Material an eth&sﬁ @ Q
Test item: NC 71 11 (A 53616 06 WG71 A101), batch OP210313, a fungicide WG

type pr@c
respecﬁ%ly) adactive ingr
In th abo

alm@ fos@i%lﬁl

Al + fluopicolide (measured concentrations 670 + 47.3 g/kg,

e tox1c1ty of freshly dried residues of the product FEA + FLC WG 71.11

glass latec@to the parasitoid wasp Aphidius rhopalosiphi was examined in compliance

1t
The te

1n01ples of Good Laboratory Practice.
ubstance was applied at rates of 200 and 400 g product/ha and the effects were compared to a

toxic reference (a.i.: dimethoate) applied at 0.12 g a.i./ha, and a water treated control.
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Mortality of the adults was assessed 24 and 48 hours after exposure. From the water control and both
test rates of FEA + FLC WG 71.11 impartially chosen females per treatment were each transferred to a
cylinder containing untreated cereal plants infested with Rhopalosiphum padi for a period of 24

This parasitation period provided a measure of reproductive success. The number of mummji as
assessed 14 days later. S S
Findings: @’Q s @
Validity criteria were met during the test: only <13% mortality in the cont%)l (actual 3"/§ 50 OO‘V@
corrected mortality with the reference substance (actu@ 100%), me{ﬁﬂ reproduct on of %357 in @"

negative control (actual 26.8). \ @

Mortality in the toxic reference substance was 100% at %O 12 ga.i. dlﬁhoate/ha Z § é\” @
Q S &

Control Q@ FEA\+ FfC g@ 71. Q \ %eferen@
‘& product/ha AN %ubst@@e
ST gZ2 2007 7 a0 S i thoate)

Correct, mortality (%) % Y @9.9 Q SEET: QQ\ @’l 0 @&
48 hrs after application S N D &% Q S
Reproduction (after 1 day; average @26.%&\ @ 2l\§g D %\22 38 (x’ @)
no. of mummies/ female) @Q & < Q@ § ({@ ¢
% Reduction of reproduction é = % > 19.7 & ©© @Q‘ @Q O\%y n.d.
(relative to the control) @ % @ | L @® A S Q .
T e T L @, YO
Conclusion: é §9 @& ¥ S @ \@9 2
In both dose rates there\@as o treatfzent rgldted mortality: Thé“\vedu@n i@eproductive success
relative to the control was <2@% © Q 6@ RN .
SERCANS S 9o ¢
@ % & SIS .
CP 10.3.2.2 X@dedg OMOry%estln@ge esidie st@és with non-target
©© arthropods o & > & 5 S 0~
In view of theresulgs presg%ed %’1 CP q((0)%3 2 1\,@@10 e&nded@bog&@i’y or aged residue studies were
deemed neé@ssary. & @ o
QO @7 L X N
AN SIC Q

CP 10.3.2.3 @em@eld@udw@vlt @ﬁm t@'&rget a:ét\hropods

In view of the ré@alts @sen@ﬁ@m ions*CP 1&@ 2.1 @ CP 10.3.2.2, no semi-field studies were
N

deemed necesgary. © @ © o @

o © >

@

Y \©
Y 4 9 8
CP 10. F@d st@es with n target arthropods

In vigw of the resul‘ﬁ@rese%ed 1r@ect10@§ P @% 2.1 to CP 10.3.2.3, no additional field studies were
deemed necessary @ Q X
X Q
& S
AT

CP 10.3.2. \ﬁthe outés-of exposure for non-target arthropods
No relev@i exp@éﬂ%?e o@n t@m art@opods is expected by other routes of exposure.

O

Vi

@/
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CP104 Effects on non-target soil meso- and macrofauna

The risk assessment procedure follows the requirements as given in the Council Directive 91/414&EC &
(Annex III), Council Directive 97/57/EC (Annex VI) and the Guidance Document on Texrestri a(}@@

Ecotoxicology. > @Q S
& .8
N
Predicted environmental concentrations used in risk assessment % S § %
° . X
The PEC,oi values below are taken from Document MC%{Q%ction 9.1 @& &\ \\ @Q @
¢ 98 S
Table 10.4- 1: Initial max PECsoi values (bold val&s were used {@he tier 1 rlssem@ent) ® &
Compound Grapes % N 2 @ S © &@
PECsoil, max Q @j\ o, @ \© %@ @@
FEA + FLCWG 71.11? | 4.8 mg prod./kg dws. RS &,\ %@J @6 N 2o
Fosetyl-Al 1.067 mg a.s./kg dws %@ S @ ©@ > AN .
Phosphonic acid 2.167 mg pm/kédws 3 @ Q Q> @7
o calculated for a soil depth of 5 cm, a sOit density of& g/mbyand yuse @ttem or vines:'3 kg
product/ha 60% interception for all appis atloﬁs% RS Q %\ é\a @
& QO & L
Table 10.4- 2: PECisoil accu valu (mlxu@’ deptheof 5 cnvfor gateau %ul@, b valu@ﬁ@%’vere used
in the tier 1 rls sse@nen% S S O @
S o & IS
Compound @ s, Grapes ‘o & @Q & é
Pﬁ@soil, teau <& QECsoi@ecu a & N . @
Phosphonic acid 1396 mg pivkg dwy | 3,563 mg pm/kg dws § @ %
9 PECsoil, acca Means the sum of PE%H mas and PECSH pla%@ §
3”\9 o o
SER S & $ § o S O
CP 10.4.1 @a@wom@ S 9 o & O
N S AN
@ @ % @ & > § A
Table 10.4.1- b @pm&tﬂ used in rlsk@%ssess@nt m@ ® @
Z
Z
Test ite@ 0@33’; it ;@ @ @Ecotﬁigcjologtg)ly endpoint Reference
N Eisonia fetida ¢’ B 000 |
FEA + FLC WG 71§ relgodu O %OE@ >40§;§(; g prod. g‘j‘k . M-219213-02-1
% ﬁ% 4, spived offo sail* Q53T mg prod kg dws) | 5 1041 101
@ zse@ffend@ @ @ & N 20i6; |
FEA + FLC W& 71.1@ eﬁduct iQn” @I}OE(@ 178 mg prod./kg dws M-566355-01-1
miXed intoss 1 G @ KCP 10.4.1.1/02
’ @Ezsen@%nda @ @ . 116 d/ke d -, S.; 2015;
Fosetyl-Al WG 80 @ repr duction &7, 1@\EC 254 Tg pro ./kg dWS M-531997-01-1
% s xe® O B < Mg a.8./kg Aws KCA 8.4.1/02
@’ema@/(m Q - U.; 1999;
@* up;@nm@ @ NOEC  >498.79 mg pm/kg dws ¥ | M-189218-01-1
Phosphonic S Q56 gdTixed, KCA 8.4.1/01
@ N E@. afetida B T 2000
@& Q& @gprodugtion, NOEC <693 mg pm/kg dws M-327177-01-1
@ | 56 ddhixed KCA 8.4.1/03

<9

dws = dry W soi@s. :@ive substance; prod. = product; pm = pure metabolite

gr@pefa@f studis paehof the Baseline Dossier

9 WaluesQwere corrected Tor a purity of 41.8% phosphonic acid weight by volume which is equal to 29.9%
wei y weight. Test substance potassium salts of phosphonic acid has a density of 1.397. Therefore, one L
of test substance weighs 1397 g and contains 418 g phosphonic acid (418/1397 = 0.299) with a
weight/weight purity of 29.9%.

Bold values: endpoints used for risk assessment
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Risk assessment for earthworms
Table 10.4.1- 2: TER calculations for earthworms ¢
&L O
NG
Species, . worst ¢ S
Compound tads tupe Endpoint RO f®§> TER{@%I‘I@@I‘
o -t
FEA + FLC WG 71.11 Eaﬁhworm, NOEC >153.7 mg E)rod./kg 4.8 l%prod J/kg S0 § 5 &
reproduction dws Cdws @ ~ e A
4\%, O \ @
FEA + FLC WG 71.11 Earthworrp, NOEC 178 migprod./kg ~<, mg prod./k by @ @
reproduction o dws dws @ A I q
X ©
Fosetyl-Al WG 80 Earthworm, NOEC %@ Amgas/ ®< 1 067 mg &Q o 23849 i@
reproduction kg dws D@jkg d S _ o
7
N Earthworm, V249879 m @:n/ \3.563 @g P Q
Phosphonic acid reproduction NOE% g dw% % 2&%.0 %, S

3 calculated for a soil depth of 5cm, a s011 cT/nsn \f( L. 5 G@pmL the patte(% fo Wines; 3 kg
i

product/ha 60% interception for all apphc%’

® NOER of > 40.5 kg prod./ha from the spr yedﬁudy rec%@ia‘ced&% NO@ >g§ i méprod § dws,

based on a surface of the test vessel 0@9 7%&&12 angﬁ 0

N
All TER values calculated with t Worst@ése

indicating that no unacceptable a

erséeffe

uses of Fosetyl-aluminium +plc@¥de W

CP104.1.1

A formulation study
FLC WG 71.11 =

fluopicolide unde
Report 299 (20@
o

Report: o\@

Title: &@

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

Guideline deviay on(s)@

GLP/ GEP

Obj ecti@

The purpose of this stu
WGY1.11 (FEA + FLC

fetida during ar@xposure in ar‘a&g%
)
Material 1@ M \)ds Y
LC @’G 1 (AE F053616 06 WG71 Al), batch OP230059, a fungicide WG type
fluopicolide (measured concentrations 671 + 45.1 g/kg, respectively) as

Test ite

produ@)ng ﬁ@tyl

activéyngredig

24Q dul rthworms

o\@ Q
as t@’ass
7@1 1) on

ea

col/4th
1rec e 91 /

@Effe

ElS’&g fet&ﬁa ina 01a1

%leg @%94@0 1@1)21 (1998)

N

emﬁed, N
@

S

gjpr

S petg\ﬁ feat Vesw @

pec from\the intended

ar;
71.1 E@@FL G7€§1)©
(VN

N
PECS()%% m% V&l@@ cle@ e dt 1gg&5/\)/alue of 5

Ear{f@vorm@ sul@ﬁth@ffe%s S § y\?@

s%/as chrtied @1 Wi QOS@A—al%lnlu%%luoplcollde (FEA +
and @as 1

§ewe y the RM®for the Annex 1 inclusion of
EEC. The

study-@as beey conQdered@ceptable (EFSA Scientific
Agymma@ of Elils stu%ls give eh belo@ § §

M 20@ @19213@2 1
53616 06 n re \luctlon and growth of earhworms

1th 5% pegxn the test substrate

N
S

@
Y
\

blethal effects of Fosetyl-aluminium + Fluopicolide

tiction, mortality and growth of the earthworm Eisenia

ith 5 different test concentrations.

@ema foetida (approximately 11 to 12 months old, 4 x 10 animals per test

group)Mte exposed in an artificial soil to the spraying rates of 2430, 8100, 12150, 16200 and 40500

g prodiict/ha.

After 28 days, the number of surviving animals and their weight change were determined. They were

then removed from the artificial soil.
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After further 28 days, the number of offspring was determined.

The most recent reference test with Carbendazim (360 g a.s./L; trade name “Derosal SC360”) was
performed from August to October 2002. The test ensured that the laboratory test conditions S
adequate and verified that the response of the test organisms did not change significantly over tjrrgr @@

e
. S &>

Findings: N

During the 4 weeks of exposure, one adult worm died at the treatméfit groups f%l @nd

16200 mg/ha and two worms died in the control group and in the 250 %/ha group de%@adul@
earthworms were observed in any other test groups.

The body weights of adult worms in the treatment grogps increa @?y 329 to 4@% @npare@@to
28.5% in the control. None of the weight changes WQ mgmﬁcantl&fferent co pa Bared torthe @itrol@
group (Dunnett-test, o = 0.05). Q Q

The reproduction ranged from 292 to 377 juveni @ orms in the grs tr test 1tem \-
reproduction was not significantly different comred to the @trol gl up,@gher Ju& 1le
were found (Dunnett-test test, a = 0.05). @

The quantity of food added (which roughly@ﬂ e%g@ihe @’ount@ fo&aten@bvas QS 0 cﬁg all th@
control and treatment groups. %

‘”\9\\ )
\\6&0§9%§

/‘7@

S N
Observations: @ N w\g@ \& %© L & O
Effects on mortality and changes in @%y ight ofthe @lts after a osﬁer@ of 28 days and
the number of offspring after 56 o S ®\ o @@ @@ \%
% K@@f) Q& @7® N S Q
& ¢ Etsenia%etidt(\ @% © a
Test substance Congrol | ¢, 'S 6.  FBA+ ELCWGAL.11
. . I\ g
Application rates ¢  © @?® 243 8100 @ms@ %@200 40500
(g product/ha) "> AR L NS
i . @ @ Q @, . . 2, w .
Mortality of ad})ﬂt%\g @§% 0% 0 @6 \% o gi 0 2.5 0
after 28 days (Y O @ N X Q S
Mean change of adilt bod + 895 +36.3 @ﬁ 329 +37.%, +36.7 +41.9
weights iy O] N g b d
Standard d@iationd |-+ 11 | @F 83 144 N +%0 +4.8 +1.9
Statistical com%%riso@ thesy -- N ns9D QSns. © @n.s. n.s. n.s.
céptrol* 9 g & s @%}7
Numb®f offspring ;@@ §i91 @@ 363 @@ g@# R 292 311 345
A group . SR o
(56 days) <O ISEN O N
Standard devjation @46 60 Y+ +69 +45 +38
Statistical comparls//on t@é ©\ @’ Jus. & {%. n.s. n.s. n.s.
conl®* O ¢y . Q Q| @
* Result of a Dinnett’s mul e t-telt, one d sn@Ter v %\0 05
n.s.: mea ue not statisé;cally 1ﬁc d ffefent c% ared to the control (p>0.05)
Validity Criteria ) A\% Q @ Re{\cfgglmended Obtained
Adulbmortality S S Ox10% 5%
Number of juven@es per replic%ﬁ% @@ o =230 mean of four replicates was 291 worms
Coefficient 0}?@1‘1&&0%1“ reﬁucti& s <30% 15.9%

Yy O & 9
All vali %@1 cr1t$ for tHe st were met.

Res§$ of t@ mo C§t¥ést with the reference substance (Carbendazim 360 g a.s./L): The ECs, for
reﬁﬁoduc was calcabated as 1.9 mg carbendazim/kg dry soil. The reproduction rate was
signiﬁ@tly reduced at the application rates of 1.6 mg a.s./kg dry substrate.
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Conclusion:
Under the conditions of the test, the chronic toxicity of FEA + FLC WG 71.11 to the earthworm
Eisenia foetida, is defined as follows: ° >
28 day NOEL related to growth of adults: 40500 g/ha . @ N
56 day NOEL related to parent mortality and reproduction: 40500 g/ha S @@ @@’
EC1o cannot be calculated, since the exposure to test item did not result@h an adve e§ effecton
reproduction. The data meet the guideline requirements (coefficient % variation § the é)&ntro]@
reproduction < 30%). The NOEC is therefore considered @mble & NN é\f

e @ g}” AN @ @
f T FsS
Report: KCP 10.4.1.1/02 .20 1 6: M- 566 01-1 R S &
Title: Fluopicolide + fosetyl- AL@I 1 (4. 44+66 W Hitfect sur%sral, growth arfd
reproduction of the earth Eisenia an ite t @in a rt1ﬁc al 9%1 %@2 @@
Report No.: 16 1048 204 S & &° @ % % N %
Document No.: M-566355-01-1 Q @ v @% @ @, %
Guideline(s): EU Directive 91/414EEC @© Q & é @7 & °
Regulation (EC) Ne, 107@@09 QO09) " A S @
US EPA OCSPR} Not A@hcabl@ & & S éﬁ %, §
Guideline deviation(s):  none Q & R N %y é\ﬁ @ < Q)
GLP/GEP: s OO0 506 § @' S $ §’ %
@) W

Objective: Q @ @ @ @ @ o

The purpose of this study w@ to &&te e the g@bletht?eff @S of the test@em@ reproduction,
mortality and growth of thé™ eaﬁ@vorm sen éandr@y by d‘&rmal@&nd ah@enta(%/ uptake using an

artificial soil in a laboratofy test. O
The test was performed e%cor o the rec®§l

%@%on§ thKOECDtGdee@ 222 (2004) and the

International StandardJSO 998
£950 3 @5 SERS
. S
Materials and odsd \ SN @
Test item: Flt§%011®+ Fos%tyl- 4&4\4+66%) @ého&me: FLC + FEA WG 71.1
(4.44 + 66.66 Supplier Batch I\@ E\‘Q 00 riptign: TOX10794-00, Specification
No.: 1020@0024700; active’ ingregients\ (anal§ nt) 4. 47‘7 /W ﬂuoplcohde (AE C638200),

67.2% wiw tosetyl- alu 1u1@8 7 ), water sglubili @ﬂlsp%
SR o

Adult earthworms (@iseni Endr bou@Qmm@Ts olég%were&posed to 18, 32, 56, 100, 178, 316, 562

and 1000 mg tes ﬁm/k ght @) % mto@mﬁ@al soil containing 69.5% quartz sand, 20%
kaolin clay, 10% sph 5% CaCOx{at 18, Kt0 21.9 °C and a photoperiod: light : dark =
16 h: 8h ( ux) fed with @e manure. Mortality and biomass change were determined

after 4 we s and reprod 10n@s de&;@mng%%ﬁfter @eeks
Tox1c s@ard 5 ar@% ng@ay&on Flog@g s@dw control: untreated, solvent control: none.

Dat% of experlmental @rk @w 02 ,@016 ﬁuly 28,2016
¢ . & < Q

Findings: S %

& >

validiy deria >
SIS N
Validity Crjteria D_222) Recommended Obtained
Adult martdlity after 4 w§}§? <10% <1.3%
Numt@@fjuveniles per replicate >30 143,161, 129, 187, 104, 165, 113 and 146
Coefficient of variation of reproduction: <30% 19.3%
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Effects on mortality, growth and reproduction of the earthworms

Test item Fluopicolide + Fosetyl-Al WG 71.1 (4.44+66.66) .
Test object Eisenia andrei @ S
Exposure Artificial soil N\ é§
Mortality ‘ Biomass change ‘ Reproduction@ @Q
[mg test item/kg dw] @S A ©®
Q D
NOEC > 1000 > 1000 178 O > 2
LOEC > 1000 >1000 (& 36 OGS @
& 9
ECio " § - & (@Q:B ko QQ § K©
(95% confidence limits) %@ @99 -179) &@ N < @
ECy 1) | (b- &
(95% confidence limits) Q@ A a8 47@@ \© & @@
Dbased on Logit analysis & 9 N N v, ©© N 2y
¥ & & SR O N
Ob tions: @ Q SN
servations % Xy@j @G NQ ) S @j D
Fluopicolidés+ Fosetyl-Al 7]& 4.44:£66.66) "y
(ﬁ[mé«\t}est lt;ﬁn/krI dw.] R /@Q S O
[ Control [ 18 [O32,] - 100 T 1@ [ 316 g&‘” 562% | 1000
ﬁ{orta@/ of agylt wor@s aﬁe(f(%b}weejc@ ®\J RN
Mortality %) | 13 | 282 [.%25 [Toapy | . @5 R 509 2y ‘KSO | 25
Biomass change (hang zn%es@‘%zght after 4 weeks r@m}zve t@ltld@;’esh weight )
Mean (mg) | 1029 | 4058 Q 966 03 |0 1035 | 994 10472 1100 | 1024
Mean (%) 31.3 24 | 204 306 | A¥3 .| 300~ ] 3 | 325 | 319
%Num{%ﬁr of j&kgniles per su@ng ddylt wogwy afteir$ weeﬁs\, 7
Mean | 1488 158 | B8y 142 | 126 ] 102 | 764 | 3.72
@ O @nber (;??uvg\%es pemgephca{%?zﬁer @}veekS@
Mean i@ms@ 1445 [ o323 1878 [x13858 1198 | 100.3* | 72.5% | 36.8*
73 2y Reproduﬁlon cé@pare@o confedl ( /Q@
% to controf | 100 1002 | @2 0960 | 5 |O83s | 699 | 505 256

No sta‘g@%ally signiﬁc@f difféxences q@twe conH@and @ itenOwere calculated for mortality (Multiple
Sequentially-rejective: sher&%st Afieg Bon§0m Frelm, % 0.05 @e -sided greater and for biomass Williams-

oK

t-test, o = 0.05, twossitled) B @ Q
*  statistically m@ﬁca@ffe@ compated tdﬁ\*eontr@(Wﬂ —t test for reproduction, o = 0.05, one-sided
smaller) @ @
Q S
Ina refere@e test, the nu ber JUV s w@ re d by 39 and 96% by the toxic standard Maypon
Flow ( endazim,, 5@500 con ntra@ns and 10 mg product’kg dw in comparison to the
control herefore, s@ obs%ved e%ects @ure a\ h sensitivity of the test system.
& o N @
Conclusion: @
Fluopicolide d&?oset%}:Al 715@(4.44@6.66) showed no statistically significantly adverse effects
on survival growth o

e eart onisenia andprei in artificial soil up to and including 1000 mg
test item/kg soil@ i.e.$he highest contentration tested. The test item showed statistically significant

& ectb@l repro @ at 316, 562 and 1000 mg test item/kg dw. Therefore, the No Observed
Effect*@once@xatl %N EC) for reproduction was determined to be 178 mg test item/kg dw, and the
t Obse bs¢ fec§loncentratlon (LOEC) for reproduction was determined to be 316 mg test

1te kg dW.
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CP104.1.2 Earthworms field studies
In view of the results presented in Section CP 10.4.1.1, no additional field studies were de@ed >
necessary. . N
Q\ g
& NS
CP104.2 Effects on non-target soil meso- and macrofauna@other tha& \Q
earthworms) &% o
¢ g
Table 10.4.2- 1: Endpoints used in risk assessment V Q
. (@)
Test item ;l";;it dsg)scie;l;s, Exicological@glpog) L g
Collembola, reproduction @j @ R .
Folsomia candida &S 9 v %y
FEA + FLC WG 71.11 | reproduction SoEC. Y > 10 n@rod.@@ dws
28 d, mixed <A @ @ I
Folsomia candida, > N ) O
Fosetyl-Al WG 80 reproduction éy} NOEC 462 s pro@;f(g dwss, »
28d, mixed (X g > 24 mgasike dys
Folsomia cd zda s \ N S N4 %S5 2015;
Phosphonic acid reproducti & | NOEC ©> 10 g &r@(g %@@ 529763-01-1
2d,mied N | © S o HKCA8.4.2.1/03
Soil mites, reproduction Ny sé} (@ @ o &@ .9 @ @)
Hygpaspis@rulei T;2015; M-
FEA + FLC WG 71.11 | téproduction @ @EC@} > 1600" mg [ﬁ»bd /@ws r§>g3325-01-1
4ddxd © |© ) .LO .. DKCP 10.4.2.1/02
Hypolpis leiferyy S “‘”\9 -, L.; 2015; M-
Fosetyl-Al WG 80 @ oducti @ $'| NOEC ©§; éO @n Proli@kg d‘% 531417-01-1
N @, mixed N oz8emgat/ke | oy 0
< B
3 Q>Hyp@spls aé%ﬁf&@j N O
Phosphonic gcid | repreducti Q%C S IOOOC%g %g dws M. I; 2015; M
8 4 i %“ % % s Py 532897-01-1
D & KCA 8.4.2.1/04
dws = ﬁwelght smL\ K@e substanc eQpin —%g@e me&Boht@%od product
Bold values: endpo§ Used For ris SGSSQ'[ @ é
@ Q ?@5\9 N % @ @©
e O & .U & . o @
Q0O S & b
AN SRS %Q & @
& @ @ y Ko
@7 o Q @ N
Q N S0
o SN & &
S ¥ & Q
@" § 2 Q&
$ %“ %
& < & s <
&S
SRS
SR
& @ Iy °
¢ g v
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Risk assessment for other non-target soil meso- and macrofauna (other than earthworms)

Table 10.4.2- 2: TER calculations for other non-target soil meso- and macrofauna H\@o
Compound Species Endpoint PECsoil,max TERLT §7 riggety|
- T
Folsomia candida NOEC = 10(}3;2\%{ Emd'/ @’Q > 208% Q\Q
FEA +FLC WG 71.11 m - seprod/ o DR
. . > mg prod. RS R
Hypoaspis aculeifer | NOEC %é% >208.3
ws Q@% @‘% S %@Q
Folsomia candida NOEC @2'4 mg a.s./ q v @O @Q Q&Q
kgdws N1 1.067 mg 43/ @ @
Fosetyl-Al WG 80 ﬁ <L &° S ) &
Hypoaspis aculeifer | NOE 2 805 mg\ s/ @ ke DZ 15435 @
kg d“@ : S §
S
Folsomia candida N@C £ p% Y (o & 2807 o
L @WSQ 3363 mgpm/ © &l S
Phosphonic acid 2N % % K s @
Hypoaspis aculeife@ NQE’S K 00 EI m/& N éﬁ >280.7 §
m é @\a @ & D
: @ % SERS
All TER values calculated with t Worst ase PE’CSO max Vél@S cl@y exgged t g%%value of 5
indicating that no unacceptable@a ve g%ffe@? § or agnsms@e t expec ed from the
intended use of Fosetyl- alumiz@um J&E colid 71l (F + F%C WG
S %)
% & v @ D f@
CP 10.4.2.1 Speciés I%Ie tes?ﬁlg § S S
N o ¥ .0 & o S
N @’ @% o &S o 9 o O
Folsomia candida@ ) & N) @
SR IR - g e
Report: ©© ©\KCP 1%4 2.%0 ; 2%5; M- 97-0%1
Title: @ c@cohdé@r fos&tyl-Al (4.445566.7) § - Effects on the reproduction of
the ollerholan Kolso candz@v X
Report Nos, % 1048144 Kploorggs N Q@ \@’
Docu 0.: % 530597-01> NN v , ©
Guideline(s): Q\) OESD 2322009} "DECI}Guideline for g}ting of chemicals No. 232 (adopted 7
@ Sep em| OO9kColle@'olan @prodyction test in soil ISO 11267 (1999): Soil
aht nhl@n of ?&prod@uon ofxSollembola (Folsomia candida) by soil
@Q)oll
Guideline deﬁ@lon(sﬁ) @pem 6% \ @\ @
GLP/GEP; ;% @

Obj ecti@

%)
@ Y N
N Q &@ &

The purpose of thf&ﬁu(@ to, d@’erm

on the reproductive out
arthropods d{@@ a te§t pe

surviving p@ﬂal <0
Matelggnd l@%hods

- Flﬁ%lcohde WG 71.14 (66.7 + 4.44), Short name: FEA + FEA WG 71.14
1erﬁ§ atch No.: EV39000244, Sample description: TOX10794-00, Specification
¢ ingredients (analysed content): 67.2% w/w fosetyl-aluminium (LS 74783),

Test i
(66,

yl-

N§& 102 024700 ac

of@he CQ

pok@lal effects of different concentrations of the test item

ns \ﬁére cogpted.
@ §9 Q
Q

4.47%@7\' fluopicolide (AE C638206), water solubility: dispersible.

b&@l Folsomia candida as a representative of soil micro-
o.s. dayQ" After 4 weeks the number of offspring (juveniles) and
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10 Collembola (9-12 days old) were exposed to 100, 178, 316, 562 and 1000 mg test item/kg dry
weight of soil containing 74.7% quartz sand, 20% kaolin clay, 5% sphagnum peat and 0.3% CaCO3, at
19.8 — 21.7 °C and a photoperiod: light : dark = 16 h : 8§ h (540 lux) and were fed weekly gyith >

granulated dry yeast. Mortality and reproduction were determined after 28 days. N @@
Toxic standard: 44, 67, 100, 150 and 225 mg boric acid/kg soil d.w.; col: untreat&(@ sol@t
control: none. w N
3 & & o
Findings: © {*ﬁ S \@ é\ﬂ
. e @ & S @ @
Mortality: L &

K @ S
Mortality rates of 0 to 2.5% were recorded in the te@item treatm%@ groups. 2. par@%l n@ali@é@
was observed in the control. No statistically signi%ant effect (Multiple Sequen 1all§§rejecti@ Fish&
Test After Bonferroni-Holm, a = 0.05, one—si@ greater) o parentdl mort it(%vi@s fownd for@ny

concentration tested. No effects on behav1our©§(<f the %%Lemgb%@ls Zg% ol%@ved ngo@ tests
Reproduction: Q%%” @© Q@ & é @ & "
The mean number of juvenile collemb@s ¢ounted four pgeks afier ir@%d%on of the tal

collembolans into the test vessels @ 7907\\h1 th@ tontrq an®78 ‘F99, . 80, and<¥%8 at
concentrations of 100, 178, 316, 562&nd g@ﬂ m@est ik@/kg %ﬂ d.w@resp@vel o statistically
significant effects (Williams-t-test o = @05, Gne-sidéd smaller) 0@16 @ﬁ}lber ju;@%ﬁles were
found for any concentration tested: & 2 @ © Q <) S

RS SR N TN

Test item N Fo 1-4{+ Fluopﬁolid&%vcjrw (6%7 +4.4%
Test object & & S @ Isomia candy °
Exposure . 9 & < Agificialseil O
. (7 . .
mg test item/kg t ¢ Med nun‘@’?‘ of jveniles_ «Repr @%on Significance

soil dry weight 7 nfortali pertest vessel O o .
nominal concentrafih | . (%k§ {®@i staﬁﬁardqéﬁviaﬁ@ (% of‘control) (*)

Control < Q 28 B 19 2 Q04 g T -

100 Y & 00 « | I8 &ivg§ 1, 98 -

1780 & ©O2s5 O] «79 ¢ £O© @, 100 -
346 o 2.5 T @ 76k 97 -
° 362 O 0y &0 805 L = A5 P 101 -
000 ol &5 N I8 O +w, 440 99 -
N Q N o Reproduction
NOECieproduction (mgfre substanc soi] dry wei@?f) Q @ > 1000
LOECreproduction (m&ure @%@sta g sa&%ry weight) A, S > 1000

The calculation@yvere \t%rm@%vith dstounden Va}u®
*= (Williaﬁ-t-test e-@-sm@%r, o Q\@.OS, %\c signifjcant, - = not significant)
/R *

Percent repsoduction: (Rq @% A= 9 @

R: = meag@umber of juvépiles (@ rved  the @ated g&%ﬁps

R. = meaii number of@enile obseryed in thé%contqr(?@roup
SN e

RS %o .
e e Y8
G @ © 9
gE v,
O -V N
T & O
N &

@’@@%
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Validity of the study:
Validity Criteria for the untreated control of the study according to OECD 232 from September 07,

2009. ° S
&
Validity criteria Recommended by the guideline Obtained in th@tudy
Mean adult mortality <20 % N 2.5%9 O
Me?an number of Juvem.les per replicate > 100 @ 797 °
(with 10 collembolans introduced) A hS &
Coefficient of variation calculated for the o N ° K
number of juveniles per replicate @O Vo @% f‘z”}a\B'K% S @
N4
_ s SESEE S
All validity criteria were met. Therefore this study 1@hd. & Q R @@ @q}

SN
In a separate study (BioChem project No. R >‘ 10 48 003 S, dated Ju% 3%@0145@ th%g&o
(reproduction) of the reference item boric acqg was eahcul to b@,\l 04@&
) 2 N
Conclusion: @j @

results of the reference test demonstrate the s@smw@ of t@ﬁtes‘[ Q&te@’ @: .
% @
The test item Fosetyl-Al + Fluoplcohc@&w %’E 14 (@ 7 +@4 44) @owe&%o @103 si rﬁntly
adverse effects on adult mortality aggsreproc ctlo@ f th@colle@ola@@olso a cafdida % artificial
soil up to and including 1000 mg dst itemflrg d.w @ RS
Therefore, the overall No- Observ d-Effgct-Cdncentrdtion EC @as (% @a t0 be > 1000 mg
C) S

test item/kg d.w., and the | esbébserve -Effs -Co& ’ tra (L d ermined to be
> 1000 mg test 1tem/kg d.w. ‘?\,

2

S & o ® & &

ECio cannot be calculaﬁ@d since the @po@ to fest itegn*did Dot rest t inGh adverse effect on
reproduction. The mmgmum@ viatfon froll theSonts {Qvas % 10%. The. meet the guideline
requirements (coeffigient o k@n ofzthe c@rol &produc ion &O%)&}“he NOEC is therefore
considered reliab S <

Q NN O v & ©
S ©\ o \\ SN @ §
Hypoaspis aculeife@’Q "\a© s L9 S S) @

© & B T o0 &

o X
Report&@ @KCP 4.2.1 Qo1s; %@533@-01 1
Title: FllIQpl 011&+ fosgtyl-Al'WG 71. 1%(44 440+666.660) W: Effects on the
re od@\ of’ Qe pred@ry m@ %)15 aculeifer
Report No.:
Document No.: @ — 33P25- @§
Guideline(s): Q. 226\@2008& @
Guideline d Vlatlon(s) n@ @ @
GLP/GE @fes @%:’ Ry
@ N Q @ ©\
Ob nN >
jective S
Thepurpose of this stu§ w \to det&mn§otentlal effects of Fosetyl-aluminium + Fluopicolide
WG 71.11 (FEg*+ FLC W mortality and the reproductive output of the soil mite
species Hypgaspis a&yley&@ a representative of soil micro-arthropods during a test
period of 1 ays%

Mater%an @\eth

Test 4tem: Q@ + Ffaoplcohde WG 71.110 (666.660 + 44.440) [short name: FEA + FLC WG
7 660 +744. @)] Supplier batch No.: EV39000244, Sample description: TOX10794-00,
Specifégn No.: 102000024700, analytical findings: 67.2% w/w fosetyl-aluminium (LS 74783);
4.47%w/w fluopicolide (AE C638206).
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Ten adult, female Hypoaspis aculeifer per replicate (8 control replicates and 4 replicates for each test
item concentration) were exposed to control (water treated) and treatments. Concentrations of 100,
178, 316, 562 and 1000 mg test item/kg dry weight soil were tested. In each test vessel 20 y
weight artificial soil were weighed in. The Hypoaspis aculeifer were of a uniform age not cll ings
more than two days (35 days after start of egg laying). During the test, they w%: fed every 2 » day
with Tyrophagus putrescentiae (Schrank). S

During the study a temperature of 19.7 to 21.9 °C and light regime of 509 fix, 16 h light * 8 %rk
was applied. The artificial soil was prepared according to the guideline with the follow1§on Sftuentsy
(percentage distribution on dry weight basis): 74.8% f@ quartz sang%S% sphag&gmn peag,” 0. 2@'
CaCO; and 20% kaolin clay.

After a period of 14 days, the surviving adults and t{e living Juve@s were ex &’ted -y app]@i%’lg a @

@

temperature gradient using a MacFadyen-apparatus@xtracted mifes were colle@d 1n 1qu
All H l ted.
lypoaspis aculeifer were counte ’('. N @) Q @
\ e

Reference item (Dimethoate): 1.00, 1.60, 2.56 4 10 6@55 an‘@lo S&%g/k o1l d,@@ conﬁsol unﬁeated

-.

solvent control: none. & @ &
%
S & @ R @ o & &
Findings: i\ﬁ \\ \\ < &% . © ‘”\9 §
@ @ AN Q > )
Validity Criteria N N & @ Redommengéd &Ob};@\ ed
Mean mortality of adult females A S NS 2@9\@{ c > @% w\\o

Mean number of juveniles per replic&f)é 9 9 m@ D;\)j &é@o O /\@55 5N

Coefficient of variation (mean n@er Qﬁ%’venileg@ﬁer r@catq} N 30% 7 @ 134%
% o 2 >

All validity criteria for th@tudy g&re m@ & K% § @ %@

o & TS

Effects on mortality aquﬂrepm@tlon@@f Hypbaspis @detﬁ’% N . . Q

Test item @ S \\FEA SFLC WG 71.110 (666,560 + 44.440)
Test object N) Q' N N \© Q@ypo is aculéifer
Exposure (U D Sla o & ficial soil
& N @) O & “Adwtinortdlity S O, Reproduction
e T 9 °\ Qp (m%test itém/kg soil d.w.)

NOEC ‘s X K 00 & >1000
LOECAS & S & o >@ 0 O > 1000
ECio Q\ O & . O 1000 > 1000
ECao D S @ 100 > 1000

Reference tei}: ©©Q .

In a separa study Bl@e rojec@\\lo. 89\14 48 001 S, dated June 10, 2014), the ECso
K RS . a%é @ .

(reprodu ) of the re éfr ncefem et&1 wag ca alculated to be 6.2 mg/kg soil d.w.

The resalts of the reference tést demonstrat&the @asmwty of the test system.

< NN
N f@@@\@j@Q@@\
G @ © 9
gE v,

Y O & 9
T & O
QQ@%@
@9@@
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Observations:
Treatment group .
Endpoint (mg test item/kg soil d.w.) o @@
Control 100 178 316 562 dpoo @
& o>
Mortality of soil @JQ N Q\@
mites 5.0 0.0 0.0 0.0 2.5 q @Q
after 14 days (%) N S o 9
Mean number of © N SN Q>
juveniles 255.5 253.8 2525 2488 2696 o 253® @
after 14 days @ © @ > {z\\” d
CV (%) 13.4 19.7 @.7 97 93 Y 19 o
; >y €5
Reproduction "' N @ Q" ¢ @)
(% of control) 100 ” 99 o 9% g %Q RS %

Not statistically significantly different compared @he cc@f/ol (Cly~ 2x2&able, F@’t wig}ﬁ? nferroni Cqrrection
for mortality, a = 0.05, one-sided greater; ngt -test Inh@é}gen ith B @lm &’
¢

v
Adjustment for reproduction, o= 0.05, one-sj smaller) s @ @
Calculations were done using unrounded nges Y @} & &S §

~ L)

Percent reproduction: (R¢/ Rc) * 100 %
R¢ = mean number of juvenile mites in t@%rea opp@) § @ S) ) ©
Rc = mean number of juvenile mites @ﬁhe control ro% ®\ @ < SO
CV (%) = Coefficient of variation 9 @ @ &Q ©©> @Q S
@ & Y5 90 Q D &

Mortality: ‘2§ (&\ § & S &@ \@ 2 ©
In the control group a paggntal @rtalityyof 3 @o cou@j be observéd. T@mor&@y in the test item
treatment groups ranged %etwe% 0.0 and 2.5 @} ©©“ * %, NN

v S L o S N \Q

3 N SRS SHER

Reproduction: S

Fourteen days ﬁm@@cu Mf ?pa&;‘[al Hibes iy the gtest vegsels, the mean number of
Jjuveniles was 2 \the cor&rol 253}, 52@248 5§’26 §énd@ 8 at concentrations of 100,
178, 316, 56@d 1088 mg @st 1tem§kg s& . w@mspeé@wely

>
Conclus&% @» > @ @ U
The te@em FEA @‘“ C @ 7131 showed r@@tan@ally@gmﬁcanﬂy adverse effects on adult
mortality and repr@gctlog\o the pred r@g&e H%oaspg\aculezfer in artificial soil at all tested

concentrations. S > O
Therefore, the@@ N Ef@t- feentration Q@OEC) and Lowest-Observed-Effect-
ConcentrationZ(LOEO) fo orlaﬁfy 1@ for @prod@'ﬁon were determined to be > 1000 and

> 1000 mg test item/kg s@i W, @gespe(@ ely. (r‘@\ >

y N
ECio ca@bt be cale&%)[ed, Qlce th%@ex ure_te test item did not result in an adverse effect on
reproduction. The_thixim de@tlon m the” control was < 10%. The data meet the guideline
reqfirements (COC%CICI@@% Vgaatmn(%“ th %e\ontrol reproduction < 30%). The NOEC is therefore

considered reh@lee § @ &

&@Q

CP 10.4. &@ Y§§H1 r tgx; testi@

In v1e% thults%rese@ in Section CP 10.4.2.1, no further testing is necessary.
Y
G &

&
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CP 10.5 Effects on soil nitrogen transformation
& &
Table 10.5- 1: Endpoints used in risk assessment o N
S @
Test item | Test design | Endpoint @wl Referenc\e\@ /(\Q
N-transformation v
no @0 6 kg prod &?}
FEA + FLC WG 71.11 | Study duration 28 d | unacceptabl OXEP g
focts 40.8 mg prad./kg dws
e & @ K
no , g
Fosetyl-Al Study duration 28 d und@ able 22 0l %QS h&’?d
offe %mg, ‘,s \\s o
:ﬁ, 9 %@kg ft\yd /h 8;
Fosetyl-Al WG 80 Study duration 42 d acc%@ﬁ)le pro 'E./ dws 07 M—£§()7 :é% 1
Neffect®’ 1067 g a.s./kg dv\@ KEA 8.
ne\ N . L.; 20
Phosphonic acid Study duration é@ Ginacceptible é?;g k /@E M- 5%80-(@
KO\ e el ST
Bold values are used in the risk asseséjgent S ®\ @\j @© $ 0 w\?
dws = dry weight soil; a.s. = active s stan@@ pn}gj@pure@tabol@; pro&@pro ©@ AN
@ @ 7K SN
\ S @ Q
& L P o
(i% @@j @ 2, @
Risk assessment for Soil @Mrog@ Tr@fo 0% N @ %,
S ¢ & Y §
Table 10.5- 2: R@?Asse@eé%@; ;(;l mlcro@ams‘m @@ é& &\
E@E Csoil,max Refinement
Compound @Q S[@les &\ N L pmg/kgly H% & [mg/kg] required
FEA + FLC W@.l lggoil n@ro-or@ﬁism& &80 k@rod./(l@ o8 kg prod./ha No
Fosetyl-Al ¢ N Soil micro-GPganisins 5\26.60@@ a.%kg dw%y 1.067 mg a.s./kg dws No
Fosetyl- G 80 @@)éﬁl m@orga@rms L 10663}5; a.si% dw©\ 1.067 mg a.s./kg dws No
Phosphonic acid © Soil \fcro-@anisn@ %%5.31 g pm/k dws | 3.563 mg pm/kg dws No
N @\9 "@ N @
According to lat@ merts the k is @@epta@ﬁ if the effect on nitrogen transformation at
the maximutfPEC§pvalues 15 <2 % 10 ﬁays no case, deviations from the control exceeded
25% after% up to 42 da m§tm 0 & r1s<k@ 0 so@nlcro -organisms.
& “
o \
N
N & 9
> < @ © Q@ S
o CANO RS
N N
2 A N
e
@ < Q & ©@
N
N
RS IS
cL T
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A formulation study on soil nitrogen transformation was carried out with Fosetyl-aluminium +
Fluopicolide WG 71.11 (FEA + FLC WG 71.11 = EXP 11074B) and reviewed by the RMS for the
Annex [ inclusion of fluopicolide under Directive 91/414/EEC. The study has been cons @‘Ed
acceptable (EFSA Scientific Report 299 (2009)). A summary of this study is given below.

Report: & &@ &@
eport: kcp 10.5/0 1 || GGG 2003; M-218266-01-1 &
Title: AE C638206 & fosethyl Al WG71: Determination of e%cts on n1trog§

transformation in soil
Report No.: C035159 V® @ @ O @Q @
Document No.: M-218266-01-1 Q @ § o o
Guideline(s): OECD: 216 ES &© AN S &
Guideline deviation(s):  not specified % Q %" < @) &@
GLP/GEP: yes Q?f@ N @ Q © & @

. S @ 6\ N §

Objective: i 2 %Q @ﬁ%

The objective of the experiment was to dete r@nin@gg n&@e e@ 4. Oﬁnd 40@)0 r@of @ +ELE

WG 71.11/kg dry weight soil on mtroger& sf% ation 1n algig cu%ral s@ @
& L@ &

Material and Methods: Q

Test item: FEA + FLC WG 71.11 (AE FO&M Q§W(}§Al @tch 220§ md@WG type

product containing fosetyl-Al + ﬁ@oplc(%hde Q%easur@ con@ ratign 68@@ 43 kg,\i%'spectlvely)

as active ingredients).

A silty sand soil was exp0§@ f0r§8 to c@cent&tlon@% 488 and % 8 @g FEA + FLC
WG 71.11/kg dry weight sg\f (a&watl rat ere @ulval&t % 06 a@ 30 kg FEA + FLC
WG 71.11/ha, which is ¢ Givalentto Ixegnd rna imum field rat@, @we@w
Lucerne-grass-green mea (5 wel SO edg&o 5011 S o stimulate nitrogen
transformation. Q> @ @ @ §9
Findings: N) & \@ § N \© §2@ @& @@

AN t NS N

Validity Critesf@of t]@@‘ﬁtudm Q @’ & S
In this stud \{he l@ﬁlest%oeff ient o Var1 %ﬁ ( betwekn n@te-N concentration in replicate
control sa% les was 6%&(7 ar@ldﬂ 4 aft treatment &nd th\l@’did not exceed the required limit

<15%. S
N @ & & O '
M
Effects on non- taa§ soil mwrg@gamﬁms RSN
Test subktance ) > - & FE&FFLC WG 71.11
obje§ @j SIS Q" @il micro-organisms
Q N© gg\ @troge@ransformatlon (silty sand soil)
< Exposure @ 9 4 28 days
uddkg dry weight8oil Q 7 @ 408 40.80
kg/ha (equivdlent) % & 3\\@6 30.60
> > QY . 9 (@comrﬁ@ided field rate) (10x recommended field rate)
Final result agter 28 ddys | © < @)ﬁ’fer&ﬁc}e to control: 0% Difference to control: +11%
R @ Q' (<25%) (<25%)
FTIE 2
Conclusion: Q
Durmg@ 28-@y exp@nm@ the maximum field rate of FEA + FLC WG 71.11 (3 kg/ha) and
10 fol@{@t g@ﬁp + FLC WG 71.11 had no influence on the microbial mineralization of
mt n to @éllty g&nded with lucerne-grass-green meal.

©®




Bayer — Crop Science Division Page 66 of 70

2016-11-14
Document MCP — Section 10: Ecotoxicological studies
Fosetyl-aluminium + Fluopicolide WG 71.11
CP 10.6 Effects on terrestrial non-target higher plants
The risk assessment is based on the “Guidance Document on Terrestrial Ecotoxicol @

(SANCO/10329/2002 rev2 final, 2002). It is restricted to off-field situations, as non-target pl@ arg:s
defined as non-crop plants located outside the treated area. Spray drift fron@he treated a@ n@
produce residues of a product in adjacent off-crop areas. @ & @

Tier 1 limit tests have been conducted with the formulation Foset l%lumlmum w@%lu %oh
WG 71.11 (FEA + FLC WG 71.11) according to OE(D) testing guld\@ e 208A @%1 2 Th@

studies have been reviewed by the RMS for the Anné¥ T inclusiond - fluopicolj 1r Sive
91/414/EEC. The studies have been considered acceptable (EFSA @ entific Re T @
findings of these studies are provided in the follo@ table andQ%mmapes be ound i tl@
CP 10.6.2. ¥ @}
Q) \ @
6 N

Table 10.6- 1: Endpoints used in risk ass@ment@A Rﬁc \i% 71. )? @@ o\

&

% < o & 4
Test organism | Study type K%ffec{ CFest s@ws C eferences §
> A@Q IS

RN
Maximum application rate: 3.0 kg &@Fact@g S @ X @xw § &0 %
Q d t @ L tt@ @Q Q o, %
N0 a&rseﬁ(&@ S e& e %@ Q) N

@ . S P
AN % reduct{®h of & @% d ripe &
> % s@ t fre@ weight Qiseed tipe ) o
N
Terrestrial non- Veget%ve V%)ur @ no @rse @&Ct S CUC%ber$ w T
target plants; Tle&l sin - T M-235777-01-1
6 species @ ayl @ @D adv@ ef@ @C?oyb@l 4 }CP 10.6.2/01

9
@§ @\ A Y N %,dvers&\ffect D> ats §

Ll & o ©

& % no aﬁ@rse eﬁ§t On

Max1mt@1 appllcatlol;»@ﬁte ﬁg(g praducttha < NV S
% % rédyction of IS
§§> & ISR @ e@@ﬂnatlé 7 Lettuce

@

7) >
@ ©® § @@7 @adver@ffec%@ Oilseed rape
Q| o o O ~—
N Q16% sealictiofdf
Terrestrial%on— Seedh eme%@nce S ‘;&E%%Ec 1%? Cucumber TN
target p@s; Tloel@@smg]@ose S ~ ; 2003; M-115892-01-1
6 specie S & KCP 10.6.2/02
Py\? i@’a}’ @ @ a(i;gr@ effect Soybean
N
no@@zerse effect Oats
&@ <L
o .
@ § - D@ho adverse effect Onion
& f
@ @ o’
In thexgglse O@A 71 11, neither the tier 1 seedling emergence nor the vegetative vigour
stuc@hov%@@ ph x ects >50% at the tested rate of 3.0 kg prod./ha.
N

&
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Risk assessment for Terrestrial Non-Target Higher Plants
Effects on non-target plants are of concern in the off-field environment, where they may be exposed to
spray drift. To demonstrate the low risk of the formulation to terrestrial non-target plants, HER
calculations have been performed for the representative use in grapes. The test rate of 3.0 kg prod./ha &
was used as a most conservative endpoint estimate (i.e., ERso > 3.0 kg prod./ha). For three apptigation:
to grapes up to 6.9% of the full application rate of 3.0 kg prod./ha are assu@ to reach s at @
from the edge of the crop. The amount of spray drift from three applications #aching off-crop habitats
is calculated using the 77" percentile estimates derived by the BB,% (2000)? fr& spray-drifty
predictions of Ganzelmeier & Rautmann (2000)°. Accord@ to Table 13t the Guida{g‘ee docyment
Risk Assessment on Birds and Mammals (EFSA, 2009*J@"multiple ag%cation factog of 1®4AFM) @
has to be applied for three applications in grapes w@ a minimumgnterval of ay St sho@ be ©
pointed out that the use of MAFmen for residue%@n plant sur@ees is also sipporte by& ne@
ESCORT 3 document (cf. [l 20129). & @@f @ & @}
A deterministic risk assessment is provided in thollowing. Q} N @ 6\ v,
G oo on i g S s
Table 10.6- 2: Deterministic risk assessment b%g on @?e ER@@@‘ 3.0 rod.@’a @g f(@% <

©

Crop Use pattern Distanc@%em" Drift bMAFm% OPE N’ TERY
fiekbedge > | @l 7 \;Ekgpm%ha] QgTrigé‘§=5)

SLACNI SIS M S O
3 x 3.0 kg prod./ha ° NS N> §

%
§ 6.9
Grapes | (pdmysimeral) | QS o] 80 1180 S35 >80

D) &
T~ 0 S O g VS W
From the calculation above;&iI@is %rklud@hat&effects o% thegg@)duc%n n%-target@errestrial plants
are not to be expected. ¢, o N W v @ @ %@
@ & & &g @@

~
S @ o
v .9 O N . N .
CP 10.6.1 mmity of Screeming data @Q &5 O
Not necessary as guideli Gb&@udi@ﬁor erest;ﬁe@non-@ggrjget @iants {sk@ available (see Section CP
10.6.2). G NS N QLY N
S SRS S
& £ . N o S @
A S %
S & & @ o T
A \@ O SN O
@ S
§ RN @%’ & >
o O ¢ .09 o O @
QOO O N O D
O K &2 o
=) N @% W2 %
@7 \@ Q @ S
“ ST ad o
N > o &

2 BBA (2000 Bande apzeig; . Sfﬁci azette), Nr 100, S. 9879-9880 (25.05.2000) Bekanntmachung
iiber die @fte Kwerte, die bei des Pn’i‘@ng und Zulassung von Pflanzenschutzmitteln herangezogen
werden. Public dgmmain %

Ganz ier By Raut@ann @‘2000) Drift, drift-reducing sprayers and sprayer testing. Aspects of Applied

Biol¥gy 57 0, Pesticid plication. Public domain.

El{%pea d Safety Authority; Guidance Document on Risk Assessment for Birds & Mammals on request
E . EFS@’Jou@I 2009; 7(12):1438. [139 pp.].

, P. (2012): Rationale for harmonization of the multiple application factor (MAF) approach in

icological risk assessment. In: Alix, A., Bakker, F., Barrett, K., Briihl, C.A., Coulson, M., Hoy, S.,

Jansen, J.-P., Jepson, P., Lewis, G., -, P., SiiBenbach, D., van Vliet, P. (eds.): ESCORT 3: Linking

Non-Target Arthropod Testing and Risk Assessment with Protection Goals. pp. 90-94. SETAC Press
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CP 10.6.2 Testing on non-target plants
Vegetative vigour @\@ @§
& Rz
Report: kcp 10.6.2/01 ||  EGEGNE. 2003; M-z357§) @®
Title: Non-target terrestrial plants: An evaluation of the effects of AE F 05361@ W
Al in the vegetative vigour test (Tier 1) v ) @
Report No.: C034924 @ & N @
Document No.: M-235777-01-1 e @ g}’ 9 9 @
Guideline(s): OECD 208 B (July 2000, draft) R N
Guideline deviation(s):  not specified @ S Q Q @© @Q}
GLP/GEP: no % R o & A &
& > o \© N S
A
Objective: 9 N v\f@) o N RS

The purpose of the study was to evaluate th@phy{g@xm éﬁects Fos@@ alu@?uuQJr Fluggncohd@
WG 71.11 (FEA + FLC WG 71.11) onégc spedies re@ésen‘[@ n§ arg@erres@al p sp@t
during the seedling emergence and grov@ﬁ?foll&%ng ag\re en@rgen@ ppli€ationsef the produc§
Material and methods: Q K é\g Q\ @9 § @ @

Test item was FEA + FLC WG 7, 11 (A@'F053F16 6 WG C@e Ney EXRL@I))OM) Lot
No.: OP230059; active 1ngredlent oseéyl Al@E F&é&@ 1 glkg @u % 1de (%E C638206)
45.1 g/kg

Six species of terrestrial ndﬁ,ta plan@ﬁZ n@noco{i’and 4 1co@ver%reated@v1th the highest
nominal product apphcatl@ rate & k @ D @

The species tested were %ucur%fr (Cu? s§nv lettyée (Lactuca mﬁzcz) S8t (Avena sativa), oil

seed rape (Brassica ngpus) ( @um c a) @soy& (@cm%’nax) -Rlarits were treated at the
2-4-leaf stage wi‘iﬁ; spray a@cat

Spray treatments ied- {d 1at10f@w1th@2@fpra yer set @the nominal spray volume
of 400 L/ha. Coggrol NS WCI‘&; spr: ed wrﬂg elo ized waker. CQ’ rep\l%ates with five seeds per pot

for each speciey wergNestedDAIl p@s w e n ui’}g@ntd 1n@7§aucers and retained on benches

>

@

within a green ous@’Plan%wer%lsses ed fo ¢, survival and rated for phytotoxicity on days

7, 14 and\ days At study ggsmlna ass n
fresh vyg gtu @

\ \ Y @ \ S
Findings: @ SS @;\’ & >
A summary of aﬁ@the %ssﬁ fo d&@l V@etatl@wlgor test (Tier 1) for the effects of FEA +
FLC WG 71, @@are @Wl’l ifthe le% beléw: , ©

@mx@@\@

det@natlons were performed for plant
@

& 7

«@% & f\\%ttu@ O&(?ed rage Cucumber | Soybean Oats Onion
Wortality * .~ X ) QO
(% of contr@ N fgof @ 0 0 0 0 0

N I;hytotoxmlty X | & o R Qp 0 0 0 0
(% of captrol) & @ | A
Fresh Weight * N N3

(% erowi®inhiBitioh) 21 @ -5 +9 +1 +1 +25
“+” means&n incr@’e of theeva d en@%int; “-“means a decrease

* Mo is a%heasure of theQurvival of those plants that germinated and effect of the treatment is presented
as ﬁ&perce@ of@ suryly in the control.

& & T
&
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There was no effect of FEA + FLC WG 71.11 on the emergence and mortality of the six species

tested.

No phytotoxicity was observed in the six species tested. T

The only adverse effect on biomass was a 5% reduction of fresh weight for oilseed rape. @ Q

No statistically significant effect for any measurement parameter was detected %r any species @ted. ©

N & ©®

Conclusion: g

This study shows that the highest nominal product application rate f@% FEA+FLC @G 71@1 01@)

3 kg/ha shows no adverse effect >50% to representative target crops in the vegetative vigar test
nog-target cropg afive vigarteny

@
A S
Seedling emergence %@ Q& &© R @© @g}
9’ $ &

Report: KCP 1062/02%- 003%@-11 9on © v @
Title: Non-target terrestrial pl@@s An@yaluatidn of effe&@ f A@S%"&&VG%?I in

the seedling emergencé&and gr %%@th te@%Tler & % .
Report No.: SE03/07 % @ Q @7 @&
Document No.: M-115892-01-1 =, \ \ @ DO w §
Guideline(s): OECD: 208 A g \\ o . SN s
Guideline deviation(s):  not specified Q é\a Q\ %o é\? @ & S)
GLP/GEP: no O @, SN A i~ § ©
Obiective: N & 9 & § Q @ S

jective: @ % AN &7

The purpose of the study wasQo evaluate phyt(@éxu: %ffect FO@tyI alu@mw@ + Fluoplcohde
WG 71.11 (FEA + FLC WG 714]1) on&ix s@mes r@resenﬁng -tan&&@terr trial plant species

during the seedling emer&@ce and gro §vmg§ pre- %wrge ap%@ah(@o the product.

O

Material and methods? @ @ 6 (& N \

Test item was FZ§ FL, WG 11 J\ FOS%I ﬁ Al 9‘161‘ Code No.: EXP11074); Lot
No.: OP230059;

e\@red@t fos&yl A‘l\(AE K 61 @71 @%g a@luoplcohde (AE C638206)
45.1 g/kg N v

Six species (@terr 1al &9‘@ targe@ plargi’es@(} m@no%&@and dicogg) were treated with the highest
nominal preduct application ra@ for BEA £FLC 11 o > kg/ha. The species tested were
cucumbg( Cucumis S@V actuca sc@va) (Aa sativa), oil seed rape (Brassica
napus%wmon (Allium @pa) a% soybean @J)}czue ax). ™

All seeds were pl@ on&the d@%ﬁof a& 1cat1m} an%%est du‘t%tlon was 21 days following application
of the test item. @

Spray treatme {s we h@oncé@[ te n1t1 n, w a sprayer set at the nominal spray volume
of 400 litersd Co@rol § wets,sp Wltl% zed water. Four replicates with five seeds per
pot for ez%: species we § 1dually contained in saucers and retained on

benches V@ ina greer@)use
Plants were assesse@r g - n@% surviya and@ated for phytotoxicity on days 7, 14 and 21 days. At

stu@termmatlon ?bgoma@t@g dé))\o/ff@’t Q—’ m@ns were performed for plant fresh weights.
@ &
& o
O Q
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Findings:

A summary of all the assessments for the day 21 seedling emergence and growth test (Tier 1) for the
effects of FEA + FLC WG 71.11 are shown in the table below:

&

N
Oilseed o) ‘o
Lettuce rape Cucumber SOybﬁ@ Oats @ Onion
Germination WS
(% inhibition) 21 0 -16 % SIS
Mortality * ) NN
(% of control) 7 0 © 6 o 18 S @%6 @)
Phytotoxicity 0 0 o S 0 v 0 | &0 S
(% of control) § < © S @ @@Q é\\
Fresh Weight ** Q & &
(% growth inhibition) -10 N R R @}%
“+” means an increase of the evaluated endpoint; “-* ﬁ/eans a decredge °\ w,

*  Mortality is a measure of the survival of fhose

presented as a percentage of the survival in the control.
** on a per plant basis, and statistical ana 1s L;Sl@ th

between control and treatment for any@ ciessat the

\

Reductions in germination of lettu@Qnd%gucuml@r we?@obse@bed
were no major adverse effects on rtality. ~
Similarly there were no major rseeffec

%evel

ts Qgen{?fated(.zad ef@@ of the treat%‘fent is

ass @nly e@uc

biomass, but this was not statis 1ca}b2\§1gmﬁcant @0 statl 1ca s1gn1 1cant

111am@1"est I
@

&

eveale@no sig
‘27\9

2@@1@@@} ter @hca%)n There

&%

@ﬁcal@j ffergnces
&

10"/\reduct10n in
t ésas detected for

any species tested. < &
é vy e @ @ &

Conclusion: % § & > N X
This study shows t the f?@mma@pro apl&l@catlcé%rateq{or FE@@ FLC WG 71.11 of
3 kg/ha shows no @se e 0% {6 rep nta@e 1’10@ -target@rops fn the seedling emergence
and growth test. é @ Y @@ & @

\ °\ @

& & b &
CP 10.6.3 @xteﬁded @bor%ory 1es non@ar plants
In view @t%e results p@ente@‘h S 0. 6@, no A G er s@ ies are deemed necessary.

o\ \
@ G Q& S

CP 10.6.4 @ Semi-fie Qnd@ld téﬁ\f’s on @on- target plants

In view of th@esult@ese d 1 in ct10® CP

necessary. “Q

=

No ﬁ;rther tests on othe

and chronic ecgtexicity of F

10.1 to CP &(.6. ﬂlt pub

Section 9, r ﬁeNn an erse e fe%@
@

Y
©
CP 10 @ @ffec%on other

rrem@%j org@us
tyl @mlmtgn + Fluopiclide WG 71.11 as presented in Sections CP

literature reference as evaluated in Document MCA,

@

&
CP N @ @ont&mg data

%3,@

@

%
testﬁ@l organisms (flora and fauna)

CP 10.6.3, no further studies are deemed

em to be necessary due to the low to moderate acute

nitéong da@ hax@been collected by the applicant nor have they been reported in any of the

acute

CP 10.1 to CP 10.7, no monitoring of non-target organism is deemed to be necessary.

o
pub ic ﬁmre references as evaluated in Document MCA, Section 9. Due to the low to moderate
hronic ecotoxicity of Fosetyl-aluminium + Fluoplcohde WG 71.11 as presented in Sections



	Related-Files
	Navigation
	Previous
	Next

	e8a2f4d7-e7b8-40ca-8c9f-bc30b29e7ad5_M-534861-05-1_PRISMA_sanitized_phbtr_2
	CreationDate


