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CP10 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 bmrttg 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 provrded&?%/ 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 facflitate discriminatio twedrne

data and data submitted during the Annex I inclu process er D1rect1v§@1/414 EC@Q o%
data are written in grey typeface. For all new es, detarled 1€ @e @ded within $his
Supplementary Dossier. However, for a better nderstandm@a of the eco&&xlco ~-\~ ical Q@%avr@r of
Fosetyl aluminium WG 80 (Fosetyl-Al WG 80), s %?Earre %Clug th@esults\of all%ﬁudres

are given at the beginning of the relevant sections. A dition form 1on @Qu ~- by @é%e
France on 2016-04-04 and its follow ugq%% 20 @0 uring“the gvalua of t em @ary
Dossier is highlighted in yellow. Additianal informa @n ted Ey hf:»@%I ceon 201 -27

as follow up of the requests of 16@@%4 vand %&1 0% dgwng @ evalirationQof the
N

Supplementary Dossier is h1gh11@@1 g@ @ @ %@)

@
Fosetyl is the ISO common n@lleo %hyl &@mg@@a ph@ (IU* ) g th alumrmum salt
fosetyl-aluminium (fosetyl- zg;l@a vaitant o@osetyl used,in th rmylated pr uctQ

@) &
In original reports study a@hors r@y h; ulffegnt namgs or@es @ metal\f@htes of fosetyl-Al.
In this summary, a smgl smgl \s @use ch met%boht full list containing
structural formula, V@ous rt forrns @es and oc en of rirs;a olites is provided as

Document N3.
@ & @@

As some prag 1c roach%'phagphon md"&fo edQ«ls ajometabollte is reported in this
Supplementary> Dos&ier as Ghe frde acith, ]%)r y apd unequivocal handling. After
apphcatlo alumln m ?F\fs—O@hyl Qg%losp@nate @e osetyl ) dissociates into the O-ethyl
phosphg e and alu un@o y phosphggte formedy from O-ethyl phosphonate in the
following would nex@r be @sent in the.form@f thé\free, a@id (i.e. phosphonic acid) under the
conditions of the &@ronn&kﬁt (p@fzt to 9 hls\g\nclﬁ@on 1sﬁ§1pp0rted by the molecular structure and
by the dlssoma% constant @&bser a“(d s@fnaﬂo@ congant for the first step of deprotonation:
pKa=2.0). ConSeq %tes fu]zj§protonated form are strong acids that
spontaneousl@ orm§ ntaet%wnh&@ ore a water with any suitable counter ion present (i.e.
sodium, pqtassium, mag@sru ¥ ﬁ) ility to readily form salts in the environment
phospho @s are, in tezm 1r agidic kallﬁ@ character similar to the salts of phosphoric acid
(i.e. ph hates) 1nt r enV1r ental b@ \

%”\9
The\formulatlon Foset;@fAl ‘@8 80 ¥ a ‘§er dispersible granule (WG) formulation containing
800 g/kg of fo@tyl-Al% This:fo ion &reglstered throughout Europe on a wide range of crops
under trade es.s iettessf oset@g 1 WG 80 was already a representative formulation of BCS
for the Anyrex [ 1@s10§§1 under Directive 91/414/EEC.
©

&
S FES
S & T

&
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Use pattern considered in this risk assessment

Table 10- 1: Intended application pattern ° 6
Crop Timing of Number of | Application | Maximum Maximum applicationg?te, §
application | applications interval label rate indivi%al treatment ge&
(range) (range) L [kg a.s./had_ IS
[days] [kg prod./ha] Fosetyl-Al

Orchards % °

(Pome fiuits) | BBCH 5585 13 710 | 45 | 3% 2 A N
Na @ < @
AN ©Q %@ Q§ é\g &

Definition of the residue for risk assessment @ $ S @© @g}

) RV e & &
W 92 N
. . . R N W
Justification for the residue definition for ri astess@ igproviged ub\Docu:@ nt MCA,
Section 7.4.1. s 9 N B % IS N o
Q ¥ N N L @

Tablel0- 2 Definition of th ég l/é%ﬁ Q@ & ©§ @ &
ablel0- 2: efinition of t eresndg\? rr;s\ ssess] ent% % @@ §@
Compartment | Residue Definition o> - @ & A NN A

: P = SO
Soil Fosetyl-Al, phosphenje acid Q L 2 Q) @ @ P
Surface water | Fosetyl-Al, phospfonic acild > NS Q ¢y O v
Sediment Phosphonic acid © @gf) @© @ﬂ@ &U § @Q )

Groundwater Fosetyl-Al, fllosphonic acid KRN @% Ca © )

Air Fosetyl-Al % O N Q S D ) A
52 N N N vy
SN I ES NS
%, N 9 ONS N . Q
F TS e §, 00
s .9 K @© @ @
SO S YN U e o
O & .09 O «7 ¢ @
AN . SR
% A~ S @
S & & & & & &
A \@ & SIPCHR '
SENN®) S
§ RN > & >
@ @ § > S SE ~
@ 9O g © o .0 %
Q0O O S O D
¥ o KX & o
=) % S @ %
@7 °N Q @ N
Q A\ N @§ 9
~ S S
N (g @\ ) Q)
@ N >
s A& &8
& S @
LS Q
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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 “EFSA,GD 20097, O

oS
& ©L8O
: & o
CP 10.1.1 Effects on birds @\% O o \245@
Table 10.1.1- 1: Endpoints used in risk assessment @Q @ D (i”\\g ©&
&
Test . . @ AN 9 X QO
substance Test design Test species % Endpon@ &’ [<§ Referénce @
ﬁ @
.. Bobwhite
acute ~ 5 @ o) /
acute toxicity quail @ Dso @’ > %ﬁ) m&& kg@w 108 M 13%&0 ()1 1
% o
_ @ ¢ <
SO SIS @ i?
- Japangp |- % @
acute toxicit D5 71 s./k r%&
y R o & Q > @ §
Q\‘K Z0; RN b @
9
acute toxicit Obm% @D 4 > S /k@N
YO qual ¥ _%228 . /@bw b
RS g & N KCA 8.1.1.1/04
© ) N4 7
N 2 §§() mg a.s. /k % $§ >
<%Bob%11te \Isr?sz &
N
geomegn LDso'Cf @qg i @ 322@2’& % ng Qmg ﬁ,\\g./kg g‘% 5039 mg a.s./kg bw
NN
S [.
SO \ﬁban.@e 4997 m§© s./k gﬁ) 4@97 %
©) K quail bw O &ga g bw
O S i .
Fosetyl-Al (S 6§ %© O« ) @;’ N L., .
¢ dietary toxicity @obwl&&g @(}U @’ >2 OO m & s, /kQ diet , C. N If .
S (short-t @\\ﬁ) é’ q@ DDg> g A. s/kg bw/d , R. H.; 1982; M-
RS R & I %" 159687-01-1
. N NEEN KCA 8.1.1.2/01
w v
9 S § SRR
dietal‘y@dly 5 M frd @ L(§ @@)OOO mg a.s./kg diet R H 1081- M
Q@(sho@ rn%© \"\duckQ\ L%% 50 ©> 4616 mg a.s./kg bw/d RSSOl ;
QL 9 G KCA 8.1.1.2,’02
&) <§/ ) B
W cedi N
@7 0 weekA %gf:edmg %anese@& N&Qf 1500 mg a.s./kg diet : J.B.;
& leﬁ%ﬁdi:if@ o Oguai SEL | 216 mgas/kgbw/d | 1999; M-189216-01-
p < © KCA 8.1.1.3/01
i%@eek%‘gedm @nese $ NOEC > 3000 mg a.s./kg diet _’R’i
< C&O 1 qua @ | NOEL > 331 mg a.s./kg bw/d 2008; M-298080-01-1
N reproducti % B KCA 8.1.1.3/02
@ © _
S Q@LD 10 ©§ geomean 5039 /10 =503.9
&&9 J@ (@@ s, LDs mg a.s./kg bw
FTE T
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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 1. B 196,
‘ xietty quail LDsy > 675 mg pm/kg bw é 200039-01-1 @ @
. W KCA 8.1.1.
Phosphonic ST EC @5 ©®
acid LCso > 5620 mg test item ks@ﬁ
dietary toxicity Bobwhite diet
(short-term) quail LCso 97 mg pm/kg %H’et ©)
LDDsy ?3( 8 mg pm I@ bw/d
Bold: endpoints used in risk assessment &
pm = pure metabolite @) @
3 3 mortalities from 10 birds tested at 8000 mg@ theref re extra tlon@ctor@EFS GD 2@9

Table 1) not applicable. Included as LDso = 8000 nig/kg bw 1nto caleglatlon geomyan LB@ valug®d

®  no mortalities among the 5 birds tested at 2000ing/kg Bv, " therelo @rapon fa of 1614 (EFSA GD
2009; Table 1) applicable: 2000 x 1.614 = 32@mg/ gDw g}’ &

9 Values were corrected for a purity of 41%) phos@bmc &id we‘%lt b volu Wthh@S equdPto 3 &1’%
weight by weight. Test substance potaiéﬁ\m saQ%f phes hom@cld den@y ofx;g36 Theréfor

of test substance weighs 1360 g a@] coritains 41@ g p\ﬁespho@ aClzi?(4 0 %301@ th a
weight/weight purity of 30.1%. S N @

o 3 & § ©© @Q h
Request from the RMS: @ @ &5
The calculation of an extrap&%ge LD§O val@e and the calc%latl rﬁ an®D50_based o@the geometrical

mean of the endpoints ff \@ﬁal s@es @two Wethods 1n®ted 40 the gmidance document

EFSA/2009/1438 for the det %nnatloﬁ@of th&televant toxicity vitue ithe e TER estimation.
However, the guidancg document does not fndica § botiSmetleds ¢ be cémbined. It is the RMS
opinion that both Lgods s%ul t begombined as s@} com@nah& of tk&%e extrapolatlons would

induce too much rtajnty in tl@obteﬁ%d endpoie refiable tox101t}@/alue for acute is the LD50
0f 4997 mg a.s. /@b S N ° NS @§ <
W\ & N &

K > B3
Response fro@ B(}§ % h %9 @b ©§ @
Accordm&% the EFS Guld @ (@wnt&]e ge@letr@meat@DSO is a fully valid approach to
assess acute toxi () 01nt ppropriatelynai f’ﬁnng@ae level of protection. In order to
correc§ alculate CSQ e the geo ric mean, unbounthvalues should be avoided. Therefore it
is necessary and oprl @W the Ver@ons tive extrapolation factor recommended in the

EFSA GD to “L® 0 ¢ inclusion.into t eomean. In the view of the notifier, it is
therefore not g9 be exp ct@hat the co@bmat of @e two methods would unduly increase the
uncertainty dthe adite r%@asse&%ent@ﬂma@

) @ %

2 Q @ @ N
Request from the @IS % & @
In &é%rdance with'the %§> nc %,w tE \’v (2009), a justification that no mortality or no clinical
signs were obs%%\ged during t &fest uld beprovided to exclude the dietary endpoint from the acute

TER calculatier Pk%lse Igde S‘B@h Jusf@catlon
@

Responsedfrom @S Q & 9

In the lard@uck short t dietary study with fosetyl-aluminium (fosetyl-Al), no mortalities or
clinicalosign ere@»oﬂ;&g or the birds treated with fosetyl-Al. In the Bobwhite quail short term
di st ,ag no @inicaksigns were observed and a single mortality was observed among the birds
recéiving@0000 ppm of Tosetyl-Al. However, this single mortality occurred on day 6 of testing, and at
the :_,Q 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

day of exposure.
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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 @

Response from BCS: > ©)

The toxicity of phosphonic acid, the major metabolite of fosetyl-Al, has beealuated in B#ds @
to the absence of notable toxicity of phosphonic acid (no mortalities or trea@ient related_effec ve
been found up to the highest doses tested), a quantitative risk assessment 1s¥)ot conmder&nec%@ry. &

N e X
L N
Table 10.1.1- 2: Toxicity data of the formulated produti¥osetyl-Al @ 80 @) Q\ @ @
Test species | Test design Endpqéiﬁ & ice 7
S . S
%
Bobwhite quail | acute, oral LDso > ()4()() mg produ@%g bw\@ Y
Q" AP
S &S & g

() NG S >

P A A s

Table 10.1.1- 3: Relevant generic avian_f cal\spemes\%r rl%assessﬁent (@Q"leg\} level 0 to
EFSA GD (2009) N S Sy &

LN Q
©< N & @ 103 § @ rt % values
Most critical windowkof @ AN R @ I repr ductive
Crop N esenfative .
. relevance for gene @Geneﬂy focaecm@ N® d > RA
scenario . . K spegig Q
focal species scédarig v @ @ Q S % based on
< S @ & RUD% | RUDm
. N %ﬁ?&ll i tlvor@ﬁ bird SN
2
Orchards Sprlng, Summetd) @ ity P §Blu@ N 46.8 18.2
2 x 3.6 kg/ha | Crop directed a atio Smal@%sec Q-' ous/@)rm N
BBCH 55-85 BBCH $ K feedmgtgmsh” D Q{{Obm;\@ 2.2 0.8
7d interval | Crop®directed application all gi@nvor@\s bir Mo
§‘ > 49\%” 0§§% “ﬁIlCT@ @ o S 8.2 3.8
§ o
ACUTE DIE@AR@S@SS@S@ME&T N @@ S
it g s g < 4
Table %% -4: Tiefd acuterisk ssment for Birds ®
\ $\ > ® > QDD LDso
Crop scenario \\ nerjc oc%@cw ‘N AppRrate DDD ([mg a.s./kg| TERa | Trigger
m% [kg w.s./ha}] ©SV9<@ MAFo bw]
XJ
Fosetyl-Al 7 ©© & O O O N
Orchar%11 Small in§etivarons bir (@J @
Spring, Sniner o i @% & . 46.8 269.6 19
Orchards S nsec 1V§0ustorm Q
BBCHo40 | @‘@e i gg%d e %Q 22| 16| 127 | 5039 | 398 | 10
‘Orchards Small @nlvo@s blI‘d RS) 82 472 107
BBCH>40 @° “find D | & ' '

> % %
The TER,Values, calcydpted sn the@%te risk assessment on Tier 1 level exceed the a-priori-
acceptabi tri@r of @) for alf evaluated scenarios. Thus, the acute risk to birds can be considered as
low andacceptable @hou&@ed for further, more realistic risk assessment.
N @ N o
& & T

&

/
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Acute risk assessment for birds drinking contaminated water
In the EFSA GD (2009), section 5.5, step 1 the following guidance is given on the selection of
relevant scenarios for assessing the risk of pesticides via drinking water to birds and mammals:
- Leaf scenario: Birds taking water that is collected in leaf whorls after apphcaﬂgn@ a@
pesticide to a crop and subsequent rainfall or irrigation.
- Puddle scenario. Birds and mammals taking water from puddles forn@ on the soi @rfm@f
a field when a (heavy) rainfall event follows the application of a p#ticide to a_crop ot bare

soil. % O § &
S
For the crops under assessment in this evaluation ((gards) the {€af scenario @5 no@onsid@ed &@
relevant. The risk for birds from drinking water in pu(@les 1s addresgedhin Table Lg@.l— é@ § C&©
$ Q)
Q @o (Y @) &@
SN
Acute risk assessment for birds drinking cont:n 1nated wa@‘ in ‘N‘ dle@, 6\ 'y Q
o\ %

>
S & O & N oA
Table 10.1.1- 5: Evaluation of potential &ncern@r exp@%@l @rds (@’nklg@g wategs) (@9 & °

Ko Appllcatmn@e Nso @ %ah@&ﬁ ° © ‘:;&3? N §

Cro x MA me a licatign rat <> Conklusion
P [L/kg] [g a.s{é‘% @,%Ll;g %W ] (@p % I@? @0“(3 @
e i rag

Fosetyl-Al 9 @ <> q\ M@ V@ S
Orchards 0.1 @@ 6XO(])O 0= 5039@ @ @ & @ 50 é No concern
\Y) 2
2 99 §@ - @ S D
v X
LONG-TERM REP@@DU@VE@SSESQ\W@ & Q\Q
@
Table 10.1.1- 6: @er @prm&@lve ﬁ as&ssmgn@)r bl% @& &
f'
Og¢ N @ .DbD & | | NOAEL
Crop Q 6&% g\g® “Appl. rate %)V UAF Dy 7»DDD | [mg a.s./ |TERLt|Trigger
& D\ [kgds.hafy” " @ o T kg bw/d]

Fosetyl-/giﬁ§ @ § @QF N @Q § ©\

Orchards w @) R A

Spring, | o™ lrze"tl%%"mu N @ 18D 5 69.5 >4.8

Summer % @,j\ﬁ N A S

Orchards @ ®d11 © ©\ o Q v
BRCH ~ 40 [ insectivoro orm. @0 o> 08, 20| 053 31 | 2331 |>108] 5

- & feeding bird “thrusf® e % @
D) NV @ °

Orcha@ Small gPQ%orou@ird &@ @, 3 145 > 93

BBGH > 40 Q@ﬁncl}(% ¢ @ =

Bold'Values do not meet tH®Tier @SER tr@éer @

W}
The TERL@JCS c‘a§§u1 in the reproductive risk assessment on Tier 1 level do not exceed the a-
priori-acceptibili Xrlg of S.for theGymall insectivorous bird scenario in orchards. Thus, a refined
risk asse& r thisGscengtyd is presented below. The TERr values for the other scenarios exceed
the a- @rl a@ptab%ty trigger of 5. Thus, no further risk assessment is needed for these scenarios.

S &0
&
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Refined risk assessment — small insectivorous birds in orchards

Additional refinement potential can be employed by incorporating PT values for the blue ti,in >
orchards as reported by Finch et al. (2006): mean PT = 0.21 for all birds (0.27 for “consumer§’$0‘h©
percentlle PT = 0.55 for all birds (0.58 for “consumers); @ @ ©
A recalculation of the data already evaluated by Finch et al. (2006) has provided 1@Pr(@r
(2010): 90™ percentile PT for blue tits in orchards: 0.53 for all birds (0.57 fmj@i)nsumers) o @\
©
The documents with these PT values are accessible on th@lternet: g\% %\© 2 &
@ \ @ @
X O Q S
Finch ef al.: 2006: R N
http://www.pesticides.gov. uk/Resources/CRD/Mlgr@d Resource@@ocuments/P@FFeb% p

S N
@
Prosser 2010: Q'Sb Q} N Q \ D @@
http://randd.defra.gov.uk/Document. asprDoie%Lment@O% SQEonsﬁhdatlom) 1r@dmammalP‘§dataf
oruseinriskassessment.pdf 3 (g
R AN
& \\ SR % O &
Request from the RMS: @ & Sy Q
For the refined reproduction risk asses r bf@s i %%uld 1@t §§51b1 te that the blue
tit is a relevant focal species for ﬁes 1n orc hard po rult \Vlt@ datgHIn w;tl*i@ut data the
choice of blue tit as focal speci or %@reﬁ@ ris ses@n wauld b @ du\ing the peer-
review. Could you please pr% e sueh dat% KUY
& ° %)
Response from BCS: © é @ & v @ @ N
The proposed PT value for blu%tlts is ta en % tra g wo% coﬁducte@ the former Central
Science Laboratory. The selestion.o Pthe spe 01e r raehotra g had been based on previous bird
counting work co cted in U h@é (repbrted CON@RAC*# PN0903: IMPROVING
THE ASSESSM PES{ D S S TQ@@ @é\l S, Objective 2: Relative
importance of t1c1 and Other actors uen@\g bitds 1@1&1@ Below a screenshot of the
results as pre§ e ofiginal OSL $ 4Q U@ is the acronym for the blue tit,

Ve

the most alg%ndant s@all II%GCUV@}COHS %ecw%n thes

o &
Fig Tn&m top 30 bird s % fes rego %d am %

{See Appendix e@

ong orcl@ﬁ fry 5
ey :%‘.pcctes@w) k Q\

/
W
Op



http://www.pesticides.gov.uk/Resources/CRD/Migrated-Resources/Documents/P/PTFeb06.pdf
http://randd.defra.gov.uk/Document.aspx?Document=10258_ConsolidationofbirdandmammalPTdataforuseinriskassessment.pdf
http://randd.defra.gov.uk/Document.aspx?Document=10258_ConsolidationofbirdandmammalPTdataforuseinriskassessment.pdf
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For illustration, below the screenshot of Table 3 on page 13 of Prosser 2010, providing highly
conservative PT — value recommendations for blue tits in orchards.

@0
Screenshot Table 3 on page 13 of Prosser 2010: \Q

@
Table 3 PT values for passerine birds in orchards, with modelled 90™ and 95™ peicéntiles and & ©®

their confidence limits. Consumers only. Q N

No. of

00™ percentile. |’ 95 percentile. |2
mdividuals %

value (9@6 PT val %(9

) CLs)R @5@5) @
@ 0. 83 R

& | (06108 | @71 @@-93)?

N
@
_ Y PSS |y 66 7| &
Summer (April Blue ut ;\\@ 2 @@H {&’75)(\ (O§ 081 |
Q A @ & Lo =N o
September) Chaffinch % 24 @9 (0 ;6\§® 0 é&l? % 7.? 0.9 6@ @&
R AN Q
_ < Sosk . wess |
@ | & v
Robin Q w24 & @043 OGQ@ @27 %D) O

Season Species

Blackbird 28

s TS S @ &S &
§; Q © S
AN SN
The refined risk assessment g;@eulati@gl is %)Vlded@i’the table b@%w @ )

o @ %
Table 10.1.1- 7: Reﬁne@epro@ctw@%k asqunt for small i %Nm@s blr&@“fn orchards

ISR 1) S &
Gener@focal@ ApBL rat 4 O . %AEL .
Crop . @; 2 SThg Az PTO|[DDBy [mg a.s./ [TERLt|Trigger

N
Fosetyl-Al ©U S ffi\g >

SIS
SIS

Orchards Small if€&ctivéteus &

bird “%ﬁé’a

)

5

@ws & @ g < SVm M fr@y kg bw/d]
N Q" ‘pha.s./hEp L9 9 N @ |8
& N4
)
&

Spring, . 0.53 ,s(}« 39.59| >331 | >84| 5
Summgp> & &
A S
& O & 0

Uncertainty an@is % %
Refinement of the Tigl riskydsse ent SY on@lgg d for one scenario in the reproductive risk
assessment: 11 ir@;ctiv ] b‘iisds (“ in ore

For this s enario, a single refigement is éoduced in the section above. Therefore it is
consider; proprlat%and eptal@ﬁ cus, t’he uncertainty analysis this element instead of a
tabular approach as g&sommen ed&n the A @ (2009).

For_the scenario ef sm nse orgﬁ bl@ (“tit”) in orchards, a 90™ percentile PT value is
available from radlotrac@hg b@ tlt@ is d@a is considered sufficient to address the long-term risk

/
f@f .

assessment
As all other, m %oﬁ exp%&ure sessment remain unchanged in the refined risk assessment.

The uncer he s of wyerlooking an undue risk for small insectivorous birds in orchards can
be consi ed w. ©
EI 8

A
Thergfore t@e@lo@e “Msk assessment for small insectivorous birds (“tit”) in orchards is
co@lder@ccepta le

&
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Long-term risk assessment for birds drinking contaminated water in puddles
Table 10.1.1- 8: Evaluation of potential concern for exposure of birds drinking water A@o @
13 ° i
K Application rate | NO(A)EL Ratio ;E;S:B? N o
Crop L /l':c | x MAF [mg a.s./ | (Application rate x C@wlus@y
8 g a.s./ha] kg bw/d] | MAF)/ NO(A)EL @ concern | O
if ratio N
Fosetyl-Al =) @ & 9
3600 x 1.0 = @) & O | oy
Orchards 0.1 3600 >331 & <1l @ < 5(@ %) 0 con@ @
Q) %w < S
@ @ &© A & &
RISK ASSESSMENT OF SECONDARY PO@ING N @@) Q é @ @}
@ & DN
Substances with a high bioaccumulation entl eo égﬁrcal A bear @@ sk’ %f secondary
poisoning for birds if feeding on contamlnat ike ﬁ@h or @ s Fo@érga icals, an
octanol-water partition coefficient (log > ) > is &s to ge%a i depth ¢ alu n oéhe
potential for bioaccumulation. ‘”\9
\ QN
Table 10.1.1-9:  Log Pow val f@% 1d% @1@% é}?@ 5
able 10.1.1- 9: 0g Pow values o ety am me&ﬂ olite h@ D @ ©
© N
Substance %g P@ (%) Re@ence@ O 0 < S
IyRumetMCAQectionZ.7 & | &
Fosetyl-Al @ > Pl 69@ . |EFsA s%cmig]cpo%4 2005 | ©
Phosphonic acid - H;POs | ¢ @’( (plﬁj @ Docuﬁ@ﬁnt MCA, %@mn ;gJ b
< "\7

@
The log Pow values o oset@ @phos@om&@cld are bel@a th%rlgger\@ue of 3, indicating a
@@ & S

very low risk of se ary p01so @
°© o & D
& & NI PR
CP 10.1.1.1©@ te ral t%mtx\ EO S O
For inform%tion or@tudlé@ alre@gy ev. luatr tl@@\nnm@l 1n%u510n of fosetyl under Directive
91/414/EEC, please 1 @ dmg ect@n n@ B&@ime Dossier provided by Bayer
CropS@ce and in the, A S
The study from w, @b th %ndp%nt wil § u@d fOI‘q{lSk a@smen‘t is summarised below from the
original DAR of fQyetyl @) >

9 & @ @? . % S
Y ©© @ " ©) )

Report: @ 11/01 I
1999; 845 1-1
Title: @7 o\@@F 1@369F @06 tox \ (LD50) to bobwhite quail
Report No.: Q" RONT797 @§
Doc&&m No.: Mt 45&@1 1 @
Guideline(s): @EPA@FEP 7&@ Equivalent to US EPA OPPTS Guideline No. 850.2100
Guideline devic sh(s) not g glﬁm@
GLP/GEP: @ % ye @
SRS

Endpomt@%cor@?o to @SA@entmc Report (2005) 54, 1-79 for Fosetyl-Al WG 80:

&
N @@ @ § LDsy > 6400 mg product/kg bw

S @ :
M@?ody 9 v @
Test spldStance: Fosetyl-Al WG 80 (EXP10369F (794 g a.s./kg)). Each experimental group included
10 bird§’(5 males and 5 females). The three Cxpcnmcntdl groups were treated at nominal doses of 1600,
3200 and 6400 mg/kg b.w.
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Results:

Two mortalities occurred during the study: one female in the treatment group at 6400 mg/kg on d 1 after

dosing and one male in the 3200 mg/kg group on d 6. These two mortalities were considered likely
related to treatment. Clinical signs of toxicity were observed in the bird which died on d 1. No,c

signs of toxicity were observed in any other bird. Food consumption was simil

arqn treated and
groups. Bodyweight of males did not differ significantly between treated antreated @p% @t

female bodyweights in all treated groups were statistically lower than the Lon%ls ond 7.

the test on d 14, there were no statistically significant differences in either B&}ICS or fcmd n th@@
control and treated groups.
N N
LDs > 6 400 mg Fosetyl-Al WG SO/Kg b.w. @Q %@ O é\” Q
NOEL: not determined @ S Q) R ®© @Q}
MR I
o Comments (RMS): acceptable @ @ e\@ @ 6\ w\?@ 'S
@Q @ R R @ °\ R
@, AR smmal = ©
Further study information supplementing the mqgmal DAR magy. @& % %
SNty &L E e
Validity Criteria: A & N X N §
Control mortality not exceeding 10%@1&]&& é\”@ @K S4\9@ @w}? § § Q
N (N
. ®, N %
Mean bodyweight [g/bird]: & G N (& SO
welghtlebid: 6 o » & O & &«
Test group ‘ Day @ N ‘@ay 7¢§ @ 7 y14 © b@) N
Vi - SRR AP
Control @3 o f@ § (© 200 & G
1600 mg/kg bw 189 & S o & 1B v L
3200 mg/kg bw é\a 188> 7 _ 191@@ S QI N 7
6400mgkgbw O [190 & O [199 O @ [197 _
Females @)@ OO v SN S @ S
Conol O G110 o 0206 202 Y
1600 mg/kg bw @ %90 1947 @9@ V11987
3200 mgg bw Sy 1928 ' W7 P I
6400 mgikgbw @ | 188) R 191@k ESR~TE
Statistically significafibdifferences: @<QO@ &;’& L.01(
&
Mean food col%umpt@ E/bﬁ] @ ©\ § @§
Testgroup © I@@ay Tl o | Pay 16T | Day 8 to 14
LV P A SIS
Controfs” @ V&K 149 13
1606wng/kg bw = @ SRS 13
3200 mg/kg bw_ P &@» @ 2 14
6400 mg/kg by @ & Yu 15
Females @3/ N m{Q\ ®@
Control @ S 120 13 13
1600mghke b & | £ 13 13
32®ng/1;g@w N3 14 15
6400 mgfkg bw T13 13 15

(@

Shergie

be
ical
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Summary table
Reference Followed Guidance Differences Critical assessment of the study /
guidance currently Deviations / conclusion abou@>o S
in force Reliability . @@
M-184583-01-1 | EPA71-1 OECD 223 | With OECD TG 223, The guidefine used in stud$IKCP
(1978). (2010) individual birds are 10.1.1.14Q¥ satisfies the @~
KCP 10.1.1.1/01 tested per dose whilst the requlre@nts in OEC@%G 22\
EPA guideline requires 5 % @ 2
males and 5 female birds RS \ N
N SO
perdose. © @ €l N @ @
N4
IR
CP 10.1.1.2 Higher tier data on birds %@ Q &’ v @

oy
In view of the results presented in Section CP 1 CQ V1.1, no fug% stuQ%s wete nesary.
®, d
& @@ NN
<& O S S o
CP 10.1.2 Effects on terrest@b Ve&{‘@)mge otggtha% bird&> @j @

O x
Table 10.1.2- 1: End t d i @k @ & %& %\ > é\ﬁ ©>§
able 10.1.2- 1: ndpoints use in 8 ag,iéssme@ﬂ @ > @ V@ @ &
Test substance Exposure &pecne@s - \Endc%ﬁnt QO @@
, 1.; 1997; M-
’kAcute %(gy o@g @’LD,( &H080 ds/k§ 31790%01
risk assesspc . § N@;\EL o (&000%@ ey | KCA3.2.1/01
@ » D m
\@ ) N = mg %e./kg %@d
Fosetyl-Al S @
osety D 6 O B Q" &« .
I@Ig terpy Q%Rat S %\ £900 pé &\
rj asseisment % N&EL@ S = @@}) mg@g w/d >
S S NS S @ & | 1981 M203019-01-1
& ©\ © ;\x D S s S KCA 5.6.1/01
9 please refer t&%oc@ntk@ Sect10n8 22 9 @\J Q y\?@
. % ) v @ g
N @ S S
@ S '

Request’from the R Y
A justification t]‘@no ri%\“k ﬁsmeﬁg 1S r@mrecébr %e metabohte phosphonic acid would be

suitable.

<
@ @ @ , © @
Response fr‘@n BCS! \\ \ &
Phosphonké% acid is a co ﬁ alla?@me Bblite of fosetyl-aluminium (fosetyl-Al) and its
toxicity4vas account@df@or inGhe acute an@m term studies with fosetyl-Al in mammals. Therefore,
the mammahan HS@SSGS%I@IH %;s fos@i o adequately addresses the risk for the phosphonic
amd\ @
@ & @ &©
N N
S &S N
&3 o
LS Q
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Table 10.1.2-2:

Relevant generic focal species for risk assessment on Tier 1 level acc. to EFSA GD

(2009)
Most critical window of . Short cut Vég@. S I
. . . . Representative for repr ive
Crop scenario| relevance for generic Generic focal species . Qr
focal species scenario SPECIEs RA b% o
RUDy Y R
Small herbivorous mammal o o
BBCH > 40 “yole” Commgl vole 4@%@ @1 i .
Orchards Fruit stage BBCH 71-79 Frugivorous manamal ° NEPNES
3 x 3.6 kg/ha currants “dormousess Gar%%“ dormouse 6“”?'7'9“,% 2@®
BBCH 55-85 Large herbivorous mammal R . @ Y | &Y ®
7d interval BBCH 2 40 “1ag0m@%ph” &© Rabbit (%\9 : ©@4.3 C&D
Small omniv&yus mammal [Q -~ ¢ & ) o
BBCH > 40 T w mo o 5:2 o 2@%
. GRS AN
S &£ %Q & @%@’ @@ NN
ACUTE DIETARY RISK ASSESSMEN% % @© Q@ & é @ & °
Table 10.1.2-3:  Tier 1 k @ % \\n 9 %%"@@y\’ &é@
t A
able ier 1 acute risk ass men& r w1 gma S © @\9 @D@ (?é\g S
C G ic focal N A 1 \m)l) N §§DD 9@%3% . Tri
rop eneric foca spec@ H\&%;le;at S@ @F%&Q @@ a.s g K A | Trigger
2 . @ @ 0 Q = ]
- R 0
Fosety}ll Ac: 1 herbivorous” \ﬁg e °
Orchards Small her#vorou © o N L R
BBCH > 40 mammal “vole&t > ©§ Q; ? § “ 23@@ § =30
Orchards Frugi us r@inmak\ @ %7, %\ Q @5. 9 LS =926
BBCH 71-79 ormouse” SO > D
- S 3.6 @.6 > 7080 10
Orchards ge hy 1V0r%\s@ %, %@ 2 & @
@ » N A0S Y @) 8 >117
BBCH >40 | rigmmaXTagonfarph”, @\ & §
Orchards ' Sm mniggrous G N S
BBCH > 40 E> mﬁal %ouse” 5 LD 5'@ S) @0'0 > 236
€]
St colgfiod i 55 i merenci
The T Values cal ted the acute risk asse@lent& Tleé level for wild mammals exceed the

a-priori- accepta
can be cons1dere

-

bili r1g e%of 1€ for a@valuﬁied
and @tabl&wnh@&’

§narlo \Thus the acute risk to wild mammals
neeor fgher more realistic risk assessment.

> N
@ Q @ v o § og
Acute risk %?essme%t f(@l \ls d kin I%}nta@nated water
The pu(@cenarlo is éf;l@%@n@ ute a&&g &ment

Tabl%l().l.Z- 4:

%luat%n of @entw@mcer\nﬁor exposure of mammals drinking water

[13

@ K &@ppll@tlon &©LD50 Ratio cllz:lfself

Crop & %E?/licg§ rat@’[AFd [mg a.s./ | (Application rate * No concern Conclusion
’s./h k: MAF) /LD
N . [g s /@ g bw/d] ) / LDso if ratio
@ o O N Fosetyl-Al
S «Qf3600 x 1.0 =
g@ﬁrd@s@ @p.l T 3600 > 7080 <05 <50 No concern
@& & "
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LONG-TERM REPRODUCTIVE ASSESSMENT
Table 10.1.2- 5: Tier 1 reproductive risk assessment for wild mammals r@o 6
DDD NOAEL N @§
Crop Generic focal species | Appl. rate SV. | MAF.| £ DDD a.s./kg TE@ Trigger
[kg a.s./ha]| °" " m| oA QSbwid] | o | S
Fosetyl-Al D ﬁ@ @@\ &
Orchards Small herbivorous N X
BBCH > 40 mammal “vole” 217 VC@ ’?Z%%g g}ﬂ \EW @Q
Orchards Frugivorous mammal @ @ §9 R S
« » 22.7. QY 86.6 %, 8.3 Q Q)
BBCH 71-79 dormouse (§ N @)
: 3.6 M 20 | 053 720 &
Orchards Large herbivorous 6.4 $ S 4%) SN
BBCH >40 | mammal “lagomorph” 4 ot R \© &) @
Orchards Small omnivorous . @ S o 6 LS
BBCH > 40 mammal “mouse” ;\\% 2 3@ N (%’ ;‘%87 N 827
=4 U@—/ <
i s o T D it
The TERvr values calculated in the reproductive 1sk\1ssess§ o\ Tier fJevel for wi rrrnni§fals
exceed the a-priori-acceptability triggessof 5 For all@\'alua@ scenarios: us,@é long-te k to
wild mammals can be considered as@w aﬁd acc%{aabl thou&peed@f @ér, realfstic risk
assessment. @ @ S %@)
¢ @ % 5 § SER RN
o .~ ¥ § @ SEFCEEN
Long-term risk assessment manﬁanals@rmkmé@cjontﬁmlna%t d watey o @)
The puddle scenario is rele@;ant fc&the lc@-ten@msk ag@essme @ \
Table 10.1.2- 6: Evaluatloﬁpote%tlal cn§n expo@@e okmammzﬁ%’ dru@g water
A Q &Y‘Escape
@ T et A 2 D
Crop rate * dmg a.s (A 1cat (5 rat No concern Conclusion
@Q g aqs\\//ha] \kg b@ S '( O(AEL if ratio
Fosetyl-Al ~ @ L9 & 0O | ©
U
Orc%}zi{?s &é@o Q@_ ©720© @ &(@7 <50 No concern
%] \/ @% @)
Ny %
L N
RISK ASSESS NTQF S@)N%?ARY g@isg@m@

Substances @th a@alg t1a

%ac u?nula QJ p

pmsonmg%or mammals ng ( o
chemlc@a log Pow > @@15 us§ trlger a@ﬂ
Q

ould theoretically bear a risk of secondary
prey like fish or earthworms. For organic
de@hﬂ evaluation of the potential for bioaccumulation.

As &%sented in Téble 10@ 9 @Jg PQ@alu@re below the trigger value indicating a very low risk

of secondary poispning.
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CP 10.1.2.1 Acute oral toxicity to mammals
For information on studies already evaluated for the Annex I inclusion of fosetyl under Dirg%j\/e
91/414/EEC, please refer to corresponding section in the Baseline Dossier provided by yer &
CropScience and in the DAR. S @@ K
O
Table 10.1.2.1- 1: Mammalian toxicity data of the formulated product F osetyl@l WG 80 s O\Q
N
Test species Test design Endpoint
I
Rat acute, oral |LDs > 2000 1g product/kg bw
& S)
@ Qﬁk
@Q Q © SN
@D
CP 10.1.2.2 Higher tier data on mals @@ \@ \ @ @
In view of the results presented above, no f&her @1d1 es§ of ass ssments
(M-237219-01-1, M-237426-01-1, M-236888- Ol@ﬂ M 68 23 425 01

forithe
Annex [ 1nclus1on of fosetyl under Dirgstive 9*1#41@}% a@ inc ﬁ%ﬁ)d 1@ e q&gmal ﬁ §gy
Final Addendum are no valid or apphc@e ang}on Y \
%
Sy S F S & & o
CP 10.1.3 Effects on (%er @rre%mal @teb@ w&@ﬂe&@ptlg@ and\
amphlb@s) "o > & Q @
Information on effects of fosetyl Qn reptitgs or mphlb@ns is fiot am@ble @&o guidelines for studies
with terrestrial amphibiarife stages re o(.:-’ are available agg*\i @ assgsSment schemes are
established so far. Therefore no\further studieSta u ed for thesé'groupsof organisms.
& n B sugggied for hese grougit org

% o o
TS o § 5 O
CP 10.2 &ff ot e &’
. @ s on aquatic orggmsm“@ > @

Protection Préduct hgﬂ@Rem es), 2013. Gnida {

¢-on tigyed rigk assessment for plant protection
products fey aquatic organls&@m e%e ofgeld st ace@water@§EFSA Journal 2013;11(7):3290,

268pp© < D

The risk asseégient@» based“on (&e cu®1 &%FS PPR*Panel (EFSA Panel on Plant

<
A & @ & O N \©
AN
Risk assessment @qu&lc or %ls \s© @;\, é& <
9 Q) SRS ©©
Ec0t0x1colog1@l en(@nts ased I&S @sessr@t >
Table 10.2%1: Endp 1n ri aSS@j ent@?d additional studies for fosetyl-Al, its metabolite
@ and@oset)@ 1W
w -
%'l;est Te%specl N Endpoint Reference
substance "N
) y I
7yPish, acule <% > 120 mg product/L (nom) %;,Oll??i M
S 0/7@{7}\'/7( m\@ (> 96 mg a.s./L) .
@ @ “ KCP 10.2.1/01
N @a\ e1t@9 a@% Q . 37 mg product/L (nom) -’; 1999; M-
ECsg . 184617-01-1
Foset Da/ inia mat@/ (29.6 mg a.s./L) y
WG 80 @Q O KCP 10.2.1/02
o .
$ @@ M@e :§ EuvCso 8.0 mg product/L (nom) - .
esmodesmus subspicatus (6.4 mg a.s.
& & st 6.4 mg a.s./L 1999; M-184628-
@ (Scenedesmus subspicatus, | E.Csg 27.7 mg product/L (nom) 01-1 ’
oreen alga 2mga.s -
green algae) (22.2mga.s./L) KCP 10.2.1/03
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Test Test species Endpoint Reference
substance
-
Fish, acute L 1997; M-1 ,4@— @6
Lepomis macrochirus LCs > 60 mg a.s./L (mm) @ 01-1 S &
KCA 82@ &
Fish, acute > - Gy 199( W
s @ B yaq/
Oncorhynchus mykiss LCso > 122 mga.s/L (mgy 1897@; 201@;? <
. @ N }.; 2% | @
?ysﬁ;;‘;‘;“c’arpm LCso 100 mg a.@(nom) R0RL
%\;& QA &U Zl’gj«/[@ @qj
Flsh, chronic . NO@ > 100Nwe a. @ nom)Q s M-1845>
Oncorhynchus mykiss . E? 01-1%, AN
& 2 N f% & S KCAS 2.2/By
Fish, chroni > @© Q@ SN 15-’{%&3313$&;
P1.s , chronic WSSNOF% \0.21§mg a.&% (no§ ; >
imephales promelas N N N 01-1
| - @ L8 O S S kehs22901
Q@ S % - @E\h o 2.2G
ertebrate. acute . Q g . Q ] [. G.; 1996;
i L (ST L e
© Q KCAS.2.4.1/01
Invertebrate. @ micr 0@%9 ? @@\9 @ SR &,I.(].il‘)%;
[;1;;;;(:1;@022 N SpwoEc @}7 m&@%./l; é@m) . 189214-01-1
Algae o & g . v, QA R
l)esmoc/esmu 7\/)1 tus 2Cs0 ~© §ng 2.s./L (m1 § -’ G.; 1999; M
Fosetyl-Al @ P . 189220-01-1
(S( ’ /esm uh@garus 4-(,5@ w\?? 16 f®a.s. /&,mm)x\ KCA 8.2.6.1/01
"E@l alga SRS N @@ @ = -
o B . SN ,J. S,
@Q \© > §\ NI AR 1989; M-163526-
q Al & S D7d-EeCh 2499 mgd.s./L Tmm) oLl
@ okugé@erzella N &) Q Q @ -
N e KCA 8.2.6.1/03
S Subcapztata % ) (o8 @ >
& | (Selengsn s @ RS "
A cagr@)rmgt@ o Q %ecaLc@tlon 2005: M 2’5 3 8’2 5
g@@ alg@} é\a @ 72@1‘3&5&% 9. 54$lg a.s./L (mm) 011 > )
N -
& § §@ s N - > KCA 8.2.6.1/04
Algae)? M.;
U q ) , M.;
9 De@zodes S s 5&791 at Ey 24.9 mg a.s./L (nom) 2007; M-289324-
US, @
% (Scened pic a@ o @ 433 mgas./L (nom) 01-1
@, green glgac) A@ @ R KCA 8.2.6.1/05
N Al@ N @ d i@@o 8.93 mg a.s./L (mm) -’ 1.S.: 1988:
S |l S |
, (diatom)” ¢ x@ ST2h-ECso 1811 mgas/L (mm) =0
SES N N -l S.; 1989;
@ N @ | 14d-E,Cso  79.67 mg a.s./L (mm) M-163537-02-1
S R KCA 8.2.7/01
@@ > Aquaticiplan v
R S Len% gibba recalculation: , C.; 2015;
& SN
S @@ P § 7d-ECso 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
___FRN &
Fish, acute H. J.; 1994,
’ ’ s 2 o / a) ’ K (
Oncorhynchus mykiss LCso > 28.6 mg pn/L (mm) S 179069-01 @
KCA 8.2@)%
Fish, acute, 200 -3 1@6-
Oncorhynchus mykiss LCso <>Q400 mg pm/L?(q%ﬂ%m) 0d- .9 %@
& A 82.v06 &
\Zj
7 , M
o N ﬁ . Q
Fish, acute | LCo @ =357 meomlL (nom) "] OR IER0- o
Lepomis macrochirus % Q R & 01-1 < @
AR 2 Q ‘A 82.1/04 >
CINRN & g |
Phosphonic Invertebrate, acute @ @@ @7 . w\l’n/ &111) a) @E? H. J$1994;"™-
acidp Daphnia magna 0 %, @@ ’ Q %@q v &)068—@%1 %
NI SIG '
Invertebrate, acute @ % @ N @) S N 18-
D ) Q ECso % 2900 mggpm/[@ﬂom)
aphnia magna ® q Q & I S
@ Bl 6& 3 @@ & CA 894.1/03
S Q « : , M.;
Sediment dwel@ % | & S @ /Lb( W2 | 1899 M-171912-
C'/u'mnomu.@uius\ > & 100 p% 1o D1
S & o @ S DKCA 8.2.5.4/01
P e o
{'VZA:/‘)’)L[({()'IZ;;L;/“? )/elilziw'um @%Csoé@ O%Q med/ ngm) N D.; lQ‘i‘)Ml.\;l 7
A / [ i b .y ] -
caigcornutum, g@l g EA'C§ &9 ) i@mb pmi®Tno 171844-01-1
able) @ - ®, O 6 & 9 KCA 8.2.6.1/02
Bold: endpoints d in@k asse§§men§,§ . @\ & N §J %,
a.s. = active su ncg@i@,gm = p@@e met@)htfm& (;@&a @@ S
mm = mean measured@hom Znomipal Q
N >
) Values\v%re correctedi for a purity 1% @sphom@g aci@weightOby volume which is equal to 29.7%
wel y weight. T@@subs@é pofassium galts c@dos ic agig has a density of 1.38. Therefore, one L
of test substance weighsy 803&; and %nta@ 410 g phcgghonic acid (410/1380 = 0.297) with a
weight/weight p \of 2%7%. & o\© kS &
®  Values were ectedXor a ty O.9%ﬁosphonic adid weight by volume which is equal to 29.7%
weight by weight. Tes€substdice p 5 osphonic acid has a density of 1.376. Therefore, one L

of test suby nce@)veig S|
Weight/%eight purity of

) @
& SRR &@
Seleetion of algae.and ophgies e dpoi

Processes in ecosystem@ire dgminan
(growth rate) i€more suitablg, to sur

their inhibig@ can eysily
not the ca for&}eld

%
¥ &

N

R o

o,

or risk assessment

bi

siur@salts
376'~g and contains 40§g phosphonic acid (409/1376 = 0.297) with a

raty) driven and therefore, the unit development per time
fects in algae and macrophytes. Also, growth rates and
comgpared between species, test durations and test conditions, which is
ass based endpoints. Following current state of science, the test

guideline@%E@ TG Q01 221, the EU-Method C3, the EC regulation for Classification and
Labeli ‘?(E sggulation 1 2008), the PPR Opinion (EFSA Journal 461, 1-44; 2007) and also the
EFS quatic G nce "Document (AGD, 2013, noted by SCFCAH on July 10-11th, 2014), list

gl T

no cle

@as the relev@ endpoint of the algae and the Lemna growth inhibition test. The previous
Guida@ ocument on Aquatic Toxicology (SANCO/3268/2001 rev. 4) still stated that "As there is
evidence 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
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scientific and regulatory developments toxicity-exposure-ratios in this assessment were based on the

E.Cso, when available.

Predicted environmental concentrations used in risk assessment o
& &
Table 10.2- 2: Initial max PECsw values — FOCUS Steps 1 and 2 @@ ©
Orchards S @®
3x3.6kga.s./ha,7d S
int., BBCH 55-85 . § @§ %@
Compound |FOCUS Scenario &\ N Q
X Q\ @ &@
PECsw,max & @ éﬁ @
[ngl] @ R S &
STEP 1 4166.0 ) § &
Fosetyl-Al | STEP 2 North A 188.70° <2 @@
STEP 2 - South A 1887 & SN
STEP 1 28920 9 |¢ @ .
Phosphonic acid | STEP 2 — North 4 0292 @ @ ’ R D § @% @§
STEP 2 - South A 3076 >« Q §
A Worst case values for single or multiple &pplicafian [N N v
S v &8 g & & @Q @©
Table 10.2- 3: Initial max PEEQ%W valu®~ FOEUS ge%fs S O & S =
=) & S @ S} Q Q) S
@| = Orcigids & | @ Q& [ ®© “
Q| 3%3.6 a.s./ha@7d @° ¢ o
Compound |[FOCUS Scenariof_int, BBCHS5-85 ol &« ° &
2 P PEChaR? LSS
S ] ¢ | ~ &
D3 (diteh, 1y | o0 13210, |~ & &
D4gpond, 1st) IO D592y & @ Q &
D (streatty, Ist) 2w > 132.60 QO & @
(pond. 198 | ¢, 5930 o § @ N
Fosetvl A@@'Ds Glam,ds) | ©° o 193200, o §
y RiGpond,1s) 59257 S| © @
P Ri(stream, 1507 9 Y |l @
A8 Ra(eam 15 [T 47 13620 5 NS
R3¢(streantalst) Q4320 7 &\
R¥treany 1st) L T 93> A
A Worst case vag@j\?or g@:%}e or tip@l)%ppll@c\aﬁﬁﬁ § @j@@
SARIEC TGN S
O o R o @
<) N @% y %o
@7 °\@ Q @ N
S A\ N @} 9
N (g Q\ R Q
S @ S
P &8 R
g <
o & © ©§’
<< O % S
N SR
S A
@ & <
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Table 10.2- 4: Summary of FOCUS Step 4 PECsw values of fosetyl-Al (3x3.6 kg a.s./ha, 7d int.)
Entries marked with * result from single applications. Pome/stone fruit, late
applications @ @

Fosetyl-Al [pg/L] RS
) S v
Bu‘ffer Nozzle Reduction A@ @ Sy
}?:;h & Scenario 0% 50% 759, 90%\Q
D3 (Ditch) S | 89.130* | S | 44570[* | S 552.280 * [.S2 8@230 *yj@
D4 (Pond) S | 6.7810* | S 900|* 7 1.6950[* 4.8 %78&;@ @
D4 (Stream) s | 10350 | s |\31.750/* 25.870[% s g
D5 (Pond) S | 6.7820(* | S¢| 3.3910* © 1.69604% @ %?z * O
5m D5 (Stream) S | 111.800* | & 55.890 *@ S | 27.946% | SN 1d;180["q
Spray R1 (Pond) S | 6.7760|* §S 3.3880(* ?) 1.@@0 * és 0.67761%
drift R1 (Stream) s | 77.830%Y s 383@* N 460N T S 5@7 78@@
R2 (Stream) S | 106.3Q* | S 53:B0[* ¥ S 53p[® S| 10%30[*
R3 (Stream) S| 111.9x | @ 90 ?@% %@27 9FH* oS %180 .
R4 (Stream) S 7%20* a5 | G760 % y gso* s @ﬂ 52;;%
D3 (Ditch) S | ,39.83Q/* 19.920|* 5801F | S *
D4 (Pond) S .76}&* % }.&8% * QS [0 ~0.9402} e AN
D4 (Stream) S R 46,250* é% 12050 [ S @7 11.568* g 4.6250(*
10m D5 (Pond) Q' 3gp20%J s &,I.SSJQ@' 0.9504* s | @p.3762|*

Spray D5 (Stream) é 49.9501F | Sx{ 24.930* (S 490@ S| 4.9950|*

drift & R1 (Pond) @ S @?3.758@ &1 18790[* 4 S [0.9398] S | 0.3758|*

Runoff R1 (Stream) 1 s 343800 |G| a7 390@)@ Se,| 8.6940)* §S 3.4780|*

R2 (Stream) v &S 4%500 *¢| S 237500 ST 1EBSO[* | 'S | 4.7500/*
R3 (Stream) & & 995012 s [~ 24.980/* 18 | 224902 | s | 4.9950*
R4 (Stream) ™S s | 946 S| 180 TS kU B.6600% | S | 34640
D3 (Ditch QY s9D 20.890( OS [ 19.06 % 8. 5.%2%*@* S | 2.0110[*
D4 (Pzﬁ © § 2@030*§ S ”\91.201 s S| 0%007|* | S | 0.2403[*
D4 (S O %@350 Rk 630/ o S [@)8380]* | S | 23350
15m @d) \ e 2.%?&* S 200t S 0.6008* | S | 0.2403|*

Spray trear)’ & 25@20/* NS @12 61 SN 6.3050/* | S | 2.5220[*

drift & (Po %© 240105 S * |@ | 0.6003* | S | 0.2401*

Runoff @Rl (Stream) ©HSs 7.568 % | SU 87800* qS | 439001 S | 1.7560/*

°[R2 (Stream) > @9 S é 3 98 * oS 990 1 S | 5.9960[* | S | 2.3980|*
&@ R3 (Strear®) & | s 20/* ©°S wJd2.6J0 | S | 63050* | S | 2.5220[*
R4 (Stredm) <O %S .490 A S| 8.74801* | S | 437301* | s | 1.7490[*

D3 (D@\B) S @12.29@;’ O 4501 | S | 3.0730* | S | 1.2290[*

D4 ( nd)® § S@p 17010 =S 85550 | S | 04277 | S | 0.1711*

D@ Streafd) Lo 1®0f Q'S |D7.1360/* | S | 3.5680[* | S | 1.4270*

20m (Pon@ ©© 3 @7110;N S 0.8556/* | S | 0.4278* | S | 0.1711*

Spray  \|D5 (Stream) § S He 41@5? | 7.7070(* | S | 3.8530[* | S | 1.5410[*

drift & @’ RI(Pond) & | S @1 7200 -8 | 0.8549)* | S | 04274]* | s | 0.1710[*

Runoff R1 (Stregny) S | 1730%9°S | 5.3660* | S | 2.6830(* | S | 1.0730[*

% R2 (Stregm) @ s 66 | S | 7.3290(* | S | 3.6650/* | S | 1.4660[*
> R3 (Stream) @ ¢y S 54100 | S | 7.7070/* | S | 3.85401* | S | 1.5410*
R4@tream) L sD 1089%[F | s | 53450 | S | 2.67201* | S | 1.0690[*
S,Rand D d@e AIﬁn‘crﬁute V&Spra@rﬁl runoff or drainage, respectively
@ Q & 9
R
N N
&g v
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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 e
. Endpoint PECw,nfiy .
Compound Species TER Trigger
pou pedt [ng/L] [ng/L] ] LT
Orchards - % ) ° PR
Fish, acute LCsp o 60000 @ >3 @
Fosetyl-Al 88.7 D
osety Invertebrate, acute ECso . >100000 QQ %%30 @D 20\6 q
— |Fish, acute LCo @ >400000] 13007 | O o
Phosphonic acid ~) @37.6 & &
Invertebrate, acute ECyQy > 400000 | @, Q[ > @0 & @
’ A

Request from >
The prepara‘u@a se%g to b@more@mw%an f@}%tyl Thefoxicigy data of the preparation should
also be us in the risk assessmﬁ@ (T% estlgtlon fay the @re arg‘un based on PECsw estimated for

the drift @a single ap;@aho@ req@ § ©\

Response from B@ \ @f @ \ A

The formulated uct%as n tm\b} of o@’/mod@ate xicity to all 3 taxonomic groups of aquatic
organisms (fish, alg ), a §h (;Z(fconsmtent with the toxicity of the active
substance. ougle er 3 NO° \Qu sta& renge between the toxicity of Fosetyl-Al WG 80,
compared to the active s@sta@ for gae, a difference of up to a factor of 3 can be
estlmatde@r Daphma@lowe@, suchy fa 3 iscd‘éemed to be within the biological variation inherent
in standard laboratorisstudies.As.such, t dai@lo not indicate a real difference in toxicity between
the fermulated predict apdithe dotive @St &s. Thus, the risk assessment performed below on the
active substance fosety um@hm foSetyl@Al) will also cover the formulated product, and this is
confirmed by i@RA caLculat S f(@e fo@ulated product (see table below).

R

TERA calc&@on&hﬁ}sed OGUS Ste; for the representative formulation Fosetyl-Al WG 80

Y @ Q Endpoint PEC
Compotnd . cies p SemaTER Trigger
peind & [Ageies ¢ [ug/L] [ug/L] : s
Oychards o°  ©
N Fish, acute LCso > 120000 > 636
Fosety@ hifeach Invertebrate, acute ECso  >37000 L83 > 196 o
Fish, acute LCso  >96000 > 509
Fosetyl-Al a.s. 188.7
Invertebrate, acute ECso  >296000 > 1569
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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
pot pedt [ng/L] gl g TR | Tpeser
Orchards @ S B 7
Fish, chronic NOEC 213 KN L1A] B
Invertebrate, chronic NOEC (17000 *> O S é\’
Fosetyl-Al - S @88.7 @
Green algae, chronic E.Cso 9540 Q @@@ 6 @ @
Aquatic plants, chronic E.Cso @% 166600 J© v 883Q Q © (5%@
. ) Sediment dweller, chronic NOEQ% > 10020(& Cal & > 326 © &@
Phosphonic acid : 5 @076 Q @
Green algae, chronic % 29200 |, 9 \9%).6 « P
Bold values do not pass the risk assessment & 2 ) R %U @@ N R
Q T0\9@ $ é@’

2 D
Request from the S &>
The cltonic risk ass@smen§or Chironpusus rz@zrzus%phosg@)mc acid) should be done with the
toxicity endpoint a@ﬁhe RECse @’xpre@d 11}@ a. ng sediment as phosphonic acid has a potential

of accumulation jithe sedime % S
il SIS

Response f BC@Q @ NN °

The chron;c toxicity en@olnt phogphoni¢c@cid @the sediment dweller Chironomus riparius is

derived the studychy 999 M-171912-01-1 (please refer to Document MCA,
Section 8.2.5.4, K 2.54 1)\wh1chgg ov1d@ a NOEC > 100.2 mg/L. In this study, phosphonic
acid Sencentrationswere 40 asur@’ onlyth t verlying water after 1 hour, 7 days and 21 days. The
ana%ncal results (see Ta@le 2 @ he tu T 1@11) show that the recovery of phosphonic acid was close

to 100%, wit @t decrease ith t ( e three highest concentrations tested (i.e., 25, 50.1 and
100.2 mg/L at, &ver experlmental period, phosphonic acid remained in the water
phase, an id n accu lates:u; 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.

<
%@Q%
S L @
& & S

&
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All TER values for the uses in orchards 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. gf
Table 10.2- 7: Refined TER calculations for fosetyl-Al based on FOCUS Step& @
- - e )
Compound |[Species E?:gl)/r]]l ¢ FOCUS scenario Pff%] TERQ& &gger
Orchards > A R .9 A
D3 (ditehtst) @32.10 16| @
D4 (pond, Is)  |O35.929 [P 358 |&°
Dafltream, 1s) o 13260 . 16 & @
(@’C}pond, 1st) @%{930 R Q35.9 & @}
Fish, D5 (gtream, g@ N 14&.@ F@ 1°$7 §
Fosetyl-Al . NOEC 213 % 10
chronic Q'R @ond d5) o 925 @] 359 .
A R (steedt, 150R | L 9971 | O21 L8 o
PN TN SE N SV C
QS [REGtreailsy s @320 & s P
7 @ [ReGtwem, sy | 99.320 | $21,.9

Bold values do not pass the risk assessmen Q N S) Q @) S
@ 0*5@ L A B N P

LN
The FOCUS pond scenariosqieet the\req d tr&gger. Ne%erthﬁ@ss,of@her efinemént using FOCUS
Step 4 values is necessary%)r all @am ditch scendos and is p@ent%belo;l}@
o, @ & @% %
v
O & S

A
S @
% N <) O §© o S N o
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Table 10.2- 8: Refined TER calculations for fosetyl-Al based on FOCUS Step 4 including mitigation
measures
Species Endpoint Mitigation FOCUS PECswmax TER T@ oer
P [ng/L] g scenario [ng/L] o BE §
Orchards @ @&D@ A
D3 (ditch) 1229 @ 173 N €
N N
D4 (stream) 14.27 1490 @)@ 2
Fich 20m D5 (stream{7) 15.41 Lg;?% ° é\”
1St NOEC 213 vegetated | R1 (strealy @Q% (7@.9 y\lg
chronic buffer strip &) s»\go \) L d
R2 (stkam) « 466 S145Q | KN
R3 siyeam) Risgle IS 138 M o
R/%treazn) a %3%9 @ 199 @ ,\\@@
D3 ifeh) O Jeo3x. | @239y [
Digsireanys [ (071035 [V 266 b o
. Smnon@%y BS (stream) R A8 é 191 & §@
f}llsrghic NOEC 213 | Dufferzonc . IRy am), <] r7sas | Q274 S 10
& R2@rean’ | @y 10.@ S %@ el
Q o R3 (str%m) 5 &@8 S f f,@.lo B
@ w”  QRaGEam) oY &77528° [(O°275
§ ) § D3 (ditch) S | @79.958 < oo
% N @(strea% @56 °\d @18.4
- N Vetated@ 5 (éteam) U@“ 42,49 § 17.1
chrojnic NOE@ 213@§ buffe strip Rk@ream}b o 8694 - 24.5 10
’ {ngg R2 (stred) 2 1788 17.9
& . z% s S T &
N R3 (sgrdam) 2| 31248 17.1
O ©\ & \ T
Q < R@tream & 8.6 24.6
N @) 4]
@ @ N . . .
Accordm&% the presem;gd sse nt ed on FO S\e@’4 calculations, the risk to aquatic
organi from the usg) 8¢ the produétin orcilard unll:lgﬁ
- 5 m non-spray bu zo Gand W) dri edumon Q\
- 10 m vegetated er trlpa 95% dﬂft red&‘uon@_ S
- 20 m vegetatedBuffe S
are mamtame@lurn@ 11 $0n,0@he {@uct @ o4
&
3 Yo S
N Q
T A @ o
N SN IS
. @ &@ @ &©
SECSIV N
@ < Q & ©@
S
<
{x’ O @ RS
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CP 10.2.1 Acute toxicity to fish, aquatic invertebrates, or effects on aquatic algae
and macrophytes @ S
For information on studies already evaluated for the Annex I inclusion of fosetyl under Digecti §§
91/414/EEC, please refer to the corresponding section in the DAR and 1@he Basehn@@oss er
provided by Bayer CropScience. @ & 'S
As an overview the original summaries from the DAR are given below. Q @ o
N SRS
Y & N @ @
Report: kep 102,101 [J.; 1999; M-183613-01-1 @ Q' &
Title: EXP10369F: Acute toxicity for minbow trout (C@Qo}h\nchus 1YKLSS) QQ L C&©
Report No.: RO11807 @ Q& @ @© @
Document No.: M-184613-01-1 % $ &
Guideline(s): EU (=EEC): 92/69/EEC, @%ECD ZOB@qm l@t toc%ys PQ’PT @@uld @
No. 850.1075 & @ SN
Guideline deviation(s):  not specified @ v\y@ é\ﬁ > @@’ @7 & .

GLP/GEP: yes % @ @ Q

Endpoint according to EFSA SClentlﬁ@epor®005@4 1 % for @ety ?%11 % é\a ©§
LCso - 968 > 4@9 mg@%set 1 v@sm@ n@ 5./ &
S @

Methods: R @

The test substance was EXI:§69F (%)4 g @etyk@/k%@é totc@ of 4(§uve$ flsh\from the same
batch were used. The expewi ental desi §n01 ded two expg@nent@ grogps withQ replicates per
group and 10 fish per replicate. erim@tal gréips were: ilutiqn wat&r control and one
nominal concentration &K EXP. 0369F€@120 @/L fequivadsht o™y nor&%%l o@entlatlon of 95 mg
fosetyl-Al/L). The tes%llmlt QP wa@)perfo@led & er s&@—st i coy&ltlons (@11}/ renewal).

@ @ v &
Results: @ Q& < > @Q @ N @
The test subst@e w@s@ solQﬁle m%‘he %utlo wate@at @ cor&ontrations tested. Measured
concentrations@nge, 03 to@%‘%&@’nom@ ] v@; th 0 a¥d 24 h, from 102 to 103% at

72 h and from 1@@ to w % %‘[ 96 h T %xw&? valu@ ar, prressed in terms of nominal

concentratl@l of the fom@gulate rtahty r su@eﬂ:é{@’xwlty was observed in the control

groups @m the two,grou SSf te 1sh expos or h t nominal concentration of 120 mg
0 2 @ &

EXP10369F/L. @\ & éﬁ RS % §\

S
Q&@h > mgEXP 1369 measured concentrations)
@NO@ 9(@% LZ\@ng @P F/L@hean measured concentrations)
N N >
& 8

] Com@nﬁts (RMS): a§ept@ %g @
Furtggr study mf&g at@supp@men g %orlgmal DAR summary

@ @ @

Ob]ectlve.
This study w, demg%éd or<° ses tﬁe acut%toxwlty of EXP 10369F (794 g fosetyl-Al/kg) to rainbow
trout (Onc nclz&%b my. 8"& u der setatlc conditions.

o S
Materials andy Hethads: O
Test ifetn: EXP10369F, LotNo.: OP980953,
Bigassay was con@cte@ver a period of 96 hours with the rainbow trout (Oncorhynchus mykiss) in
filtered, ~fechlorinated and softened laboratory tap water. Chlorine levels ranged from 0.02 to
0.09 and the hardness level was between 132 and 168 mg CaCOs/L. Medium was renewed daily.




Bayer — Crop Science Division Page 28 of 110
2016-09-01

Document MCP — Section 10: Ecotoxicological studies
Fosetyl-aluminium WG 80

A representative sample of stock fish was measured at the start of the study. The mean standard length
was 3.8 cm (SD = 0.2 cm) and the mean weight was 0.86 g (SD = 0.2 g) resulting in a loading of
0.43 g bodyweight/L. Fish were not fed during exposure period. D
A photoperiod of 16 hours light : 8 hours dark was maintained, and temperature, pH and disﬁ ed
oxygen were recorded daily in each control and test vessel. \ ©
Concentrations of the test substance were measured at 0 and 72 hours in fr@ media an @ 2 @31
96 hours in expired media by ion chromatography using a conductivity detect®f and a sup CSSOF«
Observations for any mortalities or incidence of sublethal effects in the ﬁs% compared t@%ont@\vere@
made at approximately 0.25, 2, 4, 24, 48 72 and 96 hours@rmg the test{*ﬁ
é}ﬂ N @ L@
S

Findings: ¥ @Q @ § é\”
S

@
Validity criteria: %

%> 9 & & &
Validity criteria (according to OECD 203, adoptéd17.07.1992) o> - = owmed@%ns study
Mortality in the controls (criterion is < 10%) & R N vl | 0% N
Dissolved oxygen concentration in the control afid test v&dsels ¢Criteriopyis > 6&@) @ & > 60%\

¥ @ | © " @
Temperature was within 13 to 14 °C, i. e{ﬁﬁth&%co @\nde@ang&% 13\@?7 ‘gﬁ %é@ §
LN Q
Analytical findings: Q K % \ @ @ >

The pH values in the test ranged m 7. f@b 8. l\dlssbl%d o@%gen cen %on@sﬁed@%m 8.1to
o Q N

10.1 mg/L, and temperature ran@e frorﬁ@l?» t?@@@t @ > o

N @Q @ &
Conclusion v N @ &, 2 & @@

The acute toxicity of EXP&)369K30 O @rh‘f@s mykiss has beerﬁ%ve ted @ gave the 96-hour
LCso of >120 mg EXNO36%T‘ (based n@mna @)ncent atio no observed effect
concentration (NOECyyvas &@(PlO@%V@aseek th ck @{mort §

and sublethal effects

at this test concent@ @

N é S N @ o & &

O o %
Report: ©© ATKCRY0.2. 1@,,1 M-@4617§1
Title: @ EXBI0369F: Acyte oxu\ to D@mia n gna%@
Report No,:® R01186Q, % > @ >
Docum@o.: QM-18%617-0 \
Guidelfs): ZEug 92/69/@5«“( c\r@)F( r‘f\ﬂzoz {alll
Q\ Fdﬁgi\aleléko US %&delmfﬁ&o 850.1010
Guideline dev1atlo%§ %)1 sp@ed sﬂ\g %
GLP/GEP: & ©\ S @j@
Endpoint ggdm}: to EF@ S@mlﬁ Qcpor@ﬁ@()(ﬁ@%ﬁ 1-79 for fosetyl-Al:
@7 2 E& 3Amg F&setvl Al WG 80/L (29.6 mg a.s./L)
@\ > @

Methods: & >

Dap%ﬁmds less than 24- l@{)ld @’re dist but into the test vessels randomly and assigned to eight
experimental i@ups (5 anir peg, hc@ 4 replicates per group). The experimental groups were a
dilution wat L()l’lt nowynal goncentrations (5.6, 10, 18, 32, 56, 100 and 180 mg/L) of
EXP103691KY794«g fos —Al/tI\Q, equgdlent to nominal concentrations of fosetyl-Al of 4.5, 7.9, 14,
25, 44, 7@§nd ]@mg £s./L. Re total duration of the period of exposure was 48 h.
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Results:
Analytical verification showed that the measured concentrations of fosetyl-Al were close to nominal
values. Measured concentrations ranged from 101 to 107% of nominal values at start and from gﬁo >
103% at the end of the test. s Q
N
ECs) - 48 h =37 mg EXP10369F/L (nominal concentration) (ZQ@ mg a.s./L, @
NOEC - 48 h = 5.6 mg EXP10369F/L (nominal concentratiofi$(4.5 mg a.&/L) O\Q

0 Comments (RMS): acceptable ¥ & %\ N
X o &9
Further study information supplementing the on%??al DAR su&@n ry v

Objective: @ Q @9 @ @}
This study was undertaken to determine the te toxici yexpfgssed @y the \Q}\% -h %mn@ect
concentration (ECsp), of EXP 10369F (794 g @@etyl /kg}\ﬁ Zgna. @@

@ Q @. ® % & °
Materials and methods: % @j @
Test item: EXP10369F, Lot No.: OP98§ [@é 1ty fos @ A

Bioassay was conducted with Elendt wal s!%l top hou@ light :
8 hours dark and without supplem 1@1’y ag%tlo 0 fee g t exp re épiod. Each
test vessel contained 5 daphnids 100 mL 6% test lo st solution

per organism. The temperaturegpH a&g@dlss Q_‘, re re@rde @ th start and at the
end of the study. Test conceﬁ@atlolfs» we%verlﬁe by chemlc@ na]@jls at 0~and 4% hours (LOD =

2mg/L) ° é& §9 o @ Qo &

- "~ 2 & & & v & &
Findings: “ @ % S 6@ Q . )

%, S Q N
Validity criteria: f@Q © @ @ § éw Q &
Validity criteria @mrd@ to OE(ﬁ) 2& adog\ted 13.04. 200@ N &2 | Obtained in this study
Mortality in the dohtrolssriteriotr is <10%) & % 0%
Dissolved oxygpn cog&@ntrah@ in thé@ontrés]%and t@\/ess;a@crlt§§ is 23mg/L) >4.9 mg/L
5o B T g &
- . @ @

Analvtlggi\ indings: g}a ﬁ@ @ IS S S

Nominal . :J 0 hours @ o s, 48 hours'

concentration N o

P > & @ 03@ gﬁ O mgOJ/L | ToC

Control N N 2L ] Bt 77 | 72-73 22

5.6 | 1T A \z 2 0 24 7.7 7.3 22

10 .60 70 N 2 T 17 72-1.5 22

18 &) 2 D 1R | a2l 7.7 7.2 22

32 € g4 Y 12 [N 2k 7.6 7.2 22

56w 72 | 268 @ In 75-76 | 712-74 22

100> 70> > 71 R[] A1 73-74 | 72-175 22

180 g 52 o |21 49-5.0 7.3 22

' conducted with. 4 replicétes R
@* plig g
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Biolocical findings:
Number of immobilised Daphnia is displayed in table below.

Cumulative immobilisation data for Daphnia magna exposed for 48 hours to EXP10369F

Nominal 24 hours 48 hours @
concentration - % S % @@ &
(mg/l) Q>
Control 0 0 0 0 &% o
5.6 0 0 0 cn 0 N
10 0 0 3 = 15 @ & Q\
18 0 0 0 . 50 & N
3 0 0 8§ @] 40 4 &© R
56 0 0 13.55) 65 ¥ o N
100 1 5 Q) s .e W 2
180 20 100 220 of 10§ ko LT Qb N
(O
Conclusion Q};\? Q & o @& 3

@
The acute toxicity study of EXP10369F‘%@ %ma %na ligs be ﬁnves@ated@nd gav &
ECso of 37 mg EXP10369F/L (noml ) co%@sntrat&@ 29.6mg a®/L). @cor ly, @e N

5.6 mg EXP10369F/L (nominal contra 4 S@g a. % @%’ §9 S @ %
@ @) @@ S

Report: ‘ 2 1/(1 ,, @1628@@ 1

Title: R{ l 9F Alg gal@wthghlbmon dssayeOtt Scg l@csm@% subspz(@tus

Report No.: 1813 \ &

Document No.: 84628@1 1 @ @ @v\a

Guideline(s): EU = 69/EIRY C3: CD <§ (@4) RS

QEquigplent s EPA OPRES Guiidline NOB50 8400
Guideline dcv1atlon@ éal ino @S Cultusdl usinda sha@r on a Iight bcr{k’h in a temperature

trolted orrm,lot ingn mcu@or L§@@1tcd %\thc @col This was because large
@volum& of'i LU]UYT@%LTL requl ired.

@ & ThisQeviati@ didgo aﬁe@&he ou@)me e st@,}iy
GLP/GEP: @’ vy ¢, @,

N @’
Endpo;1®ccordmg7 t@SA@iemi Repqrt (2@%} 54@“\79 o fosetyl-Al:
&Cw N2 h =27.7 Fose{yl %WG @L (22.2 mg a.s./L)
S
&P T
Methods: @@ % D Y
Nominal cong@ntrati 2 @) 2,\@4 2@ 55, a§l2(f%yL of EXP10369F (794 g fosetyl-Al/kg),
equivalent t(@ 9, 4. l@, 44qnd 9@5; a. @ Th@est substance was soluble in the test solution at
all the co tratlons tested. &
2 K @
D
Resqlés: < S N
Mesasured concentra ion@ nge; @;om@ to /0 of nominal values at 0 h and from 84 to 112% of
nominal at 72 1§he results is t@@f are égpressed in terms of the nominal concentrations of the test

Op |

substance. % §
EN Ercé\?’ 72 @© 277 EXP10369F/L
< E-7 ©© 8.0 mg EXP10369F/L (C.L 95%: 6.64 — 9.68)
R &< _
N E%@ 2he,” =2.4 mg EXP10369F/L

Q‘? % X3
Q oﬁnts (RMYS): acceptable
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Further study information supplementing the original Monograph summary

Objective:

This study was designed to assess the inhibitory effect of EXP 10369F (794 g fosetyl- Al/kg&@h%@@

growth of the unicellular alga Scenedesmus subspicatus. S @ &
N
Materials and methods: v <
Study was conducted using the strain No. CCAP 276/20 of the unicell f% green alga&tenﬁsm
subspicatus. Triplicate algal cultures were exposed to six(#st levels wmig Six rephcate@\)f  ‘wntrea:
control. Cultures were incubated in a Gallenkamp Orbitdl Incubator & aider contin ill nati%@of &@
approximately 6000 lux at 22 °C for 72 hours. Cultyre medium @ a sterlle@utrleﬁne@n aqi©
recommended. The starting culture cell density wa g& 10 cells/ @ @
Test concentrations were verified by chemic alysis OD @@ 4 mgla. s/I&L = @n
formulation/L). Duplicate samples were taken fro control @est tulturesggt 0 a 72 hm,lrs @
The temperature and pH of the test cultures v@s ed t Eg?
Measurements of growth were conducte 4, and hoﬁ dens@jy W (15@ (k
using a haemocytometer. The areas un andeerage gro rate &ere
calculated. @ O\ @ S
"\a \ v\g W\?
Findings: &©Q % \Q § §@ @QQ @@@ § %@)
Validity criteria: o & @@;p @© @)@ « ©@ @Q S
Validity criteria (according t@ECI‘NOI,%ﬂpted 7%03.2606) @ a Obtaihed @hls study
o G & Qy S °  ©  control
Minimum increase in blo;n@ during expesifre §§ﬁ criterion is by a 216
factor of 16) @2{3 : (@& ((%@ L?YR ™ $ (ﬁ(\‘?\,
Mean coefficient of vaitation sect&%y section sp&dific g@r@wth r@tes 0&2.3% (@ef”argumentation below)
(days 0-1, 1-2, 2-3) j@jthe controls ((&iterion® < 3 N S
Coefficient of Vfﬁ Vera; e\\@ec@ growth rates@rlng 0 tog @ <10%
72 hour test perigd 1in rgplicate ch,ntrol&culture&(\ 1ter1@%1s <1 AL &
o o O ¥ & 5 S @
B;ologlcal\r(%su ts: O N ? %\/ @§ _ : ;7\] i
omi rAre er e % wt e %
conc tion B2 a&Q;hou%@v @vinhjb@§n @H\W Inhibition
(mg/l) | & & O o
Control F@ @ - © N.OSZ -
2.4 7 QY 40 W <5, 5@ £0.054 <3.3>
5.2 O S O 23 D 382 |9 0.048 8.1
11.4 N B O @ & 0040 23
25 ) 2 o8 | P84 ° 0.032 39
55 & P R0.04 Q7 106\ 0.013 74
120 < 20 ot 407 0.019 136
N & & o
Conclusion  @,° & @
Under labo dltgﬁ E)@O%%Qhad an effect on the biomass and the growth rate of
Scenedesm g 72 ho so was calculated to be 8.0 mg/L and the 72 hour E,Cso was
calculate 0 b T@ NOEC (no observed effect concentration) was calculated to be
2.4m @
&
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Request from the RMS:

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

Scenedesmus subspicatus (-,; ; 1999; M-184628-01-1) are still reliable fopthe >

risk since the coefficient of variation is estimated to be 72% for the control. N @@
> S

Response from BCS:
Whereas the biomass increases and the coefficient of variation of averagd@pecific gr W%‘l T é? in
replicate controls over 72 hours meet the validity criteria according to the@ECD TG 2 the S i
right when stating that the coefficient of variation for@ctlon—by segtion specific “growth, rates

)- g

@

controls is 72% (BCS’s calculations result in the Valu%f 72.3% S therefore@on w1th‘he
RMS that this very criteria is not met. Visual inspection of the gr curves ( re th@ ud%©
report) shows that this is due to the slower growth & control al?se over the firéd 4 ho I@V
over this early time period, the pattern of toxic s was already setGwith @onc ation-resp
relationship fully consistent with the final result'®l the study. @aus yg&ria SCCH% y-
specific growth rates in the control had nomajor @mﬂuen& orgehe dmvatl% of réhiable f%xmlty
endpoints from this study v < ©@J KO N .
% & & S A
g\y S \ > % @
CP 10.2.2 Additional loern,&%nd e@@om@jﬁm&@ stlgaes @%s @quat@
invertebrates@nd %d meé? dwel ng\@a%@m @

No new studies were necessary @sed@m th%urrm@dataulre@ents@ @fer {%ﬁDocument
MCA, Section 8.2. @) % @ @ @ @ ©© N
S A
s o v O
CP10.2.3 Fur&@r tes@ng on aq§tlc amims

o
No studies were necessary orghe cuent d req@re Ents. ]gg,ase refed to Document MCA,
Section 8.2. § @9 @@ § @& 8) o s
SIS

SR & @
CP 10.3 Q t
S @g@’ec&y@)n ar@’ro @@ §

>
CP10317  Effects on%ees = @ e X
The rlsé?’ssessment I@s bee@erfo ed aordlr@§o the existifi guidance in force at the time of the

preparation and 1ss E of this d@ssier r?amel the @ Guidance Document on Terrestrial
Ecotoxicology ( 00 %V Z@nd EPPO %andard PP 3/10 (3) Environmental Risk
Assessment Sche@??le f lant teg@n PFQ cts @Qhapt@ 10: honey bees.

Q

Commissi \{?egulatlons@U 3/201@ and %4/2 require, where bees are likely to be exposed,
testing b gboth acute (éoral ct) -an ch@nlc toxicity, including sub-lethal effects, to be
conducted. Consequeatly in a%ltlon to th toxicity studies performed with adult bees (OECD
213 a@d 214) the f@wn@ddl‘u@al stuglies @also provided:

v
. Chronlc 10@ay toxicity t dul @er laboratory conditions,
«  Acute (@@d tﬁ@i@m@e bees under laboratory conditions,

* Acolo fee@g fol&wm men et al. 1992 (using a realistic worse case spray solution
concegjtrati nd covering Xposure for effects on brood (eggs, young and old larvae) and their
de?@bpm e bee@it-going behaviour in brood care and colony strength),

Sle ﬁ (@? ecding studies following OECD Guidance Document No. 75 (using a more
alls spray n@ onto flowering Phacelia at the maximum application rate for the approval
l@ of fosetyl and covering exposure for effects on brood (eggs) and their development and

coleny parameters),
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* Semi-field studies following OEPP/EPPO Guideline No. 170(4) simulating a spray exposure
scenario for honey bees in flowering apple orchards at the maximum application rate for the
approval renewal of fosetyl and evaluating flight intensity, mortality and colony developmentgyo >

N

Details of the bee testing with fosetyl-Al and ecotoxicological endpoints ar
MCA, Section 8.3.1, Document MCP, Section 10.3.1, as well as within the

Report (2005) 54, 1-79.

v

<

e presented in D@lmen@j
Q@ting EFS/K@&E@

i
Q" ¢ Z
Table 10.3.1- 1: EU evaluated and additional studies on@e toxicity of {ﬁsetyl-Al, phosphonie acid B@
Fosetyl-Al WG 80 \& @ >y N @ @
@ Zy @ &
Test Test species/ Endpoint O @efen@%es §‘ O
substance study type f@ (@K Q S ) @ '
& & R S: @
. S % . BN
Honey bee, LI%e— 01‘2&?@ > ]45@1;; a&%ee Ry QP1997;M-1 845%3-
48 h LD;()©COT]E51\(§ > @Yo ng ﬁ@%/beeb@ & 014, % o
IR R o | KOs 105y
DD (&) &% . O CA 83.1.1.
s Q
Q@ K\ %@ o\& %© %, Q)
o S 5 1999; M-
Fosetyl-Al Honey bee, Dso+otal 492 nga.S/be O N ’
& N X 92171
48 h Q"  LDso—gont ClRy” 10083k a.s@de O e
o "5 S S & ©© @QK(AN.I.l_l/()z
IR R DT KCA8.3.1.1.2/02
N
8 < 5 s
O S o5 SN .
Honey bee, P VLD @ora& >108.5 ug §§B ee@ %%21)112’ M-440802-
48 % %Ds ontagt> > @ug a.s./bee % N il
ST 9 &) KCA8.3.1.1.1/04
§§ N o § Q\ O A S | KCA83.1.12/04
N @b N e 4&@@@ prod/bee @ 5
s %, 50— Ofa ﬁ M. )
&O%ﬁw o LQso WY e @bee S (1)?919, M- 184602
— -
§>© Sl O 5y cepiact 90 @rod/ ce KCP 10.3.1.1.1/01
Fosetyl-Al TN g o @y l0pgasde KCP 10.3.1.1.2/01
o o A 7 o
Vo o & & Lp,- o ~136.3 ig prod/bee I 20/
A Hy be%@ S %110.4 pg a.s./bee M-503644-01-1
ROR S N S A N /b KCP 10.3.1.1.1/02
.5 g prod/bee
& A& @Q?s@nwé© ~100:0 g a.5./bee KCP 10.3.1.1.2/02
NARNE .
» QO Q O @ . S.;
Q Q) S ~ - M-238701-
%ﬁ F@Tgy ’ © § L%@@ om@@ 212 pg p.m./bee (2)(1)?]0 M-=238701
@’ o & ¢ & 5 KCA 8.3.1.1.1/03
N
PhoSphonic ‘%ﬁey@ R N J. B.; 1995; M-
I%lcid 45 @\ QDS()§)HtHCt >29.7 ug p.m./bee 179’0‘67_61_1 ’
@" o1& o KCA 8.3.1.1.2/03
SRS § N @ T 2010;
g é\\Hone}@ e, 3o Q  LDsp—oral > 848 ng p.m./bee M-389965-01-1
@ @ 4%h § LDso— contact > 1050 pg p.m./bee KCA 8.3.1.1.1/05
NS © KCA 8.3.1.1.2/05
& R
&S & T
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Test Test species/ Endpoint References
substance study type
Honev bee. 10 d NOEC 750 mg a.s./kg - A.; 20
chroynic a’dult LCso > 750 mgas./kg M-527665-01 @
feeding stud NOEDD 37.3 pg a.s./bee/day KCA 8.3.1 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 &)
compensation index dis“‘@ed contmuou&g KEA'8.3 \y/()l
lg:;:;i b?gg:g:f increase, indicating a suécessful devel ent of Q) &
; lg 1992) the brood. No effectg on the survival@l 3 dult bees
etat and pupae, colony $@#ength and oyerall colony &C
conditions by feggling honey bee cotoniegésugar.
F(i:[%yg(? ! syrup at a fosefyrAl concentr%on of 24 ¢ a@{%
(2.97 g test ng/L).@ NS ‘:g,
Semi-field honey @ w\g @@S b@ @7
b?:;ii,(;?j(iinsuigy No adv€1§¢ effe@f on ‘ﬁal ty, tightqntensit
OECD 75: f‘(f(”) reed broo%&évelognent ood tefaiination
expos:ure in co@mat]& %s Wel@s on Qony
conditions) in %Q?/ha > roe@and \ é 600
. lf:ha?lf)ihgurm %o adyerse e@ct ort , fli Kint @@})2,
PP & cg)l%ﬂy streff@th a rood@ foc@ bundadce a@
full-bloom ang> 570 o a.s0ha.
bees activelys 2 & g@h g @ & N 2
foraigilz%) 8) (@@ Y - % KL A
Semi-fieldshone N %, N ,B.;
bee begod studye % <) Q) @@ Q N Q& . S) 2015; M-528899-
(agsording @’ R © > 0141
O 75'{0rce§1 C§o aﬁ%rse ef%ts % l@/ flight 1nter@ty, KCA 8.3.1.3/03
Vex € &\ beh%ﬁour Q’&1;00d dgvelop t(b ters@ination
©©con(®)ns) in bro nde %om nsatio ex) ds-well as
E} @cel%@ col&y stre ood foo@abundance
application urmg@ at 57Q g a.s; @,
\@ full-b] S @% %a & @ \
&@ bee@ctwel@ & . Q = .9
magmg\ v Q>
Ap thl(m@}gl 00 K@ product/ha at approx. 30% - -2000: M-
( 1 fl ring 8¢ Phagglia, 2 efore the 238790 6’1 1 ’
@ N() 1@odu®n of ®¢8s in i@ tents (7-day exposure) . e
KCP 10.3.1.5/01
Foset 1 Nid n%ause@ﬁ\ ersggffects to honeybees
WGy8 Seml—ﬁel(@fone Q ,%: &~ @ -,; 2015;
bee study (OE @ X M-528978-01-1
. L No adve effeéts on mortality, foraging activity,
EP uidglin KCP 10.3.1.5/02
0(4 ced chavigpir, colony strength, amount of brood and
\ Nowd food@ora SQfter one application of 1200 g
expofiire ¢, @
“conditions) a/m anopy height (corresponding to 3600 g
d @ @/ha/S@ canopy height).
ﬂov&ﬁ‘ng I
orch «(\@
@K Semi-figlgthon
N @@ee study (OERP/ | No adverse effects on mortality, foraging activity, ; ;
R Q é\ﬁul% e | behaviour, colony strength, amount of brood and 2015; M-533329-
§ @@@ NooF70(dxforced | food storage after two applications of 1200 g 01-1
Q N expo . a.s./ha/m canopy height (cqrresponding to 3600 g | KCP 10.3.1.5/03
(’9 conditions) in a.s./ha/3 m canopy height) in a 6-day spray
flowering apple | interval.
orchard
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Test Test species/ Endpoint References

substance study type

Bumble bee, o 20@0 @

43 h LDso— contact > 250 pg a.s./bumble bee M-525339-01-
KCA 8.3.1.1:206 @z

Fosetyl-Al

active substance or the old representative formulation for Annex I inclusion fosetyl undér Dlre®ve
91/414/EEC (which is provided for approval renewal as well); whereas studies %) ack typefac@re s@s o%
the Supplementary Dossier for the active substance or the representative forml.g{ﬁ n Fosetyl; A G

p.m. = pure metabolite ©) & «y\g \ @ @

9 96h-endpoint \g Q Z

Y Values were corrected for a purity of 41% phosphm&c acid weight @y>volume wb&@ is al to@ 7%

weight by weight. Test substance potassium salts of n\‘ psphonic ac1§§as a density 091.38. Theref; one
of test substance weighs 1380 and containspdd0 hospho Eid 4@138 s 0. 297 wi
g g QSZT gp p & ( S

- Studies written in grey typeface are referring either to studies in the correspondi;égasehne Doss@r-for

weight/weight purity of 29.7%. .
Bold: endpoint used for risk assessment N &’ @6@3 \:g,\ %@J @6 °<§’ :§
Q @ %o @% v @y AN

5 F &4 e &g
Risk assessment for bees <\9 \ \ S & %
The risk assessment for bees is based@n t Npphc@lon r&e of @setyl@?u (@etyl- with
3600 g a.s./ha for applications in (@ smg e en@omt@iDsédalue or @e‘cyl@kl and its
metabolite phosphonic acid. S @ > @Q NS

h @ 2 @ S & @Q o

Hazard Quotients @@ O\& v @ Q S
The risk assessment is basedwon Hazard t1e t appr a yocg&ula@g the 9‘[10 between the
application rate (expresse@jn g ay. /ha @m @tal sub tance/ha) @ the@bora%g@y contact and oral
LDso (expressed in ug a's/bee % inpg ®tal stan@/beeé@ %,

N S
Qu values are calculated us1@ d Y§[‘rom@e s‘u@ rmed©vv1th &e actﬁge substance and with the
formulation. Qn vdines l@her thén SOxﬁlcate the f her &eredg}wmes to clarify the actual

risk to honey bees” .\ & \ \ N
@© @) & K@j §

Hazard Qu%lent Of&r: Y Q.5 maximum a&ﬁ?ano B@te Qg a %S\\h@ or g total substance/ ha]
g}g < @ LDg? oral© © Q@[pg &@’bee or pg total substance/ bee]
&@ @ N Q° @) L S
Hazard Quotient, e@@act & Q émam@l apgh}atlo fate %}g a.s./ha or g total substance/ ha]
@ % LD, @ntactU @[pg a.s./bee or ug total substance/ bee]

@/?

N o @
Table 10.3. IN@ I@zard@%otl 1its for bg% ral exposure
i r i G oy
Compou Oral LD @\9 gﬁx a i@cat;@r@ Hazard Trigger A-priori
J{@a S. /b@] éte °N quotient acceptable risk
Q @w.s.&h@ Qo for adult bees
D) @)
Fosétyl-Al A4 o | R a6 <326 50 yes
(4
@ N \&
Phosphonic aci@@ %»8%@ N @Ol * <2.9 50 yes

* assummg@ quaxg}cmve vergion of ¢hg parent to the metabolite, 3.6 kg fosetyl-Al corresponds to 2.501 kg
H3;PO3g) ased \*i a mglgr masyof 354.1 g/mol for fosetyl-Al and 82.0 g/mol for H3PO; and assuming that
1 moffoset lde rades@mol H3PO3
e
S @ (Y . . L o
T]@azar uotle@’s fo@ral exposure are below the validated trigger value for higher tier testing (i.e.
Quo <3
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Table 10.3.1- 3: Hazard quotients for bees — contact exposure
Compound Contact LDso Max. application Hazard Trigger A-priori
[ng a.s./bee] rate quotient acceptable #isk @
[g a.s./ha] Quc for adult bees
@ @
Fosetyl-Al >100.0 3600 <36.0 5@ o
@ &
Phosphonic acid >1050.0 2501 * <2.4 0 eS
P f(\Q Y % &)

* assuming a quantitative conversion of the parent to the metgholite, 3.6 kg fosetyl-Al corresponds t @501
H3POs, based on a molar mass of 354.1 g/mol for foset and 82.0 g@ol for H3PO@§md assymingghat @
1 mol fosetyl-Al degrades to 3 mol H;PO3 ©Q é\g
SN %”\g Q
@ $ Q
The hazard quotients for contact exposure are b v the Vahdate@mggﬁf ml@ for hgher t1§19 tes&
o

(i.e. Quc < 50). . \ @
Further considerations for the risk asses%ent Q(g%’ @ Q

SR S O
In addition to acute laboratory stud1@§w1th\adult @aney %ees @ i tyl§ was
further subjected to topical acute bu@ ¢ testi 2/0% 25339-
01-1). The study resulted in an %50 of 0> 250spg a@/bu@le begyand n eve ens1t1v1ty
differences between honey bee an un@le be&%ﬁora@ Q (COREEAN
@ & S ©Q N

Moreover, fosetyl-Al was ﬁx&er subJect 0 c ronic I%E)orattestn{@ w1t%adult h@ney bees (KCA
8.3.1.2/01; , AL 2018; 65-Q%-1).

This chronic study W&s%%e ned a&a nse et b}%exp@g @lt honey bees for
10 consecutive days t%nomiéconégntratl@ls of@o 75487.3, 375 an@ﬁSO mg fosetyl-Al/kg
feeding solution. T ctua@est co@ucte% y g the @rmu@ ed pf@xduct Fosetyl-aluminium
WG 80 (Fosetyl- G 80). Af@ oney gf%@ secu‘u@y days exclusively to sugar
solution contaipifg f% tyl &? at the ré}ec‘u{& treatient @ Vels@fhe 10 day LCso (Lethal
Concentratio as rmiged to é @setyl@l/kg@wh cotresponds to a LDDso (Lethal
Dietary Dose) of >@7.3 g a.s./be h& r@pec OEL ( §%bserved Effect Concentration)
for mortal@ was determined stg @ mg@o etyl- /kgywhlc@’corresponds to the NOEDD (No

day._

Obsew@ft‘ecr Dlet@@Do@f >387.3 ugas. /b

In order to reve hethe% fos %-Al Qg?ses W\flsk él zﬁlre honey bee life stages, a bee brood
feeding study (RCA & £3.1. ; C 015; @ 508986-01-2) has been conducted by
following the@rows / od, 0Oomeyn P. A@de Rijter, A. & van der Steen, J. (OEPP/EPPO
Bulletin 22:593- 61 , Whﬂ@i re@ve a@}ngst@ther parameters to “...use formulated products
only... pr@%ucts are fe ta ce ion @ecomMended for high- volume use...”. The honey bee
brood f@ing test is, a@orst@se scre enm@es‘[ feeding the honey bees dlrectly in the hive with a
treated sugar solutiéir whi Ig%ms t@% test substance at a concentration typically present in the
spragéfank (and as Yuch 4ta very highQoncéitration) and by investigating the development of eggs,
young and old ]@wae by emp]gg%ng djgital photo imaging technology.

This particular study, was &nducted withFosetyl-Al WG 80 and the actual test concentration of
fosetyl-Al @ 2.4%.a.s./1¢62.97 g§ose -Al WG 80/L). The administration of Fosetyl-Al WG 80 at a
concentration ofes 40@ gsetyl— to honeybee colonies via feeding of 1 litre spiked sucrose
solutiongiias @ er resulteddin adverse effects on worker or pupal mortality, nor in behavioural
abno lltle@s compared:{0 the control. Regarding brood development, the Brood Termination Rates
of ls@test trédtimen{\were overall on a low to moderate level with 27.3, 11.3 and 11.0% for eggs,
young latvae and old larvae, respectively. Yet, as compared to the Brood Termination Rates in the
contro@@& 3.7 and 1.7% for eggs, young larvae and old larvae respectively), a slight but statistically
significant increase was detected for the test item at the end of the brood observation period. However,
neither Brood Indices nor Brood Compensation Indices were significantly increased in the test item as
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compared to the control for any brood stage, indicating that these indices performed comparable to the
control, including compensations of previous brood losses.

All in all, it can be concluded from the acute and chronic laboratory studies in adult honey bees a&ell@b
as from the bee brood feeding study (Oomen et al., 1992) investigating side-effects on i@latur@j
honey bee life stages, that fosetyl-Al is of moderate, general intrinsic toxicity &oney bees &@ ©®
In order to clarify whether the moderate, general intrinsic bee toxicity o%fosetyl—Al @@es k ta»
honey bee brood and colony development in particularas well as on honey bees_jt gen&rg? uny
realistic worst-case conditions, a higher tier semi-fie oney bee ®rood study @cco g to@he @
provisions of the OECD Guidance Document 75) ;was conduct@n 2014 und@r for d/co@nedé

exposure conditions, by application of 3600 g a.s./hgZs well as a @te of 570 g a®@/ha (s @t ra@
under tunnel conditions to the full flowering highly bee ttr@@lve @oga&» cro@% a%ba

tanacetifolia (KCA 8.3.1.3/02; || R, B.; 2675; M- 5268@&01-& &
The study included four treatment groups: @@ntr @@ap water), %st item 1 @)0 &a.s. /héﬁv Test
item 2 (570 g a.s./ha) and Reference item (3 g fenoxy ha) @phc@i’ons being oégled out
with a spray volume of 400 L water/ha. Fe%all tr@tm roup@fo replicdtes (tun@els) p.
The application of all treatments was €0 duot@i du g d 1@ bee;%ight fetivityat the time § full
flowering of the crop. Thereafter, the .§ e%e ke&ﬁ or 7.days y&ﬁ@nn t (coftfined &posure
phase) and in the evening of the 7" T ap ati ﬁ%after%ee ity) co]@}nes were
relocated out of the tunnels and tzapisferre to a monitQring s@ wit ﬂo@rln <¥ops dnd intensive
agricultural area for further nito 1%? (dq@ é fter&treah@t) Y, t@oughout the
confined exposure phase, ahty\of rker bégs, l%vae pypac waSYassgsSed along with
assessments of foraging activity c@d be]@ 10ur&Dally@mortaﬁty agsessmerits were continued along
with behaviour around théhive Quringthe z\\;’J exposure observ{g%n p@d ( 8 to day 27 after
treatment). Colony ass&sme@s (foo% 3, d apkas, colony Strength)” were made before
confinement, after cdpfinergont at t th&stud3© etailed breod assessments (brood
termination rate, bpgod index an& bro omp@nsah@y ) by e@lployfhg digital photo imaging
technology, inve atm@the f{[ of more Qan 20®ndlv@§( ally&marke@@cells was performed on 5
occasions throyghout g study\coveglng a ntlreQ\)od c&le oney.bees.

The applicatiay of fegetyl-ADat théJate &i; 600.8va.s./Harund unn@ conditions to the full flowering
and highly hee attrd&tive ts%irrog@e cr ?]za t cetlfo ia didwnot cause any adverse effects on
mortalitys flight inten %)pme t (brood 1na§@ rate: 36.5%, brood index: 3.2,
compessation index: @8 in @t 1te red @ the%oontro@mth brood termination rate: 41.2%,
brood index: 2.9, peratlo Mdex )%% well as ofy colony strength and brood and food
abundance. The @) cation of ety?lg%l at e rate®Of 570, g a.s./ha did not cause adverse effect on
mortality, ﬂlght ntensif ny f@ngthi%’nd l@od § food abundance but resulted in unclear
findings on @ ent on rate: 79.9%, brood index: 1.0, compensation
index: 2.1), Since effects at t st rate of 570 g a.s./ha tested in this study but
not at i}@the highe pph &%@ g as./ha, the investigation of the lower test rate was
repeate a second sgudy cond cted in 2

The\study conducted in § 15 (@élA 8.53. 3/0&_ B.; 2015; M-528899-01-1) was performed
following the sante study de 201§In the repeat study for the lower rate of 570 g a.s./ha no
adverse effegfs on rﬂ%ﬁt&l@lgmﬂ ntensity, behaviour, brood development (brood termination rate:
36.1%, br dg}' 3 om ensat1@@ndex 3.7 in test item compared to the control with brood
terminati@ rate:29.6%¢ broodindex: 3.5, compensation index: 4.1) as well as on colony strength and
brood_afid foodrabun ancee determined. Thus, this study confirms that fosetyl-Al has no overall
adve&%ﬁeffﬁ l%ﬁ) development at the rate of 570 g a.s./ha.

Y 9
To co@e the data set, two further semi-field studies following the EPPO Guideline No. 170 (4)
designwere performed, in which Fosetyl-Al WG 80 was applied in flowering apple orchards at the
rate of 3600 g a.s./ha (for trees with 3 m canopy height).
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The first study (KCP 10.3.1.5/02; -, B.; 2015; M-528978-01-1) included three treatment groups:
Control (tap water), Test item (3600 g fosetyl-Al/ha/3 m canopy height, corresponding to 1200 g
a.s./ha/m canopy height) and Reference item (400 g dimethoate/ha/3 m canopy height, correspongding >
to 133.3 g a.s./ha/m canopy height) with applications being carried out with a spray volume of 1350 L@
water/3 m canopy height, corresponding to 450 L water/ha/m canopy height. For all treatmen@oups
four replicates (tunnels) were set up. The application was conducted duringgdaily bee ﬂ1 @r
onto the flowering crop at BBCH 63. Thereafter, the bees were kept for T0days withi
(confined exposure phase) and in the evening of the 7™ day after apphca (after bee &ht ‘@Vlty}@
the colonies were relocated out of the tunnels and transfesred to a mo %rmg site without* Qower
crops and intensive agricultural area for further momté@ng (day 8 t day 21 after@yeat t). D&ly,
throughout the confined exposure phase, mortahty f worker beegy)tarvae and Y dpae was as§e sed@
along with assessments of foraging activity ar@ ehaviour. @ally mortal@ asse%me@ eé
continued along with behaviour around the hlve g the post 0s at1 eriod (day 8\to
day 21 after treatment). Colony assessments {food storegy> broe y st@y thyxQwere
performed once before and once during conﬁmmen@@and sw@ﬂme@after @gnﬁn nt umto thé‘end of
the study 45 days after application. @ (o %

Despite the observation of slightly reduceﬁora, @ a t1¢i’ty 3 and 6 ays af@r the a@)hc@fl (d@ to

a phytotoxic effect by the test item on 1 “the %l%%sso NS W i res& ted i @edu@d attractiven®ss of

blossoms and therefore led to lower agl%\mte% ), %Qe appiﬁ tio @ G &0 at the
ndi

rate of 3600 g a.s./ha (1200 g a.s./@n opy nder@nn ful@]owermg
apple orchard did not result 1 acceptable effe @1 m@tahtb or@@&g activity,
behaviour, colony strength, am@mt oﬁgﬁ)od @@ (@Or & @
S W @Q @ ‘5%
The second study (KCP 16:3. 1%03 J; , 1; g V&2015; M -533329-01-1)
60 ¢

included three treatment @oups@Con (tapswater), Test item \fose%—Al/haB m canopy
height, corresponding \to a.s./h opy, Shei ht)” arid, R@ence item (400 g
dimethoate/ha/3 m ¢ 1gh %orres ndigg’ to QL ia s./ha/m eanopy height) with all
applications being 1ed out w § Volu@e of I@water/@i can y height, corresponding
to 500 L water/h Fogall t@tmeﬁ@roup ve replic (tunnels) were set up. The
two applicatio nduc%d 1nq<%6 -da terv&l urin a11 e flight activity onto the flowering
crop at BBC 6@nd BBCH 66-67.«{he @kept 8 s within the tunnels (confined
exposure phase) an@in thé%ven@g of % 8th y afte@y he 1% application (after bee flight activity) the
colonies were relocatedout o rangferred Q-2 r@ormg site without flowering crops
and mﬁé%lve agriculiyral zf@a for rther mor@onng&(day @to day 22 after treatment). Daily,
throughout the ¢ ed Kﬁﬁos &phas@ morg\hty Qwork@ bees, larvae and pupae was assessed
along with asse ent Sactivify’ and@eha@our Daily mortality assessments were
continued along with aro the@/e dyting thepost-exposure observation period (day 9 to
day 22 aft '&ea‘n@l @2)10 Ss s@en ood Stores, brood areas, colony strength) were
performed once before tl@q st 11ca£§§@ an @ﬁmce er the 1% application during confinement, and
five tmel@ter conﬁn%ent u % ¢ study 42 days after treatment.

Despite‘the observatign of sli a@g activity on days 1 and 6 after the 1% application,
the to apphcatmg@@of;@ e rate of 3600 g a.s./ha (1200 g a.s./ha/m canopy
height) in a 6-day inter

reduc
etyl«é
tunne onﬁns in a full flowering apple orchard did not result in
unacceptable effgtts on hon taligy foraging activity, behaviour, colony strength, amount of

brood and fo@ stora§§ @

Both stu@%s atmepe ad) applications at full flowering apple orchards in a semi-field design

confirmied tha hcatof Fosetyl-Al WG 80 at rates of 3600 g fosetyl-Al/ha in full flowering

orchag s do t ifany unacceptable effects on mortality, foraging activity, behaviour, colony
th, &@@ount 0 roe@and food storage.

&
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Synopsis
Fosetyl-Al and Fosetyl-Al WG 80 are of low acute toxicity to honey bees, with LDso (oral and contact)
above the highest tested dose levels (oral: LDsp> 110.4 pg a.s./bee, contact: LDso> 100 pg a.s./bee & >
The calculated Hazard Quotients for fosetyl-Al are below the validated trigger value which would &
indicate the need for a refined risk assessment; no adverse effects on honey hee mortality @ to b&
expected at the maximum envisaged fosetyl-Al application rate. This concl ~© is confir by @
results of the bee brood feeding study as well as by the results of the semi- ﬁ@ studies, égh
the maximum application rate of 3600 g a.s./ha. @
The acute laboratory study conducted with bumble bee@vealed no %‘?mtlwty dlgiéﬁence‘s\betw@
honey bee and bumble bee foragers. \
It can be concluded from the acute and chronic laboratory studies 1ult honey b&s a @ell a@“rom@
the bee brood feeding study (Oomen et al., 1992), @vestigating Side- effects ot@mmat h@@y b%
life stages that fosetyl-Al is of a moderate general'%msw toxicity'to ey b
Regarding potential side effects of fosetyl-Al @97 mmature ]z@ﬂey b\ lifi tage \%D c&@@uct@@éee
brood feeding study (Oomen et al., 1992) fo%md slﬁiy tosnod. ely, %kg% icallsssignifieantly
increased termination rates of eggs, young a 01% esplt@of th@@bser@hor@@he br&gd index
and brood compensation indices displa e&ba coftti 1nu& increase without @ny statistical'Signifggant
difference to the control, indicating a sug%?essf\xg evelgpme Lof th@;%oo ©verall the stu y refgaled
no ecologically adverse effects on th 1\@{1*& adult bees and %@a avi col(@y strefigth and
overall colony conditions. Thus, wh&hto n{%derlp e §@rlt &Fthe g itu inghis worst-
case screening test in combmatu@yﬁ% abse}z@g effe(§ C(ﬁgny 1 paf@&meters and
00

@

also on the overall developme edgven 0@ § of this worst-case
screening study that the use<@ fosetyl-Al does nd¥posesan u@ept&ble ris or @dt honey bees,
immature honey bee life stages an hone e cod@mes A Y ©

In order to clarify whethe€the cdnclusj basis of lower N/f%d h@y b@g%)tudies are correct,

Guidance Document by lying rateg of 0 and 570~ga.s./ha for Fosetyl-Al
WG 80 to full-flow@ihg Phacelz@’u one@ees @t’wel foragu@ on tle crop. This study design
is from an ap1d0 cal @ apicu a&pom of viewShore @ahst'&thar@ in-hive feeding of the test
compound via C) eat sugar%solu n, w corxg\ins thdtest g4 88 bstancg at a concentration typically
present in thy (a@) as SL@l at avery h c ntrn) e results of this first higher tier
semi-field %udy co@firme\zﬁ”the @n@om e on e basis of the outcome of the lower-

fosetyl-Al was subjecte?l’ to %nﬁned se 1est1n§’ac ing teo the@ovisions of OECD

tiered studiés, as no a ct ofielayed-e s on A9 tal of worker bees or pupae, foraging
act1v1ty§§§ehav1our ar- @}1 pol age @ ony‘?\sgre @ colony development as well as the
development of ‘@b (@wer bser@d for’ Nthe higher J&[ rate of 3600 g a.s./ha, even under
aggravated, forcedexpasure ¢ 1t10&§and by dlgl@lly %lowmg—up in a very detailed manner the
fate of individually markedsbroo ells: i%ﬁgltét@phOP@ﬁt@th assessment) from egg stage until
emergence. \!\’g’ e s@e s QFSJ the appli dtion (&f@osety <Al at the rate of 570 g a.s./ha did not cause
adverse § on mortaligy; ﬂi§m‘ce §ity, cofony s@gth and brood and food abundance. However,
unclear fidings were determingd o oo%ﬁ%velowlent In a repeated test following the same study
design absence oiadver@ effects on, these.aysessment parameters together with the absence of
adverse effects onythe de of l@ood the rate of 570 g a.s./ha was confirmed. Thus, this
studys confirms that fose -Al @}s no o%rall verse effect on brood development at the rate of 570 g
a.s./ha. @° N

In addition t @ semi=field diesﬁlowin the EPPO Guideline No. 170 (4) design were performed,
in which F tyl«@“W a&appl' in flowering apple orchards at the rate of 3600 g a.s./ha (for
trees w1®3 m_Sanopyd el » Both studies simulating exposure of honey bees after (repeated)
applications in)) 11 werl pple orchards in a semi-field design confirmed that the application of
F osegg -Al B 80:Qt "ratés-of 3600 g fosetyl-Al/ha does not result in any unacceptable effects on

1ty§%ragm ctn&@ behaviour, colony strength, amount of brood and food storage.

&
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Conclusions
Overall, it can be concluded that Fosetyl-Al WG 80, when applied at the maximum application rate of
3600 g a.s./ha even during the flowering period of a bee-attractive crop, does not pose an unacceptable >

risk to honey bees and honey bee colonies. N @@
S @® @
CP 10.3.1.1 Acute toxicity to bees ~N LR
N
CP10.3.1.1.1  Acute oral toxicity to bees =N § @§ %@

R ° o
For information on studies already evaluated for the @exl inclu@n of foset@nda\%irecﬁe @
91/414/EEC, please refer to the corresponding section in the DAR and in th@ as@ sier &
provided by Bayer CropScience. As an overview thggsriginal sum‘Q ry from th@AR Rgive cloﬁ&
(KCP 10.3.1.1.1/01 and KCP 10.3.1.1.2/01; o , S.; 1999 18%@2 0@&1) < &

2
1tt é§f0r @ex I

le enta Dossier

One additional study on acute toxicity to begs was wlx@i %ot s
inclusion of fosetyl under Directive 91/414/EFC and s é&mltt %h
ow (

for the fosetyl approval renewal. This s %dy is ed %
_ 2014; M- 5%644\M . >
> < &
A
RS SIS
Report: @02 01-1
Title: Laborator stn@for to ) of (9% F on honey
bees (4 1716/1%1(1 L. @ K
Report No.: RO1] S @ & @ &
Document No.: M- 1%%4602@&1 1 & Q N <) &
Guideline(s): E®O: 1 7@(]99@ & @ \:7\,
%uwa&?t to US P%§PTS@M¢:@%NO 850302, @
Guideline deviation(s): Xvsee w\j N @ c& N
GLP/GEP: > \es < @ § §a &
&
Endpoint accor 0t A Sgientfic Re ( 5 0se
d o@%&; ifi p@{20§)44§% @’@Al
@ @ %@ Or@)"LDg 048- %440 o] pro ct/bee
ntact L ro t/bee
Ky v 4
vanaf® &7 &8 § )
The test substanchﬁﬂs E)@%l 368F (79@% fogetyl- kg) T&% study design included 7 experimental

groups. Each grou d 3 replicgps wifh10 begp’per @plicate. EXP10369F was applied at the following
nominal doses (b&h te@ 39 @9 143vand @2 pgduct/bee (equivalent to 310, 221, 158, 113
and 81 ug fos@yl-A ). 1y avelgée d@ me&ured {&tal test) were 440, 333, 246, 164 and 122 ug
product/bee ?@[ulval @9 4\ 193() a@§°97 fosetyl-Al/bee). In addition to the EXP10369F-
treated gragps, one negative u§zl a@ﬁ“one }%sm\g% ontrol with a toxic standard (dimethoate) groups

were us .
o N
Resu]ts: @, Q
ral LDs - > 4@) ug P10369F/bee
S Con%ét LIRS - 4&9 > 390 g EXP10369F/bee
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Report: I I 2014: M-503644-01-1
Title: Effects of fosetyl-aluminium WG 80 W (acute contact and oral) on honey bees (4pis
mellifera L.) in the laboratory o
Report No.: 91831035 @ @b
Document No.: M-503644-01-1 N 93
Guideline(s): OECD 213 and 214 (1998) @ @®
Guideline deviation(s):  none @JQ & @®
GLP/GEP: yes S @
R Q & %
R °\ X
Objective: & N @
The purpose of this study was to determine the acute cYntact and o@oxmty oféésety}@ um@@% S
WG 80 (Fosetyl-Al WG 80) to the honey bee (4. mellifera L.). ©© Q&©
Mortality of the bees was used as the toxic endpmublethal e@cts such a&@mn&es i behaviou®
were also assessed. (g Q @§
Q'? @ \@ @ 6\ ‘2’5@ &
Material and Methods: w\g@ @ﬁ% N ™ -

Test item: Fosetyl-Al WG 80: Fosetyl-al m1n1 LS 83) O%@//w (a@e’llyséb) S@fw%@h

No.: 102000024225 — 01, Batch ID: EV 32@@ 0X10146-0 S

Under laboratory conditions Apis mellifera SNor bee g were, eXpose: &d for48 hoe§ to a
0
pe

y

single nominal dose level of 100.04ug §§per set@*’Al e) b toplcal
application (contact limit test) an S0 warker bee sed@r 4 urs for feeding
(oral limit test, value based on théQctual intake of the@st 1t to a@ngl asu@ dosg £110.4 pug

a.s. per bee (136.3 pg Fosety%@wg}&) ee) v’ @j@ &@ @Q @ K

%
Reference item (nominal doz\ej) 030, 0.26; O.I@nd 0.9 ng d%let@e/b f?cont@ﬁt test); 0.30, 0.15,
0.08 and 0.05 pg dlmeQ%%te/be (or: est@omr@: tap@sater 0 @hasn (contact test);
50% w/v sucrose solu;[écg)n (orafiest). © Q @ @ & .
A L
April 0

Dates of experimefital work:

\ 9
@g&%@\©§@§

. AN

T T NN s

Validity ?rugrla. %@ /@% @ > @ @7&,
Validi@@}iteria @@ & < @& ®0m@ded Obtained
Control Mortality - Cogtact.Pest %, @ & <{0% 0.0%
Control Mortality . @’/ral Test @ S @ @) > 10% 0.0%
LDsg of Referenc@tem@ houg - CQ@act Tés\\f’ £0.10590.30 pg a.s./bee 0.29 pg a.s./bee
LDso of Ref%%@ce It@\)(24 P\gﬁrs) +Qral TQ}Q o 0>\10‘% 0.35 pg a.s./bee 0.17 pg a.s./bee

A I

The cor@ and oral tesgs arephnsidéfed valid as {liercontrol mortality in each case was < 10% and the
LDso values obtained¥ith the reference 1tcegn (ditethoate), were within the required ranges.

The Sentact and ofal é4 Q@aluf th@ference item (dimethoate) were calculated to be 0.29
and 0.17 ug a.séfee res@ctlv@y @ &

& %% @ Q




Bayer — Crop Science Division Page 42 of 110

2016-09-01
Document MCP — Section 10: Ecotoxicological studies
Fosetyl-aluminium WG 80
Toxicity to Honey Bees; laboratory tests
Test Item Fosetyl-Al WG 80
Test Species Apis mellifera &@ O
contact oral >
Exposure (solution in Adhésit (0.5 %)/water) Oy(sucrose solugohl)
Application rate pug a.s./bee 100.0 @§ 110.45 @w
LDs pg a.s./bee >100.0 > 104 O o
LDy pg a.s./bee > 10007, o =104, 5
LDjo ug a.s./bee > 100~ L > 11@ @ &@
NOED g a.s../bee* >1Q0.0 @) %@ > @4
* The NOED was estimated using Fisher’s Exact Test (p iHvise compar@, one;sided£}€?ater o= O.O@)\J @

Q@@

Mortality and behavioural abnormalities of the be!‘ in the cont; \toxmiy testRy 6 LR
After 4hours ~ Q @Afte(gw hogrs <] @ After 48 hours

e,

Behavmule%g Behavioural S @évio@f
Mortalit -Mort % tal
Dosage ortaty abnormalities &I—@r ah@ ﬂ@mrn@ ities, @01‘ f%:ty abnorl@ities
[ng a.s./bee] Mean % Meaf'% <. Me@‘”% < Mead % o[ Mg % Mé&n %
7 T
O gy Testitemy, SIS U@ § ©
100.0 0.0 ) 00, & 0% @\\? 0.0° &7 08y [« 00
water 0.0 @ o0 @ g9 @ ep Y &0 0.0
N SCRefgrence itom 2 .9 ©
0.30 2.0¢, @ 1505 1@ 5607 4007 [ 6%@ 4.0
0.20 0.0 ] 2.07 S W0 A8 40w ] 3490 0.0
0.15 Q0.0 8 B0 ] QB0 @ 0 & [ 280 2.0
0.10 @00 A 007 [V40S [ g 00 4.0 0.0
results are avera‘gﬁrom\l@ replitat tes (t&vbeeMeh) p%\\ﬁosagﬁ con@l @%)
water = COo/watey-treatécontrol q&
S &> > K@j @ @ §
Mortality, {{@ behakur&g abno;r\g litigSSof th es m t@ye or@toxm@?test
N @ Af@ 4 hours . @ After 240 hbairs After 48 hours
S aral Behavioural Behavioural
&ortah @haw&l a or&ty L . Mortality .
Ingested @bnom@a 1t1e?§7 Oabnormalities abnormalities
[ng a.s./bee}, N@Qﬂ Yo h@gn °/® l@an Yqp Mean % Mean % Mean %
® -
VPO o gy
1104 007 Y 8% .9 09 0.0 0.0 0.0
- @0 00 <] 500 0.0 0.0 0.0
%, N f\% 73 (\@ Ii(@rence item
0.32 18% @\ 58.0° Q" 920 4.0 96.0 2.0
0.16 @ 20 obF 80 50.0 6.0 60.0 0.0
0.08 Q" ko 0@ * 0.0g, 8.0 0.0 8.0 2.0
0.08 > v L 0w 0.0 0.0 0.0 0.0
results veragés from f“(fe reflicates (ten bees each) per dosage / control
water f@vater ar t d cQn ol

@@$
©®
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Observations:

Contact Test:
At the end of the contact toxicity test (48 hours after application), no mortality occurr§ at O
100.0 pug a.s./bee and in the control group (water + 0.5 % Adhasit), respectively. No test 1tem ced@j
behavioural effects were observed at any time in the contact toxicity test. S

Y " o
Oral Test: @
In the oral toxicity test, the maximum nominal test level of Fosetyl-Al ﬁi} 80 (i.e. 1\@ ng &s. /be@f@
corresponded to an actual intake of 110.4 pg a.s. /bee @ this dose %Vel and in co%%l g
(50% w/v sucrose solution = 500 g sucrose/L tap w Yer) no mogality occurréﬁft 48 hours, &
respectively. In the oral test, no behavioural abnorm@iles occurreck@any time 16&1% ordlloxigiy tests

Q o & ©
Conclusions: 2 S >

The toxicity of Fosetyl-Al WG 80 was teste(%% E otlz%)an ac contact andban a@ oral“toxicity test
on honey bees.

SN
SR
The contact LDso (48 h) was > 100.0 ug a.%/bee @e ora@%Dm @h) v@ >§@4 u@.s/@ & °
S Yy NS
N AN &Y o

CP10.3.1.1.2  Acute contact @lcm@&o bég@ @\& %© @3\’\ N & ©§
Please refer to Section CP 10.3.1. 1&\1 % ~ % \@ § @Q @ %@9
Additionally, an acute contact toé%lty @@udy was conducte L@le ‘%@s wi s tyl-aluminium;
the corresponding summary ﬁ@ovgd?é\d in D&um M(‘{@ ec 1. 3.1.1.2/06, .
B s.; 2015; M-525339-04-1) N @

Kz & @ N .

N a9 & SIS
CP 10.3.1.2 C&rom@mc@f to hées 6@ Q @
A 10 day chi;g@ral @icﬁ@ stud Wa§ond \ed W@h F&etyl -4luminium WG 80; the

('D

corresponding su ary&proy\i@d in Docyment ) , ,;a,)@ on §.3.1.2 @(CA 8.3.1.2/01, - A,
2015; M-52766 -l& & “ N &\ %
¥ &o 9T s &
CP 10.3. 1@ %ffects 0&%1@% @eloﬁlent@md ofber honey bee life stages
A hon@ee brood f@%ﬂ @y aceording, to th@eth@l@of (@mn et al. 1998 (KCA 8.3.1.3/01, ||}
, C.; 2015@%—50 $

986-0122) ha H&Mdu%d w1‘rg%f“osetyl aluminium WG 80 (Fosetyl-Al
WG 80) and is in&Eided n ent?]ifCA Seetion §3.1.
Two semi- ﬂeld d st

%&cordn@to
2015; M-5

703
conducted with the Foset§ @ 80

X
N
CP10.3.1.4 @lb ]%hal %fects@ 9

\
The% is no partlcular @udy @ﬁgn /’est @nideline to assess ‘“sub-lethal effects” in honey bees.
However, in ea@f‘laborat@udy&vel@ in any higher-tier study, sub-lethal effects, if occurring,

D 75) (KCA 8.3.1.3/02, , B.;
, B.; 2015; M-528899-01-1) have been
in Document MCA, Section 8.3.1.3.

are describedsgnd r\p§ned % @
& X Q
@@ §§ @@DQ
< S @ N
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A semi field test at 80 kg EXP10369Efha. Noveffec

CP 10.3.1.5 Cage and tunnel tests
For information on studies already evaluated for the Annex I inclusion of fosetyl under Dir@?\/e
91/414/EEC, please refer to corresponding section in the Baseline Dossier provided by Bayere
CropScience and in the DAR. A short summary from the original DAR is givengelow. @@\ @
& .
Report: Kcp 10.3.1.5/01 [ : 2000: M-238790-01-1 &\ § X o
Title: Assessment of the side effects of sm@phcatlons of EXP 10369F f@setyl-&(?o é\’
percent w/w) on the honey bee (Ap%ﬁmelhfera L. @er semi-fiel¢ ¢ nd@ns @
Report No.: B003137 « o N ISERS
Document No.: M-238790-01-1 & Q Q Q N
Guideline(s): EPPO guideline No. 170 (19 Q o S & © &@
Equivalent to US EPA OP. Gu1dehne Ng. 859.&0 N ) %) @
Guideline deviation(s):  see page 21-22 o @@, w\?\ oy b\ * @
GLP/GEP: ves N2 N S
Q @ N v
& ¥y ES SR
Endpoint according to EFSA Scientific Rgﬁ%rt (&%5) 51 %f% fo,ggcyl— & @7 @
r
activity, bee brood development an@gengeg%} be@wor \& . @v}? @ S)
N @@ S &
Methods: Q @ @Q °<\’
The effect of the test substangg EXN%%%&W fos@% A %v/w) @’as 1n@§ on small bee
colonies in cages placed ov Reld pidts wi 4¢h flowering Pi%zcelz acegfolia. ©
Three experimental groups, wit Mre 11c ead@’were&te A c\@ wigj one colony was
considered as a replicat one rou I§ sub&ance F W& applied to soil twice at a
rate equivalent to 40 kg a. s/ at

io -@ or ed 1 dav?bef(@ sowing of Phacelia.
The 2™ application per@me *fia;[ appy 0x1ma 07&ﬂ0w@1ng ha&%a (8 weeks after the 1*

application, 28 h re t e intr ctlo@f beein ‘@ents@ln the eroup, the test substance was
applied twice a te e@lval ¢ to 80%g asyha w{{iY the @ﬂ @hc @ timing as in the 1* group.
A 3" group ﬁia w1th wate \. th@mq@mm@as in @ test'substance treated groups. The
spray Volum N

Mortality, ﬁgght an foragmg %@vny é%ehav@r an®congj 10n e colonies and the development
of the bg&brood were@’sess@ TheiMfluence of ghe teskSubstince was evaluated by comparing the
bees ifithe pesthlde@fea ages to thQst 11;)\96 control wages treated with water regarding the
following observ S: (é\) mop%'ity e offthe tre&ed area and in the bee traps (b) light
intensity (numb% f fling bgld/m? ?ﬂower@haceha (@ap) (c¢) foraging activity, i.e., number of
forager bees/n@ flowglihg P@celzcg?%p @i) behaviourgt the bees on the crop and around the hive,

and (e) develgpmen€of thedhde hrved. =~  °
%ﬁ@ §é é ’%”Q @g@ (&)
Results@’ 9 Q@ @ @
N
(a) Effect on honeﬁ%ﬁe m@s%zhty@ Q@ @

No increased number of@ead @ges 1 he cke@i bee trap could be noticed in the treatment groups T1
and T2 in CC{%&I‘%}% @ cogr0l. HQX number of dead bees on the linen/tent on d 1 after

introducing 1ncr§3¥sed igygroups T1 (49.3) and T2 (57.7) in comparison to the number

of dead b me@ nt igghe cdRrrol group (20.7). On the following days, no differences in the

number dea$ e test substance treatments and the water treated control which could

be attrh ed@ the 4 uen@ of the test substance. Over the complete period of exposure (7 d), the

ave@e nyé@er eacdkbees/tent/day did not significantly differ in the treatment group T1 and T2
pared¥d the control:
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(b) Effects on honey bee flight intensity and foraging activity were assessed as follows:
T1 T2 Control

Flight intensity (flying; bees per m?/day) 224+1.7(-) 1.9+£13() |21x15() f\@

Foraging activity (forager bees per m*/day) 10,6 £6.0(+)* |80+£52(-) [8.1%6.1(-)

(-): Non-significant compared to the control; (+): significant compared to the contr 0@ @@)

* The increased average number of forager bees in T1 are regarded to be dugé@ a higher d@gxlty (@

flowering Phacelia. &

= ' @ &

(c) Effects on honey bee brood development: @ & %\ \O\ Q

In the bee brood development no abnormal difference wiich could btrlbuted to@é infi@nce &@he
test substance were observed between the test substange and contro{@eatments Ro Q § &
©

Q Q
(d) Behaviour of the bees: Q? N @@ Q & % @}
No abnormal difference in behaviour of the bees was qbser §@’ betiteen tl@jtest @bsta Be tre@;@ents
and the control treatments at any time du11ngéﬁe pel@ of qgSessngent. ©@J

(e) Conclusion: % @ @ N %
Repeated applications of EXP10369$§ al F&llsell a@@cat@n up °tQ ra e@quiv@ent teXB0 kg
on

a.s./ha did not cause adverse effects t gzhees 1 IS @91 flei@ stu @‘?\9 @ @y@ Q
9

0 Comments (RMS): accepta@ H@wever@he st@y 1S e ap@roprl to @ at@@?e potential
impaggof th&metab@’lte I§Oz ra@ l@p that @the&@we Qbstance
S @

AT
% AN .
@ v @ °\€@ %
Report: @ 10. 3@5/0 i h: 2Q15; M828978:Q)-1 O A
Title: Asses nt o%me e 5 Xs o etyl- W%SO on t%hon@e (Apis mellifera L.)
é\’in t mi-figld aft@r apph on Q\{ﬁ’l\tlowm@g ap%e> treeiﬁs ermany 2015
Report No.: S15-0163 N)
Document No.: 28938011, Q o @
Guideline(s): & \OEPP/EPPOGuidelipe No. @(4), 2090 (ﬁed?\%
Guideline devi@n(s)@ no ng@jor de@atlon& @ @
GLP/GEP: oz ye%\a & @§ @;\9
% @

Objec N LSS e

This study was dg¢ ne “to determingythe @ten‘[ 1 sides¢ Sffects of Fosetyl-Aluminium WG 80
(Fosetyl-Al WG §§) on the ho %bee &Apls I ter one application on apple trees at full-
flowering in G @ a §u -figld st ‘87 Tlee, eval@a ion of the treatment effects focused on

mortality, ﬂ@ inte y, beh Vlo{@nd c@dluo@of thd@olonies.

SN S D
Materia d Metho%b § @’ﬁg 9 @
Test itefy: Fosetyl-AL WG S(QSample des@p‘u%& Specification No.: 102000024225, TOX10884-00;
BatckﬂID EV3600@9 cei\%tent @fose@“alummum (nominal): 80% w/w, (analysed): 80.5% w/w.

~

The study inclyged three@jtreagnjen@oup %sg&c?th four replicates (tunnels) each: one tap-water treated
control grou %net ‘ite oup.aid one Teference item group.
Apphcatlo ot \rees re made a -flowering (BBCH 63) with honeybees actively foraging on
the cro @t ap ati@fate of the test item Fosetyl-Al WG 80 was 1200 g a.s./ha/m canopy
height {CH) ( al rate apl@i 1214 g a.s./ha/m CH). Tap water was applied in the control group and
Perf 10n Was a edxax a target rate of 133.3 g a.s./ha/m CH in the reference item group
(c@por@ng to 333. 3@4 product/ha/m CH). The spray volume was 450 L/ha/m CH.
The initigd mean colony sizes per treatment group were in the range of 4550 to 4908 bees. The
honeybees remained in the tunnels for 10 days and colonies were assessed once before set-up, once
during and six times after the end of the confined phase.
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The following endpoints were assessed:

e Mean number of dead bees (worker and pupae separately) on the linen sheets in tunnels and i@}fe >
dead bee traps before as well as after the application.

e Flight intensity (mean number of forager bees/apple tree row/min before as&ell as after tl@ v
application. Q &@ ©®
e Behaviour of the bees in the crop and around the hive. v IS ‘N
e Condition of the colonies (colony strength and area of the different b@g stages and@ood @ﬁage&@
per colony and assessment date). VCQ @ %\ \"\ @@ @
SN
X S
Dates of experimental work: 20 April 2015 — 08 Jung 2015 &©Q é\g@ QQ ©© Q&©
QN Q o S < &@
Results: Q'?Q} N @ Q \@ & @
Mortality @° L O & @6 " N
Mortality: Findings are summarized in the ta@e b@l% ¢ @% b@ D < .

l\%o@’@Q ©©@®

Treatment group @} X CO@"I S T%%T)&H;; R mi%%ﬁ §

2DBA QUDBA. | . 884 d | ®17430d | 3826889 §
Daily mean mortality @)AA@ o 13.389.5 @§ 29{@\%'1 ©J 116@%70‘@;\

dead worker bees/col y

iga}Dwor er bees/colony) @%A t{%"[)A:{Am\ 9@%5.5&@ @@&6.7@ @.3%&5
& 4

0DAA 2IDRA | 596135 8438 . [929055167

| 2BBABBA P 04402 & 008> 100200

Daily mean mortality é\g @@ v OQ%)A © @Oi&"& @.3*#&7 o\\\q 0+1.2
dead pupae/colon S
ey g 4| _0DATo TOAA [ Y0282 © 07206 | 05203
5 <

O\ | 0bAA QZIDA& 03£0.2 Y §mo& 0.4+0.1

DAA: days aft@appl@ ,@A da§s> befdte a appl \\ﬂon;@: stagdard dgviation
statlstlcall%lgmﬁcantly higher Qﬁ%ﬁ conﬁ%&l gro Ko @
S S @ N\

Throué%ut the preg- posg@ per riod, rtahQ of honey g was slightly but not statistically
significant h1gher§ he fest it trea& ent @@up , compared to the control group (C) and the
reference item g@lp

During eXposyse peri fro ay O@ntll 4 a@@app@atlon mortality across the treatment groups
Cand T Wa‘§®1mlla@md ng o\effe f thextest 1@n Towards the end of the confinement of the
bees in thé tunnels on d ap@jlcatl(@ the mortality in T was statistically significant
higher pared to th§@cont grou@(C) [est g%’oled one sided, 0=0.05). The hlgher mean value
on 5SDAA is mamly@\ﬂue ed byxgne oyl of thé@)ur replicates (Tb). Therefore, it is unlikely that the
dlff%%hce detectedvby th@s at1 tical amg ys1s%®related to an effect of the test item. Furthermore, the
mean number of Qead beks as @se T fa&@n the same range at both days as the mortality observed
on other asse& Hent %a\ys ingp’ as 9& as € indicating that the observed mortality is not biologically
meaningful

During th&e 1r I'lO te§ appl\@tlon (ODAA to 21DAA), the mean daily mortality was on the
same 1 in gmnd T>Thergjore, overall, no biologically relevant adverse effect on mortality was
foundsig

@ @

&
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During the entire period after the application (ODAA to 21DAA), a low number of dead pupae was
recorded during the mortality assessments across all treatments (average sum of dead pupae per
colony: 0.3, 1.0 and 0.4 for C, T, and R, respectively). The mean number of dead pupae re@ed
throughout the post-exposure period was not statistically significant different between the treatthent &
groups. At the monitoring site (8DAA to 21DAA), some daily fluctuations ccurred but e pt ol
12DAA (R) and on 14DAA (T), no statistically significant difference was rved (t- Tfﬁ@me@
Satterthwaite, one-sided, a. = 0.05).

N
% S & o
. . N N 2N
Flight Intensity ¥ & %\ @
Findings are summarized in the table below. \a Q@ Q) Q\ t0\9@ o
. Q 9 O & .0
Treatment erou Cagitrol T@item Réference ¥ @ @Q}
group L) Do | Qem® |~ &
Daily mean flight 2DBA to 0DBA 3429 \@14.5&@.5 dy 120812 §
intensity (bees/min) ODAA 02662104 2] 2001360 A0%19 A
51D 0DAA o TDAA | | 87500 | 9120 [o 08802 (Y o
Egzisfiiﬁlafte'r a%plication; DBA: days bfgre apﬁli;:atiO@ TD i@ldawvlat%n) é\a ®, §
y significantly lower than co gr@g} % @ N Q
o @ @ @ S @

Foraging rates were similar acros@l treatm befo expo@ (2 A an \J ‘”\9
On the day of application (ODA@) the& an berd®! for s in B3 nd as lower compared
@

to C. However, only the meaﬁ@alueﬁm s statl@fcallygslgm %ferent mean number
of foraging bees in C (t- Test,tn ethod po § ésidedgg = 0. 0s). &

From 1DAA to 6DAA, fo@gmg z@tlwt as rly gduced in thee eren@ itenzgroup (R) compared
to the control group (C) @met --~~‘i a @net g&rthwaﬁéa ongssided, o = 0.05; Mann
Whitney exact test, -s1d 5). Durm eﬂod th® me& number of foraging bees in T
was slightly lowerga % 1st1%§§r sig 1ca 1ffe ce wasobserved on 3DAA and 6DAA

(t-Test, method pgoled,dhe-sided, a*s 0.03). As %@ne ‘saus $¢d phytot0x1c effect on the
blossoms of %@pplgwees (f&frst ngns o@wtot&zﬂcn appea AA), it is probable that the
overall lowerdfpragif® interfsity obfsérvedin T @S ﬁ duc@ availability of food due to the
damaged ssoms. “Also oh 4DAA a SD%A theglight 1ntens‘))b was lower in T compared to C
although stat1st1call gm@ d@rence was Qgtect

Overalla slight test-ifém rel%d effect ght 1@ens1t§§awaso o@erved which was due to the reduced
attractiveness of bl@nms&%use@y the@lytotg}lcnggf the 485t item.

>
Behaviour of the@%ee&@ N @’5\9 % & @

From 0DA f@(‘&) th hav‘lQur of\@ beeQQla 1m11ar in the treatment groups C and T. During
the expomg phase (ODA@ to ) @ f@es showing unusual behaviour was low in both
treatme n total, ﬁvgjbees @ logpimot probiem were observed in T during this period. As only
a small mimber of hgneybees O\Qd the pt@ two days and six days after the end of application,
the observed behawiour 1 t inté@pret 1tem related or biologically relevant. In the reference
1tem\group, a high nunfber o@onexéae s sl@wmg unusual behaviour was observed from 0DAA to
3DAA. @"

S

O Q
o & & &
Q & O

SN
$E
&g T
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Strength of the Colonies

The overall development of colony strength (mean number of bees per hive) of all treatment groups

showed fluctuations in a typical and normal range. The colony strength in the test item group T was,on >

approximately the same level at the first two colony assessments. From the third assessment (118AA) &

to the sixth assessment (32DAA), the number of bees/colony was lower in T and R, compared@ C. AU

significant difference between C and T was observed on 11DAA (t-Test, met@ pooled, o @mde@y

= 0.05). However, the high colony strength in the control group (C) is in p&rt due to a§colom@ a,

which had clearly more bees compared to the other replicates. Since the\replicate C w1th@

sugar solution on 3DAA (during the exposure period), i ikely that t %olony haq%better &Qndl'[l

to compensate the limiting tunnel conditions and thegae more urable co 10@0 ex;@md @

compared to the other control replicates. < @

Throughout the study, the strength of the colonies ig@ and T had@umlar growtl@rends%her@@ 1@

test-item related effects on colony strength were obse @) Q @ @}
& > 7 2 @ : "N

Development of the Brood Area N7 g\f \

The mean amount of brood in the colomes@sun&%z‘f cel@ cont@mng&és I@Vae ,@nd p )

assessed and overall, honeybee brood dev@%opmg@t m\ test ®m eatme@group as @%%ff ed

when compared to the control. & \ <& %

R ~
Development of the Food Storage A@% & § @9 § @
The mean amount of food store@ﬁm the@olom\s ( m of @15 c@amn@ ne and%ollen) was
assessed and the majority of th@co 1% ell Pt ovl @urn&g the &he st\y Thus, no
test-item related adverse effee@on the dev opmen@)’f thefood g @are
N > &
(i% @ @ @@j @ o\

Conclusion: o QO N . < x
Fosetyl-Al WG 80 was Epphe% at a rate c§spo®mg 214 g a.s¥ha/m Lanopy height, at full-
flowering of apple tr dq@g d% hone aging acti T effeets on honeybee colonies
under confined conditions considé&ting alityy ﬂ1g®’nte ity, be@wour&colony strength, amount

of food and broo 11 d@lopt& weLe ev uated Q @ @

No biologica At test-ifem r elated a@@rse e@écts oo ty were observed.

A slight redugy on u§> oragiy actl@ty was dlsc@\n 0 C@and 6DAA due to a phytotoxic
effect by the test {&m on‘the @)sso%s Whgh resyiied 1n redu attractiveness of blossoms and

thereforerded to lower f gi ten
No tesﬁgm related a@erse ects 0 wiour @ere oﬁserved©

The overall hone breg od d opm@l n%fhe test item-ffeatment group T, measured as mean
number of cells @ere w1th d ﬁ%rent t¥pes 0@0r0(@> cells per colony was not affected when
compared to the %ontr r@%no&)@’no teé%—ﬁten@elat@dverse effects on colony strength and food
storage wer
Fosetyl-Al 80 appht g Nha %@ano@helght to flowering apple trees in presence of
honeybozg@%esulted in geducedJoragg d not cause unacceptable effects on mortality,

behag colony strQe@gth a u%of bro& and@od storage.
N S Q &

Request from the RMS

Further exp

a@aﬂon dere&qulre’ to conclude on the reliability of the semi-field study in an
apple orch $2015; M- 78-01-1) for the risk assessment. Could you please indicate
if some @ﬁa ar@ vail a@le toprecise the level of exposure of the exposed colony? Could you, also,
prec1s %thgle gﬁphca@t@n in this study is sufficient to assume that the exposure of bees would be
re@@ntatl of e;§%ﬂre following the application of the preparation according the intended

application
Wltho se precisions the reliability of this study could be challenged during the peer-review
proces X
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Response from BCS:
The study was performed according to the guideline EPPO 170 (4) that is referenced in the data
requirements as set out in Commission Regulation (EU) No 284/2013. o
The standard design as detailed by the guideline includes a 2 to 3 day acclimatisation period npxﬁlly@

followed by a 7 day direct exposure period that is seen as an appropriate pgst-treatment osur
period. The final duration inside the tunnels and the timepoint of removal fr the tunnels % cl@
driven by the actual flowering period of the crop or the confinement of the @’es to a li % foraging
area. The guideline states “Honeybees from small colonies are forced to fdxage on a floggerin Srop i
field cages (to provide realistic worst-case exposure).” “Shortly bef ferthe application, the ium

of foraging bees per m? .... should be recorded. A raging de ~7-r of at lea e@;\per @is @
required on bee attractive crops ... in order to Verlfy £xposure. ” SllS study Wals pectd rme@ﬁl an é
apple orchard and blooming apple trees are co ly known bee attract@e andlh@@ed
honeybees, the flight intensity was measured man mber of forage s/a treerow/min. Coufats
that took place before the application confirthéd the preg@ & 15. ees/ (n ingthe c@@il

20.0 bees/min in test item and 20.2 bees/min, in nf toxiceferghee item. Additionakevidéiee on
exposure is available for 3 time points on the@ppl fion c@ (aft@ﬂapp@tlon)@s welias fraﬁ% further
counts up to 7 days after application. Gene%lly, a@éo % a blossomis succ@sfully olli d n@%ar
flow and availability of pollen stop an(%ffult ﬁ@}elo%lent S. I& 1s y t test item ¢ ed a

phytotoxic effect with first signs ap, rlng% 3days_after- gp hc dam@ed b@ssoms
Consequently, due to the decreasin of bld@o ‘@aﬂa@ 1n ncl d sy kg a tunnel,
the presence of the colonies insidg~the tu els for l%ger t afte@appl@}tlog %euld not be

justified and a second application was fea
The use pattern for Fosetyl- G 8Q tor ﬁaes 1 %pll@@onsﬁbe E@erform@ in 7&%) day intervals
at BBCH 55-85. In reality e%osugg of begs'to two subs@luent @pplications 1§’@1n11k%y since first of all

the lifespan of a blossom&s limifed; o ted the nectar ﬂ@ anc@llem\\g oduction will stop

and bee-attractivity is no“lon glven An ot more than o@pplication will take

place during the limitéd flo mgﬁgﬁ iod ( m§ 69§%of apé% trees. Thiswwas also the case in the
fo at

current study wherg@he applicati H 3 due §9 the fhet that a sufficiently high
number of blosso hasébe aya abl&;is f d su; for t@ bee&Thl proach is fully in line with
the guideline g hl%x it is %tatedghat %orm a S gle 8 hcagﬂ during flowering will be
sufficient ...~ & O @ @

The guideline also Gates %ﬁat ‘Tzi@e tox sta rd is @d t0 confiry that the bees are exposed to the
treatmentsand to calj %ude e po <#Ble «gftects under trial conditions”. As
recom@ded in the.mdel@y the resent stud@ included difiethoate as a toxic standard, which
showed the expec ffe t?on It m aht “and f agmg@tlvny The application in all treatment
groups was pe gm Wlth ca ‘t%ated @)rtab@ kn@sack sprayer simulating a commercial
application. Sevetal re e@g@bhs on the condition for performance of the application to
ensure appr@a osu&) % as. o@/ with™1.3 m/s, no rain occurred on the application
day and th ation frogy the@%get ,@ 10a§| rat@@/as +1.14% in the test item and +2.34% in the
toxic reotgéce item.

Therefore, based on the avaﬂ%le data ong 1§nl g of flight activity, the use of a toxic standard, the
technigal and meteor log ion @nc ered during and after the apphcatlon combined with
the “description of exp \the g&delu@ that was followed and that is valid at the time of
submission, theapplicant i p1n that exposure of bees in this study before and after
application i fﬁc@yﬂy @ 0 and fu compliant with current requirements in place at the time
of subrnlss %

@

¢ &
NN
& @@Q
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Report: kcp 10.3.1.503 L . 201 5; M-533329-01-1
Title: Evaluation of potential side effects of fosetyl-Al WG 80 (FEA WG 80 W) on
honeybees (4pis mellifera) in a semi-field test in an apple orchard in Germany at the
location Hoefchen @ @b
Report No.: E 319 4749-7 N
Document No.: M-533329-01-1 S @®
Guideline(s): OEPP/EPPO Guideline No. 170 (4), 2010 (modified) @J@ & ©®
Guideline deviation(s):  no major deviations
GLP/GEP: yes < . O § %
@ % \ o\ &
Objective: X Q@

This study was designed to determine the potenw@l side-effect of Fosetylxsg um %m S&é
(Fosetyl-Al WG 80) on the honeybee (Apis mellzfe%’L .) after t &apphe,atlon%@l a day inggrval ¢
apple trees at full-flowering in Germany in a se 1d study. The e atlole they eatigent ef@
focused on mortality, flight intensity, behaviour and coqdmo@ the’ Rolonl@ 6\ LN

S & & % & b
Materials and Methods: @) o
Test item: Fosetyl-Al WG 80; Sample d%%lptt Speg%ca %102 2422@ TO@O
Batch-ID: EV36003889; content of fos%\yl aLuﬁumuI@énom& ) 0 w/"% a@"ed) 80. 5%§N

>

The study included three treatm v gro%s hQ ﬁveﬁpl a@s els ch; @fo Wﬁﬁr treated
control, reference item and test it€. T%O foh% appl@tlonéb ere in -day\ erval onto
full flowering apple trees. @ %

Two applications to the trees Were made inga, 6- day@tervﬁ at fu@%o weging %@CH é 65 and BBCH
66-67) with honeybees actively fqoragi t@ crop@ﬂThe t ge@wphca of the test item
Fosetyl-Al WG 80 was. 50 ¢ a: /haggy can ht (CH). Tap, ate©vas 11ed in the control
group and Perfekthion was apgiied targ§aite 33. ha/m CH¥ in thigreference item group

(corresponding to 33@’ mL@aodu a/m_CH). '{ sp %volu@ was'§00 L/ha/m CH.

The initial mean ny gizes pgstreatment gﬁ&lp X th@range 0 2100 to 3255 cm? comb area
covered by bees.<Apparéntly healthy, E}\aeenmht yb%olo e B 1sed for adult worker bees,
brood and fooé@ores reasonabl 0551b&& er,e\\ﬁ%sed @pose%f this study.

SIS

N
The following assessments and dBservations e ma@ duri the d
\@g & & @% @ <& \@u g
o Mém number of @ad l@@ (worker a@‘larv&@pupa&epa&gly) on the water-permeable sheets in
tunnels and 1n@dea&bee t@sﬂ@@r pegj@eab%%heets%l front of hive before as well as after
the applicati %
e Flight int 51ty an @Embe& fo@ger l@/ap@ tree row/min before as well as after the

apphcat?@ <
e Behauigur of the beesin th a@aro@% the@ive.

e Cond#ion of the célonie olon@s‘[rel@h an{%rea of the different brood stages and food storage
per colony and @}essn%nt da%

X
Dates of exper@gental rk @5 Ap@l 201@— 10 June 2015
PR ) SR
& S @
Q Q
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Results:
Mortality .
Mortality: Findings are summarized in the table below. @ ©©
;\\E @
Assessment . Control (1) Toxic referen@) Test ftem (3D
Assessment period
parameter mean SD mean mean °\§)
Mean pre-exposure period 443 ) 363 % 239 . 99 ) 30 9
(-3DAA to ODAA) : @9 S 429 - & o
Mean : & © g
Mean exposure period Q NS
Number of 1 19.5 2.9 9 19.0 1238 0 @q
Do S{DAA o 6DAA) ! d g Q{@ @ é} J@§ A
Worker ean exposure perio
or (TDAA to 8DAA) > 570@ 26.9 2 8.7@@) 138 §49.4@ 38
: N TS
Mean post-exposure period 2 N S - %,
(9DAA to 21DAA) S & o0 @@I & oS, I 13
- > U
Mean pre-exposure period < @ Q ©) @ﬁ
0 0 0.4 Q5 0.2
(-3DAA to 0DAA) S ROOLS $> D | o o @j <
Mean exposure period @ § . 9)
Mean | (DAnweDAn) gt (SO U AP0 O o | g0 P o
umber o - i ~ ~ >
Mean exposure periogs S Dy S
Dead P P p D
cad Pupac | (580 BXPOSe PO ) o1 orgh 18 S 1Gf 6 1.0
expos@pert © STE
Mean post-expostte periad 02 0% @% 3| 09 |Oo2 0.5
(9DAA to 21DAA) o RS &

!: exposure period after firgt g@plmat@l o~:~ ep od after gecor@pph@n
DAA: day(s) after first app%atlolﬁgre before fi \§ ppli élon @ % stand&sd de@mn

& o -

In honeybee co$ exposed tht lt@ as @H t@se of @16 co%trol mortality was low
throughout the ergjre tesBperiod, for workerbees, arvéc Tl%@featment with the test item
did not result ipSeny ctabl&effe@\s on rtahtx Work pupag) Statistical analysis revealed
no significan 1fferr$es b@veen the comrol a@he 1ter§;u@or any of the assessed mortality
parameters

The colohies treated tilg‘fere 1tem§1 st s cal&@gmﬁcam increases in worker bee
mortalﬁy@rﬁom 2 to 8DAA 10 to"11 «aA the@conﬁm that e colonies and the test system were
adequate to detect@%ets @hon@bee m@vlval%\ @x Ry

@@@0@5\9&@@@
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Foraging Activity
Findings are summarized in the table below.
Assessment . Control (1) Toxic reference (2) Test iten&’») f\{g
Assessment period S oy
parameter mean SD mean SBy mean @\b SD_
- D
Mean pre-exposure period > S s
(3DAA o ODAA) 5.3 6.3 5.7 @4 S& &1 )
Mean on day of first 13.4 @ 00 <Y 00 °§P\\(\)}0 . |2 2§J
Mean application (ODAA post) ' o ' @ ’ é}\ﬂ D @
Number of | Mean exposure period N ¢ q
Foraging (IDAA to 6DAA) ' 213 210 f\@ TS 1@> ©®1'9@§$
Bees ) N
Mean on day of second 9 S
application (6DAA post) 2 7@ 10.7 a 3;3 @ %Q) © 632 @
Mean on day after second %S, 5 N % %U ij . S
application (7DAA) 2 O 'lw\\q@ 9&’ 659'8 é} 0'%’ 62.9 < 1340
l: exposure period after first application 5 L O \@ R Q ~
2: exposure period after second application \\ N 6 &% . S R §
DAA: day(s) after first application pre: befére ﬁ@it\appl dGon \& ) %\ N éﬁ QO
SD: standard deviation @ N @ Q& @5\9 §J @y %
& Q LY ) N

D
Before the first application, fora%‘n gotivit @las hgeng@s a ﬁshcaﬁ? significant
differences were detected. Inpam{s n to the cofgirol, Qfor g activity ong¥bees in the test
item was at the same level ®xcepg, for 2 days with a slight butgmgg&g@nt reguction of foraging bees
(ODAApost and 6DAApreegpplicaiion). N?o statistically igniﬁcant 1e be n control and test
item was found at any other day. After nd @phc (50 they\\l%ragmg ac@y in the control and

the test item group re 1ned&§t g@le h1 lev@
After the first and ggcond a pl @re was' a d nct an@ sta@tlcall% significant reduction of
foraging activity th xw re% item reswl@lg 11@2 tot& cess@ion immediately after the
application and @cre ra@ng @<1V1ty qEgorn 3Q§SA onwards. 2 §
@ @
Behaviour of the B@@ﬁ ‘”\a S s
There Wa§%}0 evidencesthat th&dtest @ trea@‘le resu @ in ad¥erse effects on behaviour. Neither
signs (y@toxicaﬁon epe&e n ressivePehavigur, charige in the cleaning behaviour or any
other form of beha@%ural ghange%@f the@ V&éﬁe O‘Q%rved @er the respective application of the test
item and thereaftety S ©
N = S
Q @ (g SEERN
Strength of th&Cologis @ @ Q v
After setup in“the tunnel@e strzn gth @he h@ybolomes remained on the same level except for
the test i group showing afiyincr ber;@g worker bees compared to the control group on
S8DAA. QAtter the re’lg e fr(;% the tunnelé rength of the colonies increased in all treatment
roups, but was si can low n thegpoxicxeference.
groups igiif %@ % ot

@
Brood Development
Brood devel ent ho &enoquor the honeybee colonies in the control as well as in the
test item t ta reﬂect Q’ ery well the typical seasonality of brood development in

honeybe@olo @ Th@und@ace of brood in control and test item remained at the same level from
the first@o therth sses t (-1DAA to 14DAA) and increased afterwards steadily throughout the
mom@\ﬂng &1@ statistically significant difference in the development of brood was found
begywden capirol afid tes@m at any day. Although the abundance of brood was statistically significant
lower é\ﬁe toxic reference item compared to the control at 4DAA, 8DAA and 21DAA, the overall
increasigg trend was also recorded in this group.
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Food Stores

During the confined exposure period the food stores remained on the same level in the control and the
test item, while there was a statistically significant decrease of food cells in the toxic reference 4

group on 8DAA. Pollen and nectar cells showed an increase on the first assessment after confin t@
on (14DAA) in all treatment groups, but to a significantly slighter extent in the toxic refere itenf?”

and the test item group compared to the control. While this trend remained in é toxic refer r@ie @p
throughout the monitoring period (up to 42DAA), the food stores in the &t item g@ sho

steady increase. Compared to the control, the food stores in the test item w‘égbre slightly er %@il thes
end of the monitoring period. ¥ & %\ N @
\e @ @ \ @ @

Conclusion: &

Fosetyl-Al WG 80 was applied twice in an i t@rval of 6 at a rate@f 4. 5% %@tyl—
WG 80/ha/3 m CH (3600 g a.s./ha/3 m CH) i werlng app té@@ ybee
activity. In this study honeybee foraging activit v@ as assess er t 1rst icatd
well as mortality and behaviour for 22 days after the Gpst a catlgﬁv Col@gy strength, developient of
brood area and food stores were assessed up {942 da Qﬂ VS af‘r@ the f@t ap@atrm@’ & % o
No test-item treatment related adverse effeégs 01;1 dault n pu ano %lhty were obsérved. @j @§
Foraging activity of the honeybees in '[631\1 em oup Pstati cal%mgm@nﬂy
reduced compared to the control di \‘2@ @r the Tirst Qp lic t a@v dlrﬁg befgre théSsecond
application but no difference was defdcted durin 0 %@asse@me tS @)

No test-item related adverse effe %n beh 10u%/ observ D@

Colony strength and size of f@gd storéd wa@@;@om blewe@g con@@ @@est 1t§r1 treatment.
Honeybee brood developmeqit in &e test item Broupswas ble with th, Kcontrol group.
Considering the individual breod stages ¢ , laryae an upae&someog%sw@dlrg%nces occurred in-
between treatment groups @hat cafibe e@}ame naxtural Varlabﬂ@n th@ paranteters

Overall, the applicati %%’%tyl-A@ W O/ha@ m C@%%@Q ga. &4@/ 3 m CH) in a 6-day
interval in ﬂowerréé@pple trees @he enceV! ho@bee did nofQesult n unacceptable effects on

honeybee foragi ctivigyy mortaltty, aviQur, ¢ stréggth, Brood d&elopment and food stores.
y g @%y@&g@ygg@g%\p

@) A N N &
S O @ Lo R ©§ °
Request from the @ws I~
ques
Could you please 1nd§e @me d %are a@ﬂ e to PrE 1se@@level of exposure of the exposed

colony~ar the semi-fi s‘u@ in an ap@orch@ @ - - V., 2015; M-
533329-01-1)? @\ & &,
N \ > @

hesir & &
Response from @’ @ N
The study w per cord@g t@\@e gé%@eh @’PO 170 (4) that is referenced in the data
requireme ts as set out i ionRegul No 284/2013.
The sta@ design a etallﬁoy tk@j@ul& ine m?éJaudes a 2 to 3 day acclimatisation period normally
followeth’by a 7 daysdirect e ure per \s seen as an appropriate post-treatment exposure
period, The final tio s1de @re tugé the timepoint of removal from the tunnels is clearly
driven by the actual ﬂo@rmg@rlod ofthe €0p or the confinement of the bees to a limited foraging
area. The guidefine states eyhess & fromsmall colonies are forced to forage on a flowering crop in
field cages %row e ic wm;st -case exposure).” ... “Shortly before the application, the number
of foraging\bees la@ﬁuld b&recorded. . A foraging density of at least 5 bees per m? is
required @n be actl@ cri . in order to Verlfy exposure.” Since this study was performed in an
apple Stehard oml@apple trees are commonly known as bee-attractive and pollinated by
hon ees @ nt 15ity was measured in the number of forager bees/apple tree row/min. Counts
th ce be ore first application confirmed the presence of 8.7 bees/min in the control,
10 0 b min in test item and 11.3 bees/min in the toxic reference item. Additional evidence on
exposure is available for 3 time points on the day of the first application (after application) as well as
from further counts performed on the 6 days following days. Counts that took place before the second
application confirmed the presence of 15.8 bees/min in the control, 9.9 bees/min in test item and
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6.3 bees/min in the toxic reference item. Additional evidence on exposure is available for 3 time points
on the day of the second application (after application) plus from further counts on the day thereafter.
Generally, as soon as a blossom is successfully pollinated, nectar flow and availability of poller@op >
and fruit development starts. N
The use pattern for Fosetyl-Al WG 80 foresees 1-3 applications to be performed in 7-10 day @erval@j
at BBCH 55-85. In reality exposure of bees to two subsequent applications is giilikely sinc st o
the lifespan of a blossom is limited; once pollinated the nectar flow and p&¥fen production wil stop
and bee-attractivity is no longer given. And second usually not more th one applic “@“takf@
place during the limited flowering period (BBCH 60-69y,0f apple tre herefore he curr«gn sg
must be seen as a worst-case simulation in which the ﬁ%@pphca as perform @
followed by a second application that took place 6 da&s later at BB@S 67, whg.gg is en rter@
spray interval as in the intended use pattern. @
The guideline also states that “The toxic standa@ used to con t th exposed t(@%he
treatment and to calibrate the magnitude ofVthe possrb];& effect r tr co 1tion
recommended in the guideline the present @sgudy foludedddim fhoate%as a c standard %Vhlch
showed the expected effects on adult mortal@ anegy ora @ actiuty. "@appl@’atrorkm allcﬁ;eatment
groups was performed with a calibrated n%torrse@’Po %ﬁra ersim atmg Qeomrn cial @pplic
Several criteria were established on @ con@ 1on\£or p rmagc 11cat10n to &nsure
appropriate exposure. Wind COndlth@l &escrlgg in rre unn@ hours
after the applications and the pr@r %@g pre&@ed @et a@our&@w @p tlor%rate was
completely applied inside each
Therefore, based on the avalla%e at g@ mog@mn ﬂr@acur@%, thiesase o@ tox1c§tandard the
technical and meteorologrcal@ndrtr@s e ountere@’durn&g an er the appli tro Scombined with
the description of exposurévin t&e gurc@ne that was. follotwed ag thatzis v at the time of
submission, the applican&is of Ghe opistion (Hat exposure of b ' s% before and after
application is sufﬁmentl;Nonﬁ%ned and ful nt v@ Cc rrent req%urem in place at the time
of submission. X .

F o S5 08 >
CP 10.3.1.6 Fl&@ tesgs\wnhyl\fonQbees \©

& AN B

Not necessar;@@hen@anmd@ng th@outdtgne o@ﬂe ri sses®§nt #n)d the results of the lower-tiered

studies. & N Ry
@ SRS, @ ©
Lo o
& F§ ¥ s e
PECFTF &S
5 & & & .~ S
ORI AN S RN
@Qo@\@ Q . Q @
VUSSP
3 S g 2 P
& & & Y
S Q\ &Q\
> ‘2§®0@’Q@@
S @f&@\@&@
@%
RS
% Q
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CP 10.3.2 Effects on non-target arthropods other than bees

The risk assessment was performed according to Guidance Document on Terrestrial Ecotoxice@gy @
(SANCO/10329/2002) and to the Guidance Document on regulatory testing and risk asses: eng@j
procedures for plant protection products with non-target arthropods (ESCO&T 2, Cando@e @

2000"). @ SR
N
Table 10.3.2- 1: Fosetyl-Al WG 80: Ecotoxicological endpoints for arthroi%%ds other tha§ es tﬁrre&@
\ Q,
representative formulation) @ (% kN S @7;)@ @
Test species, Tested Formulation, study Ec&oxicologica@ndpoint @M §9 N §
Dossier-file-No. type, exposure é& &© é\a Q @Q &
Reference Q O @
Aphidius rhopalosiphi WG 80 QS@' LRso> 1?&() kg p@ﬁ)/ha )> l@\g() k@glod/h@
,; 1999; M- Laboratory, glass plates. Q 6
184606-01-1 % @@orr @tah;@% YOE ffecOR Rep%ductl(t)%’ %]
Rep.Nr: RO11803 11.88 kg prod/h® P LW w7 S,
KCP 10.3.2.1/01 18.56 ke pro&ba (& ZQ\ o  Ogs oy
Aphidius rhopalosiphi WG 80 & k > 8Okg p 1a,°l<@o > 8Q9kg prod/ha
B . | :bonatory, g K& @C &%rtah %%]w\? Effe, duct@y [%]
2001; M-201953-01-1 5kg /hag 0@7 @ 2 o
Rep.Nr: C012023 10 k prod/h@’ "\ S0 @Q R
KCP 10.3.2.1/02 20%eprogha ¢ @ @ © © <& 134
ke pradtha @ @ @20 @ (& R w52
Qo ké md/h@@ § 2@° o Q.9
Typhlodr on.ms ])yl'l W(J\\g() (04 @ 0\@ ©
D 1999; M- omto@, gla@ﬁla § Lo
184622-01-1 Q%‘/orr ort%lity [%] “vEff ‘@m Reproduction [%]
Rep.No: RO11811 é’ @1 '8 @pmd/@ ST & N 968
KCP 10.3.2.1/03 @ 18§@k5 p@ha O | 867 Q S 100.0
Typhlodromus pyriS G 8D % Q @W} & @
) 200 @ <xterifled Lgb. eXpN e on& Ny @ §
238637-01-1 IS de hed bey le% C(@ Morgghty [%] = Effect on Reproduction [%]
Rep.No: B002 9 @ 743 kgprodha, @ | 9.0 @ 77.5
KCP 10.3.22/01 16 1eDpdndy |0 9,9 @ n.a.
Typhlogehus pyri QWG S LR\@ 18. %kg prod/ha; ERso > 2.52 kg prod/ha
&? 2001; M- Le b( to% gldss Qutes .

202973-01-1 S \ %,)rr M‘é%tallty [%]  Effect on Reproduction [%]

Rep No: CWO1/0g%> Q% @5 %d/ & .4 22.1
KCP 10.3.2.1/04 Q Xlﬁrodﬂ@ «@j@l 1 59.3
Q0 O 188{ p(\) . 1.1 58.4
Typhlodromus pyri @ gso > 80 kg prod/ha; ERso > 80 kg prod/ha
07; M- a Exter La '%L:'xp(a Ul on%
295474441 o 7 dela d bean leav Corr. Mortality [%]  Effect on Reproduction [%]
Rep.No: 37191062 AN @(g Pregha o 2.07 7.9
KGEY0322/02 § kg pRU/ha 3O 20.4 57.6
. @prod/@@ 8.0 11.2
& .. %0 08 prod R 2,00 438
& \% § 40.8%g pregj/ha 824 323
R o 8Q,0 kg pd/ha -4.14 -20.2B

BN
@ &> KN
! Cando l Guidance document on regulatory testing and risk assessment procedures for plant protection products with

non-taxget arthropods; ESCORT 2 workshop (European Standard Characteristics Of Non-Target Arthropod Regulatory
Testing), Wageningen, NL, March 21-23, 2000, SETAC Europe; SETAC publication August 2001
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Test species, Tested Formulation, study | Ecotoxicological Endpoint

Dossier-file-No. type, exposure

Reference 0
Coccinella WG 80 @‘y {6
septempunctata Laboratory, glass plates S (%
. 1099: M- Corr. Mortality [%] Egg /I@mdle/Ddy @® @
184632-01-1 Control - @ 2.2 A Q
Rep.No: RO11815 11.88 kg prod/ha 2.4 9.8 Q> @

KCP 10.3.2.1/07 18.56 kg prod/ha 78.6 % 19.2 Q 2) G
Coccinella WG 80 LR 82 kg prod/lQ no effect on\;{ﬁarod\é&on Q
septempunctata Extended Lab., exposure on V %”\g &@

,; 2011; M- detached bean leaves &COI‘I‘ Mortahty] Eggs/Fel&a}@/D atch@»g [2%]D
412084-01-1 Control - S 5? >
Rep.No: 111048020A 12 kg prod/ha 6.5 Q 2 8 &
KCP 10.3.2.2/03 19 kg prod/ha Q) 3. . @ 3 @ %) 76,,2\@/@

33 kg prod/ha . § ST 4y WS
N 49 N ~
58 kg prod/ha © o R3.2A @% Q 6.0
82 kg prodﬂna\ &S S & G ,é@ 8 &°
Aleochara (g)'zlzzggz(z)r.aM_ V\flgoiii)mr N {?&;0 > %56 k&{%()d/c he@ N AN §\@

; ; Laboratory, sp@& dep& on (@ & N QS %G
238636-01-1 quartz sand S ect &chr@ctio 0] S
Rep.No: B002978 11.8 @plo @ § (o RN )

KCP 10.3.2.1/06 1&@‘*@ pro /h ~ S m@m.s O N LN

Aleochara bilineata WG 8 &@ @%) RERs0 >8P kg &od/ha@wj ©©>V N

B 2011; M- | Extegded Lab,, $pra @ < o

413058-01-1 depbsits qn soil §A 2@ @ &@%ffa{% Repgpduction [%]

Rep.No: 111048021A g pr @ ANV 9

KCP 10.3.2.2/04 57 kg p@d/ha o QD 16, Q\y\’
%7k@)rod/h® O o« 29O

Poecilus cupreus L TwdERo @ S LRs0> 18. 8 kg @d/ha&

; 1999;@ I@borat spradeposityon @ “orr @lortality Food consumption
184577-01-1 N Qand g beetl%ﬂ \ o é@[" )] @& & y pupae/beetle over 2 weeks]
Rep.No: RO117, QY Control - %y 2.5
KCP 10.3.2.1 & LO 12,08 <g pr%@ ha @6 & @ 3.0

& TN g9k q&(od/hg.\\ RS 3.0
Poecilus sypreus §WC Nond@E.P scredhing @%lit €]  Food consumption

,; 1999; M@ sprayleposits on guartz sa§ Y, Q [no. of fly pupae/beetle]
}154635 -01-1 @ corol %, i T0\9\ & Sﬁ 3.2
ep.No: RO1 l8l7© 11_4 keprod/hdx, (3 ) @ 0 4.3
KCP10.3.2.1/08©% D SN A S
Pardosa sp @ OY W@) (@(1LP®LU11@, @
B 099; @- y da&\lls ogquan@and S
184609-0 A= 'Z@ Mortality [%]
Rep. N 1805 €126 @md/@ @ N 65
KCP 103.2.1/09 & QRS
Pred&gory mites %, 80 @ @ @ No unacceptable effects on predatory mite
,; 2010; {dpield, @\apple of har populations
M-367548-01-1¢° Soutfiern F
Rep.No: S09-44000  * | Trddro1: 3x3.2 kg%od/ha
KCP 10.3. 1 § d spray in
@& QS rial 23 x 4.0°kg prod/ha
S Q@ a 7.2 kg prod/ha at
Ao @@ (@\% 18-21 d spray interval.
N K
¢ & <

&
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Test species, Tested Formulation, study | Ecotoxicological Endpoint
Dossier-file-No. type, exposure
Reference 0
Predatory mites WG 80 No unacceptable effects on predatory mite @5/ 4 6
B 2013 M- Field, in apple orchards populations N
475378-01-1 central zone @ @® @
Rep.No: S13-01518 T1:3 x 4.5 kg prod/ha @J@ NS
KCP 10.3.2.4/02 (interval 3-4d) S @
T2: 3 x 7.5 kg prod/ha &% O o %@a
(interval 7d) ©) & %\ S Q
T3 3 x 3.75 kg prod/ha & @ (@) Q\ @ 1}
(interval 9d) N N 9 & & O
A: A negative value indicates a lower mortality in the treatn ént than in the@ntrol Q) N O @
B: A negative value indicates a higher reproduction rate The he treatment thah in tlg contred S ©
g g P Byt @ ® N
n.a.: not assessed N . @ N\ 9 @@
& é@f N @ D \% N
The non-target arthropod data as presented 1@the @Ye a %’e 1nd§d Fos@ -aluminiuth WG 80

(Fosetyl-Al WG 80) has a low toxicity to hldz@ﬂ rho oszpi@(eff ts on ortah@or iy odu@o

under laboratory conditions <50% up% arQ\mc g 8®kg /ha@Eff@@s on moﬂ@ of
Coccinella septempunctata exceedend@r\\lab @ry &adltlo@ 508@ at ap @ﬁtlon@ te of
18.56 kg prod/ha. But under morhs‘tgc exteqded P@orat«@ @mn o agd¥erse gffects on
mortality or reproduction were @bsewe@ for &)cc nella s emp tatag fip toAnd, m%udmg an

application rate of 82 kg prod/ha: Effécts rodéF Ale ara @Jhneat% were under
extended laboratory condition@@elov&@?% @at an ap@fcatl@ ate @@67 k prod/@ (&
lo

The studies for the prec@ory @Elﬁe %)?(ﬁ
Addendum to the DAR (%009)%has b

“Both the standard a@”the §en

a@ﬂus pyrl need a “@)re@@taﬂe&f@valuatlon In the

& &S
)

qbc@atory Qidy M (F, & 1999; M-184622-01-1

ale@severe effects of EXP10369F at 15 kg

and , AL @00 M-238 on 1/1@6
a.s./ha to this p@%ﬁto Qhiteq - 01 ,@-20@%3 03<}), in contrast, found lower
mortality, but@@®nifig n@mt ongppr odf@tionsyas (@ rved, @)th stidies conducted by - are
characterized By an@Rtrensg, varigbility re gcldm@he umi@ty a &or temperature. These points are
addressed f@dewatlons% bolh;@ﬁ dieg ltho@i lhes‘]@mea@neme@ts refer to the climatic chamber (in
which @who]e set- ace and not lo©@e t g@uml@\ll cannot be excluded that the test
organisms emounte;& he@@ env @nme mfb@tlons In the&%tudy performed by - (-, P;
2001; M-202973- —1) the is gsmetiﬁ@d” centQ@i p@emem of the test design has been applied.

The "1slcmds ar&hin n;: ofiva wager surfale, preventing mites from escape and leads

to a very hoﬁg}@gen @ u1 yv ﬁ%leh@ the@esult @hieved by - (-, P.; 2001; M-
202973-01-1)%were more vamy > &
3\ & &

It is the@ e proposedsito baggthe t@ 1 1# ass&Ment on the mortality data from - (-
P; 2001; M- 202973@ 1)%h10h mdlcatan L@ of >18.87 kg prod/ha.

laboratory stw1t Eyp omt€pyri Hay been conducted in 2007 ( , M.; 2007; M-295474-01-

1) in the sa@ laborat has condiféted before the studies from (-, A5 1999; M-

184622-01%1 an - ;@OO; 238637-01-1). This new extended laboratory study from 2007

which \& evted n th @dendum to the DAR (2009) indicated an LRso and ERso >80 kg prod/ha.

In li ith e re tion of the RMS in the Addendum to the DAR from October 2009 it is

ed t@@se th@’end@nt of this extended laboratory study (| M.; 2007; M-295474-01-1) for
sk assessment.

To }urther clarlfx the @g CO@emln&Qle effects on predatory mites an additional extended

th
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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 @" @
O
Crop Species Appl. rate MAF LRso HQ Frigger @
[kg prod./ha] [kg prod./ha] Q
Orchards T. pyri 4.5 2.3 >18.87 o>] <0.55 N
A. rhopalosiphi 4.5 23 > 80.00 <0.13
Q %)
%ﬁ O\Q Q, @ %5
Tier 1 off-field risk assessment for other non-targei arthropods ©Q %@ N é\a &
- ) S
Table 10.3.2- 3: Tier 1 off-field risk assessmentf@-on-tar et arthrop6gs &
Jox & %gg ) O () @;K
Crop Species Appl. rate IMAF Drift VDF |%orrection | QLRs S JHQ Tﬁzger
ke % 2 &§ fagtor ke prods | >
prod./ha] % @) D h&y N o °
Orchards L2271 4.5 2| J¥ [ 10 X18.87 V<046 @
A. rhopalosiphi 4.5 23 [d01 [T [© 1e Y | ¥80.08. [ <0.01 [ S22
@)

9 S g, ©
QNS D o Y & O
For Aphidius rhopalosiphi and Ty, @bdrq%us )2 sFthe gatcul t6d H luessfor th&-ﬁe@ and off-
field scenario are below the trigge®of concern, jndicaty acc&abl ) @Q N
. . D .
To address the question of the r@)rodugg n eﬁgcts @/ﬁ; t]@ver bser@ inghe Typhlodromus pyri
study (-, P.; 2001; @297%1- n tier@risl&asses@ t @r Typhlodrongys pyri and two
additional species (C. Sept%mpuna a%§21 g&@ea{g@’ provﬁedgéoww@@ \25@
o\ % @ @% % @
G O WO K )
Tier 2 in-field risk a@%ssm@% fofmon-target §§r(§?ﬂs S) é& N
Table 10.3.2- 4: “JEx 0@%@ a os%s?men}\\ﬁr insfield gssn@@ > @@
L e
Crop / no. ptappligations O Kppl. > M -field PECmax.
) EE prod./hal P& |O |kg'Brod./hal
Orchards{3” N @8 Y 23 Y U ogag
N L@, ISP Q .0
Table 10.3.2- 5: @r 2 &ﬁk ass@me@nt@r te@lgj\(ﬁtri%glon-taq%\et arthropods for the in-field scenario

Crop Sp@g\i/es @ E@tld?@max LRseSERso Risk acceptable if | Refined risk

@ Q @)@ g pr@é/ha] O [kg@pyod./ha] assessment
Q O O N required
Orchards % T. pyri O ,%Y_,% (@J @ >80.0 Effects are < 50% No
@’ C. septempyncta”’ | @ 8.2& v >820 Effects are < 50% No
A. biligéata RS >67.0 Effects are < 50% No

The>ier 2 in-field risk a@’essnfe}lt confirms, fk® results of the tier 1 risk assessment and indicates that
no unacceptal{@adv%s@ effy on@n—ta@ arthropods are to be expected from the use of Fosetyl-Al
WG 80 acc@mg tQ the p osed tise pagtern.

q éﬁ @) §9 Q
This c@hsio also@onﬁ@ed by the results of two predatory mite field studies (-—-, I;
2010"2M-367§iso % anm, D.; 2013; M-475378-01-1) that indicated no unacceptable adverse
ef@ ungﬁ ﬁeld@om@ons with application rates of 3 x 7.2 kg prod/ha and 3 x 7.5 kg prod/ha,

respectivély.
&
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Tier 2 off-field exposure assessment for other non-target arthropods
Table 10.3.2- 6: Exposure assessment for off-field assessment (Tier 2) @" @
Crop Application | MAF | Drift | Veg. distr. | Correction | off-field PECmax Rerk %
rate [%] factor factor [kg pro@ha] @ @
[kg prod./ha] ~ NS
> . 3,
acas -D
Orchards 3.6 23 11.01 10 5 %0.198 Ostudy: Siglkq
@ N NS
. . . @ N @ @
Table 10.3.2- 7: Tier 2 risk assessment for terrestrial n%—tar et art ods for thegotf-fi cenarjo
zet aripods or hegftidieenao .
Crop Species off-field @1150, ERso RlSk acceptz@\é 1f Refi ris
PECmax %}(g prod./ha] <Q @ assessment
[kg prod./ha’}” Q _equirdd
T. pyri N . >80.0v7 q@ffec;g@% < @ - No,
Orchards C. septempunctata 0.198Q @~ >8%0 & Effe@p are 550% .
A. bilineata (F xb7.0 O] Effedtsare <50%] @No &
W QD <
\1 \ (& % O«
The tier 2 off-field risk assessment @ﬁmﬂs% e r@ults of the t® &ﬁ; -field\risk g$sessment and
indicates that no unacceptable adverffegj%on “targ€ arth@ods xp@ed f%m the use
of Fosetyl-Al WG 80 according to$he profiised iise pattérm. ®\ S @
Ve g & SO @Q ~
Conclusions @ &, v @ @

The tier 1 and the tier 2 risk=asSes ment 1(@&'[6%111 line w1th V!‘Ilabl&ﬁeld% ata tha@m unacceptable
adverse effects are to be gxpected for iy arth@pods in th@ff frely and@he in-field habitat

tar
from the use of Fosetyl-Al C&SO accd’@mgﬁe @opose@ﬁse patt em%
& @ ‘&

CP10.3.2.1 @tan&ard I@ory tesﬁng@f@ nO@targe@arthr%pods

& ~ @ @ @
Report: @@Qﬁ @6\ ]@0 3 2@9 ;@%99 &1846@01 1 s
Title: @y Efferts of EXP10369F Ql’l @ par&ttoid @lndlulopalosmhl (Hymenoptera,
phldlg@@) labol@ ry © @ @7
Report 011 KL N
Doc,uméxNg .. O M- §906-01-1 \ § * \©
Guideline(s): Q\ 1GEY/W (19@) O S
%S EP@CSR@}md&@ num@r 85@yUPP
Guideline dev1at10%€s) Ql ne S Q N

Q @
GLP/GEP: ©@ S \65@@ \ \© NN
2 K

& K
Materi@d metho% @ ’%f' @
Formuldged product -& setyl@l WG 30 (@P 69F a.s. content 808 g/kg fosetyl-Al, batch no.

OP990544). Aphzc{zés\/ ho ostpé@; four@gplicates, each containing 10 wasps (5 females and 5 males)
perYxeatment group wergexpossd to fRh digd residues on glass plates at rates of 12.0 and 18.75 kg
test item/ha (nqgytnal, 11.88 kY 18.8 kg/ls measured) in 200 L water/ha. A tap water control and a
toxic referen cont%“(O.S DL Rerfekthion EC in 200 L water/ha) were included in the study design.
Mortality iourA abnormali @ were recorded 1, 2, 24 and 48 hours after test initiation.

Reprodu@@ sure@as &ésltatlon rate of aphids was recorded 11 days after the 24 hours
parasitd8don peyod of\aphidg¥ the wasps.
@’ @@ @ o v

S

&
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Findings:
Untreated Toxic standard
control Fosetyl-Al WG 80 (EXP10369F) Perfekthion EQ@O Q@
—: 336.6 mg -
N 4
Application Water 18.75 kg pr./ha (12.0 kg pr./ha}& dimethoate o
Mortality (%) 5.0 25 5.0 S [oh ¢ O
Corrected mortality (%) | 2.6 0.0 ‘O 100 . e
itati = ¢
Parasitation cfﬁcuncy, mean + SD 1184118 10.847.01 % - . Q 2 %@
number of aphid mummies per (n=20) (n=20) @ 7.Oi64€i’é (M=18) |- 'S oy QS
female (n=sample size) Y @s}” QA @ @
ns: Differences with the control not statistically significant (Bonferroni-U- . @ N) @% é
D Differences with the control statistically significant (Boggrroni-U- testQ L=0. 05) é\g Q @© @Q}

or lower than that in the controls, indicating kack of leghal effgcts @i}ose@Al SO(EXPIMI6IF)
on adult animals at the two rates tested. No &havjd@ral e@ects @ wfved adu&s in t@control
or test substance groups. 03 Q Q> $ @

The mean number of aphid mummies % Eﬁpel i%lale Qyas 1 %ﬁ 10.©and &,0 for t ols,
18.56 kg product/ha and 11.88 kg pr@xct/@%\respe@ve]o %asec@m th,g?% datgthe ated
reduction in parasitation efficiency s ng tan fo‘it@ula y@ 5°/®@nd % @ the@18.56 and

11.88 kg product/ha groups, respestivel S
gp gpp@y ©©©@©©O&

AN
After 48 hours of exposure to the test substanc&e mortal@n the @st sub% @@rou %@ml

@ S S N
Conclusions: @ @ & S @© N
Under the worst-case condlmms f th1 sp y tre nentsQ@ @1 -AlgVG 80@EXP10369F) at
rates equivalent to 18. 75@% p10®1ct/h a.s./ha) éﬁé kg faduct/ha (nominal,
9.6 kg a.s./ha) did not cdise ad%erse 1et@11 o le@al eff N on Arho vzpk@

A o
This study was alre evah@ted%@’ the@ @nex@stlﬂ§€> fosetyl- A]& &\

& Q @ § @
a RMS Concl (ol N @ @
onc@ng\gcep dhle N \ & § N

o ©O
Further stu@dybmf(@hQatl&h sup@eme%tmg %&%ng@l DAR sur%@ary

& @ v
CurreptCuideline: @ % @7 @Q %@ o

Reference: Mead- \-@- %& EL AL. @0 SA laQ)rato %st for evaluating the effects of plant
protection produgS o rasf&c wasp, Apnidius_ rhopalosiphi (DESTEPHANI-PEREZ)
(Hymenoptera: @acoé { i, MP. E&AL (ed5.). - Guidelines to evaluate side-effects of
plant protecti¢d pro@ t on—ta«;‘éet a@ropo@ IOI@,’ BART and EPPO Joint Initiative. IOBC/
WPRS publication,

N3
Y 003 - 3‘ Q & @6
Test en&mts acco&«%ﬁg t rren@gwd@ne

#_ Mortality @ult a§§sps @nng @hou@ Xposure.
Ne Fecundlty su 1ng§bmale @sps @er a 24 hours oviposition period.

Exposure rdln ﬁ nt %elme
Treatments 1ed la plat @When dry these are used to form the floor and ceiling of
shallow nas %n a@ s (1nclud1ng a minimum of five females) are placed in each arena.

There @@to bey mlr%num our replicate arenas (i.e. 40 wasps in total) in each treatment.
& @
)
Q& & @

&
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Evaluation according to current guideline:

Assessments of treatment effects are made at 2, 24 and 48 hours. To assess any effects on the relative
fecundity of the surviving insects, a minimum of 15 surviving females are taken after 48 hoursggnd
individually confined over untreated aphid-infested plants. After 24 hours the wasps are remoye@nd@
the plants are left for a further 10 to 12 days under controlled environmentonditions b@'e th&

number of aphid mummies that have developed is assessed. S g ©®
- e v Q N
Validity Criteria: =N O § S
Guideli N T t AN
uide m(é@ @ és; reigf\\k @ &@
Control mortality Not more than 5 out of 40 wasps (12.5%® @5.0%° & Q
Toxic reference mortality >509 & o 100% © @
(according to study protocol) % Q ¢ S & © &
Reproduction rate >5 m@les/female N @ N8 @hmie%em
< 2 femalgs producing 0 mu@mle&\ & femalp witlﬁ&mu \Q

o @ & > o
Study Remarks: % @ & ©

No differences were found between theig erm gui %hne Qh %%tual é%dy All progur @and
assessments were conducted accordin@ thN truc@ons pﬁcsent m® he delm@A shght difference
occurred once during the study, wit t I‘lSl \by % urs, Ve the agreed
limit. However this small increaseys not @ipected to a*%ect Its @ pagg feters and
assessments were obtained as des&bed@y the @udeh@»

o . Y oo Q &
Conclusion: § & 9 ©
The test design of the acru%% studés in @ wit@he re en%an@@of t@@é)urre@@ guideline (Mead-
Briggs et al., 2000). Thewa idi% criteri@of t@uﬂeﬁg test @Kiehr&wer@lﬁ@?

S .
& © & 6 > O & O

Report: @ KQP 10.33;1/02] @001; M-201953-01-1
Orect NAP F0336] 60 WQ@AI 3n th@uasw@ Aphidius rhopalosiphi

Title: )

©© &Hymenople Blm@dae&lj‘klhe %)oralo > dose%esponse test -
Report No.: @ @ @23 AN @ © @
DocumemI@ M 1958301- 1%
Guidelinefs): %B( RS and currey nnplen(&@flhelmg test group
Guidelif ev1atlon(s) @none@ 7,

SN \

GLP/GEP: §) \ei é&g o\@ @ q& %
Material and m@ho @ % > @
Test item: F G (A‘Q@POSS@ 00 @G80@k’101 or EXP 10369F, a.s. content 795 g/kg

fosetyl-Al, ba ch n( 4)@

Aphidius opaloszplz our &y llca@? Lo%@amg_) 10 wasps (5 females and 5 males) per
treatmeghgroup weree pose@,o fres rle&esﬁﬁs on glass plates at rates of 5, 10, 20, 40 and 80 kg
test igem/ha in 20 §@wate&b a. elon control and a toxic reference (0.3 mL Perfekthion
EC>equivalent to 125. é@%@ thnetho§, @()() L water/ha) were included in the study design.
Mortality and @shdwoural Qnorm@tles fwere recorded 2, 24 and 48 hours after test initiation.
Reproductio %measugebd asQ¥rasi n 1a1@01‘ aphids was recorded 10 or 11 days, respectively after
the 24 houm@ara sitation geriod of apf@oy the wasps.

E SN N

NS S
&S S
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Findings
Treatment level Corrected mortality |significance |Parasitation efficiency|significance
Control 0.0 - Jg@
5 kg product/ha 0.0 n.s. 30.2 ns. ° §
10 kg product /ha 5.0 n.s. -6.8 S .5
20 kg product /ha 0.0 n.s. 136 & N (\%
40 kg product /ha 0.0 n.s. 152 9 AUS. 2N
80 kg product /ha 2.5 n.s. 10,99 Ons. ¢ 9
Toxic standard 100.0 Q) & SN v
n.s. not significant V 9 ) NS
K TS 3
o N~ 69 R (§ N
Conclusions @

The effect of AE F053616 00 WGS8O0 to the pa%ﬁ’ id Wasp,{plﬂdu@@ho/}z@s1[)/1@111(1(:@&/01st@\c

conditions (glass plate) was determined as follows: @f@f % D
\

@ A NS Q

LRso > 80 kg product/ha % Q%%a @Q Q@J o © ©§ @j
ERso > 80 kg product/ha = N S ) § N @
PN A S & & &
Further study information supple tingthe o nal@AR magy:
6@1 r@ i pmmagt & o

\ N @
Current Guideline: 6 O @ (©)

Reference: Mead-Briggs, M. %@ET AR (20(7@ A orat@% te &for ev@luat@th%ffects of plant
protection products on t&{j para\tlc Qyasp, Aphidivs alos@@hz @%) DESTEPHANI-PEREZ)
t

(Hymenoptera: Bracomda% @dol@ @T AL %ds) 1ne evalgate side-effects of
plant protection products o non-targefarthrdpods. QOBC,@ARNnd Q@O @Jt Initiative. IOBC/

WPRS publication, 2000, 13 -G @) . & . Q
& & @ @ %\ o <
Test endpoints ac@dl to cu@ynt elmeQ o @ & @
o Mortah wasg%dunng 48 %%ﬁrs e@gosure@ § §
o Fecundily of, iviag fe W @'ov 24 haurs oxpositior’ period.
‘f é g mele v ovecs T oG

Exposurg %cordmg t%urre%%u © éw;\’

Treat@@ are appli S pl When d@@the@re @d to form the floor and ceiling of
shallow arenas. Te adult"wasp%mclu g asrunimum of five females) are placed in each arena.
There are to be a @1mur§of @rep}@a‘[e a@%s (ie40 %asps in total) in each treatment.

Evaluation a@)rdll@% ent &deh@ § @@j@
AssessmentS‘of trea@len cts\a € m at @4 ang;48 hours. To assess any effects on the relative

fecundltycég‘ the surv1v1n 1ns mu% of l@survwmg females are taken after 48 hours and
individ conﬁned g@er u eated 1@&5‘[‘@@ plants. After 24 hours the wasps are removed and
the plants are left ﬁ@» a fi her to 1 ays.u Unler controlled environmental conditions before the

number of aphid miﬁmm@t at Qave deQe op§s assessed.

@ S
Validity Crltegla: & )
& % JQ@ & >~ Guideline Test result
& o 4 9
ControlWortality N @ Not more than 5 out of 40 wasps (12.5%) 0.0%

Toxiek\l;efere@ @@lty >50% 100%
(according@ study pro §v\f)

I(@\)fodl@%n rate > 5 mummies/female 44.1 mummies/female
< 2 females producing 0 mummies 0 female with 0 mummies
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Study Remarks:
No differences were found between the current guideline and the actual study. All procedures and
assessments were conducted according to the instructions present in the guideline. @f >

@

Conclusion:

The test design of the actual study is in line with the recommendations of the @ ent guldel@ (M@
Briggs et al., 2000). The validity criteria of the current test guideline were fu@iled

N
% & & &
°\ o v
L N
Report: KCP 10.3.2.1/03 | 1; 19997 M-184622-0 Q) Q\ @ &@
Title: Effects of EXP10369F on the pr datory mite Ty@dromus p i@he D (Ac@%’ Q
Phytoseiidae) in the laboratory @) Final report _& Q Q @Q}
Report No.: RO11811 o R o Q& 9
Document No.: M-184622-01-1 N L@ SR
Guideline(s): IOBC/WPRS: (1988)# Q@’ A - B RN
US EPA OCSPP guide§e: ssafUPRY £ & N
Guideline deviation(s):  none C(% @Q Q@ < é @% & °
GLP/GEP: yes w\% \ N @ % § @
& & & &
Materials and methods:
Formulated product Fosetyl-Al @%O @XP &%69&\\?5 c@ten @%8 ,§}0 @-Al@oatch no.
0OP990544). Typhlodromus pyri, Qrep cates, @%ach c@talm 20 tre@fﬁﬁent group,
were exposed to fresh dried @mdu% on gigss ples rQ’) 12. @and 8.75.kg test item/ha

(nominal) in 200 L water/h%\?\delomsed ter comntrol aﬁd a toC refggence ( erfekthion EC,
equivalentto 4.35 g dlmeth ate 1%5{,00 L ter/@ wer@nclud%d i stu,d)@lem

Mortality was recorded. ays afte est 1m@atlon@ep ctlon measured as
number of eggs and number jve a@%d dea Ve stag@ perggemale Was as§¥sed on Days 7,9, 11
and 14 after test initi @r @ N é& &\

- $ .9 Y @

Findings: @@@ @@ &\ «,;v\y N é{\ § @& n\\j@
Test formula%n @@ @Itrol © N (E?%b?éé? © @ Toxic standard

Applicagg;u@ S g‘?ﬁ@fg@ 1895 k@éha <. oag@{a 11 mL Perfekthion EC/ha
J

% moftatity (1 week-after Qoo \”

AN
the application @& &1%0 é’ . O 89%& A 8® 94.0
% corrected mortghty  N\- &L =, (86T 7.1 -
Reproduction rate (me S @;@ > NP
total # omas ema@)@Q g . © o, O @03 0.7

Quotient oftreated and Q O
untreate(j@%ies PN QQQ @'ﬁ\: Oﬁ %@ 0.03 B
FGE N
- S AN
Conelysions: N @ 3
Unddr the worst-case c@adltl(@ of ﬂ% tes§he LRso of Typhlodromus pyri exposed to fresh dry

deposits of Fosetyl-Al Wg@ (E@O%&) on glass plates was below 12.0 kg product/ha (9.6 kg

.s./ha), th t tedfed
a.s./ha) e@’es\%‘;e r %, @

v %
This stt@%as @@ady@%lu for the Annex I listing of fosetyl-Al.

N
] gl?s C us@@ acc*éﬁble
¢ &

&
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Further study information supplementing the original DAR summary:

Current Guideline: D
Reference: -, S. ET AL. (2000): Laboratory residual contact test with the predato;ﬁite@
Typhlodromus pyri Scheuten (Acari: Phytoseiidae) for regulatory testing of plant protection fpducts

in: Candolfi, M.P. ET AL. (eds.). - Guidelines to evaluate side-effects of plafitprotection produc
non-target arthropods. IOBC, BART and EPPO Joint Initiative. IOBC/ WPKE pubhcatl%, 200& 21

—144. N @ %@2
. . i © N %\ N
Test endpoints according to current guideline: & Q@ @@ S %@ &
 Cumulative juvenile mortality 7 days after treatment (day 7)@ %, QQ L C&©
e Cumulative reproduction per females from @ 7 to day 1@ &© N @© @
R © >
Exposure according to current guideline: \ @ AN \:5@ @@
Either glass plates, glass cells or glass discs @e‘ Spr. d W{Q@he é%t itertiv 20 @nynﬁahs (Zﬁ@hours
k‘N

old) in each of 5 replicates are exposed to the rle@pray @1du§%r 14@ @ % %
% N @ % @Q @j @
Evaluation according to current guld&hne N \ NG

Mortality assessment is carried out da&% (o 0113@3; at § oduc@on per
female is recorded 3 times from dai@ on ay. 1 axl@ﬁm %®rva

@
Validity Criteria: 9 9 @ & @
Y m@ﬁ%@@’mﬁ@ﬁ@k&%@©@©&
% G line Test result
1S S
Mortality rate o © n mortality (dea +e@ped % 17%
R & Bt e

Toxic reference mea ort of %J S Bﬁween@ and¥00 % °~, 7 94%
protonymphs at d (contﬁ@’ co cte%@ § %’ S 5

Reproduction (number @ggs &e\) emale in Q & zZ4 @ 94

the control fr0|§ ay m 14) S . DY v

QO «¥ & O §
& O 2 & O

Study Re rks N @,
No majordifferences in.the %m were f nd betwee t@ current guideline and the actual
study. /{@ procedur@ and sess S _were o as @scrlbed in the guideline with the

exception of the

onmnge 1ental d1t1 D&éxto t chnlca@asons the relative humidity was less
than 60% for up ty

%s and pe dture S\)y@@eded@ o(gor about 3 hours (max. 30.0 °C).

In the prev % EU @nne@ 1131{% (A(@endm@ to th@DAR 2009) it was concluded: “Both the
standard and the ex en@ latorgudy@gy F (_,, 1999; M-184622-01-1 and

2000; M-238637-(3%1) o .-J (é vealed severe effects of EXP10369F at 15 kg a.s./ha to
this predatory mite ? 2973-01-1), in contrast, found lower mortality, but
significant impact &6 epr pWas @erveq oth studies conducted by [} are characterized
by an extreme variabilityypegarding the@ir h idity and/or temperature. These points are addressed as
deviations in bgth studies. Akgi@m eseteasurements refer to the climatic chamber (in which the
whole set-upswas p&@edd ngt “to the st units, it cannot be excluded that the test organisms
encountere@esq@nvir ental varia -e hs. In the study performed by ] the "island-method", a

recent 1 et of ¢he esign has been applied. The "islands" are thin glass slides floating on
a wate@rfac@ preventin es from escape and leads to a very homogenous humidity. Therefore,
the r@%‘lt ac@%red By were more relevant.”

< & ¢

&
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Conclusion:
The test design of the actual study is in line with the recommendations of the current guideline. The
validity criteria of the current test guideline were fulfilled. Due to the observed deviations %iair >

humidity and temperature the study is considered as less reliable compared to the study of Q

(T 2001; M-202973-01-1). S @@
& - &@
Report: KCP 10.3.2.1/04] . ; 2001; M-202973-01-1 %;
Title: Toxicity to the predatory mite Typhlgdromus pyri S TEN (Acm Ph %@nd
in the laboratory Aliette 80 WG (A@e SAR+) Cogy: AE F05361@®O W
Report No.: C012583 @
Document No.: M-202973-01-1 & @ v\g Q @Q Cig
Guideline(s): ESCORT 1994. Guidance do@gncnt on rcgul@ry t(‘@tmg pre&ccdul&for pc@ldck
with beneficial arthropod% N @
Guideline deviation(s):  none . <
GLP/GEP: no é& &2 Y& @,% y\’
S & @’ o

@

Material and methods
Test item: Fosetyl-Al WG 80 (AE FO§%16 GQ\V(@@ Al @or ]§% 1ag F,@@ cogtent 7§g/kg
fosetyl-Al, batch no. OP990907). ”\9
Typhlodromus pyri, five replicat& eac}g\cont&@ng Qﬁ? pr t@iy
exposed to fresh dried remdues@n glass plates at tes a§?d @ k t%est item/ha
(nominal) in 200 L water/ha. T@se agg%catl@a rate@orre ﬁz a.s,/ha, repectively.
A tap water control and a t6Qxt refésenc g difRe thodte in ater/ha Wer§1cluded in the
study design. The “island mg\\thod%dopt ereds an o@pn labSsator etbo@for t@tmg the effects of
plant protection agents Qn@yphlc@ on@g §ﬁ whl({h the ége of 4 g@ 1%; necessary (Joisten
2000).

Mortality was recor at ]@%s 3 10 9 an@§4 avg@r tes&fma em%ductlon measured as
number of eggs a um&er of § r@ead eml@stage@per fen le s assessed on Days 7 to
day 14 after test i 1at10® \ N @ & NS

”\7
Findings @© @6 @ & K@y % @ §
Up to day %of the @st 91% of @ mitls sury ed m@ae c trol g?up, while 2% died, and 7% were
missin 2.52, 8.81 18@ kg@@t item/ha t sur rat@§ at day 7 were 95%, 90% and 90%,
respectzgly. There w&e no Kvivorsat d@N 1;1 plicaths tr 8l with the toxic reference substance.
The mean (+ stand@ deﬁatlon@xmbé@of 0@9})1‘1 rodueed per female in the control group was
11.3 (£ 0.4). Thy Qo ed t 8 (N 9) @g@/fema e at Q52 kg test item/ha, 4.6 (£ 1.9) at 8.81 kg
test item/ha d 4. [ § egee) at 1@7 k@@test item/ha. Due to 100% mortality no
reploduc‘uor}@auld 1@ qu 1ed\mreplgates \%ﬂl the&xw reference substance.

%%
'»/7
118,
:

Correct@ortahtles Eg)rod@\?on & al@he ‘V&%tal effects are derived as follows:

Treatment %@ <\ % co@l &3? kg pr./ha|8.81 kg pr./ha| 18.87 kg pr./ha | toxic standard
Monality at day 7 [%] @ & R g 5 10 10 100
Corrected mortag@? [%] & 1D - S -4.4 1.1 1.1 100.0
Mean of totalaumberd{ cogdimalol® 11,3 g.8%* 4.6 4.7 -
Reduction o&reproguttion &3] & 0.77 0.41 0.41 -

Total eff@aec ng toQvermeer &
- 20@982@ - 19.2 59.8 59.0 100.0
o s@ﬁiﬁca@@%diffé@a fgo’ﬁ%fhe control with alpha < 0.05.

Y o T

Conc@s
The effett of Fosetyl-Al WG 80 (Aliette WG, EXP10369F) to the predatory mite, Typhlodromus pyri
under worst-case conditions (glass plate) was determined as follows: LRsy > 18.87 kg product/ha.




Bayer — Crop Science Division Page 66 of 110
2016-09-01

Document MCP — Section 10: Ecotoxicological studies
Fosetyl-aluminium WG 80

Further study information supplementing the original DAR summary:

Current Guideline: D
Reference: -, S. ET AL. (2000): Laboratory residual contact test with the predato;ﬁite@
Typhlodromus pyri Scheuten (Acari: Phytoseiidae) for regulatory testing of plant protection fpducts

in: Candolfi, M.P. ET AL. (eds.). - Guidelines to evaluate side-effects of plafitprotection produc
non-target arthropods. IOBC, BART and EPPO Joint Initiative. IOBC/ WPKE publ1cat1%, 200(9% 21

- 144. =N &
@ < 5@ "\@ S
Test endpoints according to current guideline: & Q@ @Q @\ %@ &@
 Cumulative juvenile mortality 7 days after treatment (day 7)@ %, QQ @@ C:§©
e Cumulative reproduction per females from @ 7 to day 1@ &© N Q) @
s & VO & &
Exposure according to current guideline:

Either glass plates, glass cells or glass di§¢s ar @pra Q Wi ﬁ\’the Matm@@s Z(Fprotoﬁ?mphs
(24 hours old) in each of 5 replicates are e § osed t dr& sp -o/ residye for f@’da%;
i N e
Evaluation according to current guld&hne \ NG §
Mortality assessment is carried out da;g@:i (o &ona x’md %97 @aﬁoduc@on per
@ o

female is recorded 3 times from da{@ on 1th%»§g a)\I@m @Val
@

Validity Criteria: © 9 @ \
y Q& . ® @@ K~y @© N
AN § < C&%egll@ & " Test result
Mortality rate N A @V ean mortality (Q}d + s&ape 9%
o %ﬁ% . ﬁ§ @1;@& S 2({?"§% at day 7 m

Toxic reference mea ort of %, Betwee and( 00 %'~ 100%

protonymphs at d (control C(ﬁ@cte Y § %’ Q S

Reproduction ( nber @ggs ]%e\\l@}"em:ge in Q & =4 @ 11.3

the control fr0|§ ay m 14) S & &\ @ § <

& & 5

Study Re rks @’ % < @ © @
No major.ditferences e fo be@n th@culg nt guidélin a% the actual study. All procedures
and asgégments werg,pe ed a des§1¢bed igthe gyidelif®” The reproduction formula used to
calculate the effe %m T %oduc W®mod@ed (&%anng from the formula given in the
current guideline lu mg t ‘ér of éggs th&d were_counted on day 7. The influence on the
result of the rer@odu ssm@ is @1 . §Since an day 7, the highest number of eggs was
observed 1n tre@men s4 re- @luatl@l wotttd slightly decrease the calculated effect on

reproductlon the testl tre%snent g ps, é’@ @@

Conclu@ @ Q @

The test design of, ﬂ% actud] studyis indjne waﬁ? the recommendations of the current guideline. The
validity criteria of t nt t@& gulde@‘le v@ fulfilled.
@ @ N

a < R
@@é@&@@
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Report: KCP 10.3.2.1/05| . ; 1999; M-184577-01-1
Title: Effects of EXP10369F on the carabid beetle Poecilus cupreus L. (Coleoptera,
Carabidae) in the laboratory Final report o
Report No.: RO11795 @ Q®
Document No.: M-184577-01-1 N @
Guideline(s): BBA: Part VI, 23-2.1.8, (1991) @ @
US EPA OCSPP guideline number 850.SUPP 6§ & @®
Guideline deviation(s):  none Q
GLP/GEP: yes &% . O § %@9
N SN
Materials and methods: VCﬁ @3}9 \ ) @

Formulated product Fosetyl-Al WG 80 (EXP 1036QF, a.s. conte@™794 g/kg Qsetyl@ V\’
OP980953). Poecilus cupreus (5 replicates of each w#h 3 femalesgnd 3 males g@ treat @ | p)
quartz sand were sprayed over with 12.0 and 18 o test itepn/ha (n@nal)@ 400 at r/ha

E

water control and a toxic reference (Afugan C, 294 @ yra&)phown 4(&\1, w&er/ha%)@vere
included in the study design. @ @ >

§
Mortality was recorded 2 hours and 1, 2, 4 @ IOYQnd 14 @ays @r th@pphcg@on Soze
was provided as food at days 0,2, 4, 7 3&%10 a\@rat%) Vlabl Qeetle a d th&€num @7 of
pupae remaining uneaten in each test ukut WaNecor @y e g an . Ohservatighs for

symptoms of behaviour or physical @{\Q‘ iies wze;e re ed% our@n 4, 790 andQ4 days
after applications. The endpoints @easq@d 1s sfudy &é@ llty @nsurﬁ@tlon and

S @
behaviour abnormalities.
Q © 9 @ @ & @ ©© \
Findi SRS P SES
indings:
g &7 Q Q A &@ o, @\ @
o SConttyl [Fo@utyl-Al' WG 80 (EXREO369Fy, ~ |Tdic standard
Application N i Waber &W) kgju /ha &Y18.75%g pg%a J@razophos 294 g/ha
Mortality [%] S g @ & O o Qoo
Food Consumption [N&Qof fly fipac Ty < % ©
/beetle, cumulated 0 14 days] <§§'5 @@ s @Q @3 0 O S j00
3 ¥ &
- @ &\ w\y \\ AN Q(@ @} <
Observat10n§ > § 2y
None of the d @after @4 da%s expé@ure @2 0@nd 1&75 kg test item/ha (nominal) in
400 L watégha. In the controL\1 oup e 30@’eetl d1ed@ the end of the experiment. All
1ca of 1 L/ha Qxic sthidarg\d fugan 30 EC. No adverse effects of

30 beetle100%) dled&%e §

Foset 1 WG 80. on foo@%on@ptloﬁ&’of &Qeczlus cupreus occurred either in the
group treated w1tlg@ anﬁ 18.78Kg p‘r\@lct/%, res@twg

<)
C0nclus10ns @

@
Under the 1t101@of %éﬁ tes&*ﬁhe %bs%xed Egect Rate (NOER) on Poecilus cupreus was in

excess of 75 kg pr./ha.
% gp .9 \%
0 RM onclusm®acce%tg)le\ Q
5 & &
F ur?ner study @forma@n siﬁ;pler@%n the original DAR summary:

@Q

§nethg@ for testing effects of plant protection products on the carabid
0

ptera, Carabidae) under laboratory and semi-field conditions in:

czl cupreus
@L Q% - Guidelines to evaluate side-effects of plant protection products to
geté@l'lrop S I§ BART and EPPO Joint Initiative. IOBC/ WPRS publication, 2000, 87 —

&
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Test endpoints according to current guideline:
e Mortality and behavioural abnormalities
e Food uptake (number of fly pupae eaten per beetle) @" @@

Exposure according to current guideline: >

Suitable test units are, for example plastic containers (outside dimensions: €g. 18 x 13. @n %
high) filled with 250 + 1 g dry quartz sand (particle size 0.1 to 0.4 mm, at ast 99% S ox1de

vessels made of glass or metal can also be used; the surface area of the su%strate must l@ve ve o
180 + 20 cm? and the vessel depth 6 = 1 cm. The quantigyof sand mu tﬁ%e adapted fOsthe sme of
vessel (filling height approx. 1 cm). Transparent lids sh%ld allow entllatlon Botor anin r@ls
are put into the test units, the dry sand in the test iscevenly wetted Q ith 45 + &gg @use %%(@
without disturbing the sand surface. The beetles h V@to be exp to the tes&@)ndltl st fap

7o

3 days before the application. After apphcatlon test 1tem to @tles che @t un%s the)ére
observed for at least 14 days. . @ @ 6
S @@ > &% > S
Evaluation according to current guideline: 7, @ b@ @
2

S
Mortality and behavioral abnormalities a&@gss & 1 t&@ ho%rs and %, , 4% 10 (o@l l)& 14 @ays

after application.

Food consumption is assessed by thmbgg\)f t&pup%cons@d 0&1;11;0 d %y 2,9, 7,10
(or 11) and 14 after applications. & @\@' @@ @@ S %@)
Validity Criteria: @Q «25@ @® &© ©© @Q o

&2 - 4 Q Q&

Ry . § . @%ﬁd}i@@e o & %UTest result

NG
~2 beetles'(6.7%) v 1 beetle (3.3%)
o @gs £35% &) 100 %

Maximum mortality afteff) weeks'in th@}:ont
Mortality rate in the referenc eatl%nt a t@\z

(control corrected) &7 @ <& - § S & S
< N
Study Remarks.@@ & \® YN @ @ & @
No major diffegcrices @re found bégween@e curlgen line d the.actual study The temperature
raised by 0.5 Q@l@the doteed Ifrhit (22°0) @’ d § hoggs, but this minor increase didn’t
had an 11101@5nce on the é}egs ts. @ D @@’ @@ \é&%
Conclﬁiﬁn @ @ IS QO %N N ©
The test design actual s@y is @ hne\}lth Sthe req&rements of the current guideline. The
validity criteria %ﬁie cuyrent @ne %@’e fulfiHed. @
S &
@ o .Y o .9 3
@ SIS
¥ o K & o
@7 o Q &@ ©\
> < S . G Q@ 3
S ¥ & Q
e . @ & Q
@ O é@ ~ @
% Q
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Report: KCP 10.3.2.1/06 | . ; 2000; M-238636-01-1
Title: Effects of EXP10369F on the Reproduction of Rove Beetles Aleochara bilineata Gyll.

(Coleoptera, Staphi\ylinidae) in the Laboratory o
Report No.: B002978 & Qb
Document No.: M-238636-01-1 N
Guideline(s): IOBC: Moreth & Naton (1992) S @Q S
Guideline deviation(s):  none 6§ N S
GLP/GEP: yes N

@ § § &

Materials and Methods: ©) Q

Formulated product Fosetyl-Al WG 80 (EXP 103691:(?21 S. conter@ 08 g/kg fo 1— \bat 0. &
OP990544). Aleochara bilineata (10 female and &0 male beet]& per replicate, 4a3Plic p S
treatment group) were exposed immediately after, N4 aying to sy deposr[s & qu qu rtz sar@ eat@
with 12.0 and 18.75 kg test item/ha (nominal)4@200 L watgr/ha. Ay, w@er c@tro

reference (1100 mL Perfekthion EC in 400 L water were uded@n th@@tud srgn&

Once a week approx. 500 Delia antiqua pup per &tam& erag Xade day & 14 and 21, 5% days
after application the pupae were washed %ut of saréﬁand @’mfe 1nt0 se@rate rgeqce
container). %,

Emergence commenced approx. 4 w@(s aft%r% tre ent % nued\@or week§untrl

emergence of the new generation oneetle&}ad she %F 1; lxae §ror§§ s 1afQ in the
in

sand from female test beetles durj r@ the %pos&r tim_and d el upae) of
beetles had finished. Emerging b&Qtles were CC%unted d ﬁved nce.cyntainers at

least 3 times per week; followigg 3 cegSecut@ye da etl@emer@ace @vas &ssumed that no
further emergence would oc@and the assgssment was flﬁ‘&shed

QRS & \ K2
Findings: .9 & @© 3 v § @ RS
' i 1 e e
é\” 6§ %@ U treatntg@k (F?)s( 0_?61 ¢ 80°\ Toxic standard
Application < ter @ N 4353 ¢g
é @ %/ha) @ s k& ]@0 kg dimethoate/ha
A D Jha@°  Qr./ha
Mean number Qf®mer @})eet s per N K
replicate % % © 8&@ %\g @,@ 75&®§ @ 795 173
Reduction o@eproducﬁon efficienc@%) <k R v 4.8 &S 9.8 80.4
Srgmﬁca§ compared t con@l SR . not Lo
(Dunn t, alpha = 0@5) @ é@r_ S S) v srg)m@\ant significant St

\ é\a Q N
Conclusions: %
Under the condrtlo IS B, t 0 e@l%gect rate°for g&e beetles Aleochara bilineata was 12.0 kg
roduct/ha ~r~ rat 1 alitsg and ctseQn reproduction below 50% was in excess of 18.75 k
p th i lity,and <f @%‘% produ g

roduct/ha S Q
p % @3

)

N
This stu was alre evz&z%d or the @@ex @tmg of fosetyl-Al.
AV NS
Q ﬁMS Conclusnon a@eptaQ} N S
@° S & Q
Further stt@mf%‘%atr§upp&men@'ng the original DAR summary:
Currentéuld @© Ny -

Reference: ., EAL. (2000). A test for evaluating the chronic effects of plant protection
pro@sts orizthe r {l¢ Aleochara bilineata Gyll. (Coleoptera: Staphylinidae) under laboratory
ar@exte d laborator§ondltlons in: Candfoldi, M.P. ET AL. (eds.). - Guidelines to evaluate side-
effectsr@dPplant protection products to non-target arthropods. IOBC, BART and EPPO Joint Initiative.
IOBC/ WPRS publication, 2000, 1 — 12
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Test endpoints according to current guideline:
e Reproductive efficiency: total number of beetles emerged from the offered fly pupae

Exposure according to current guideline: @ @©
The test units used do assess beetle fecundity consists of a container (e.g. a glass or plastl@lsh ot
cylinder) with a minimum ground surface of 150 cm? with a layer of mms@aﬂz sand (la or@r
test) or sandy soil (extender laboratory test) as substrate. The test unit is c&ered with a lid with’ an
opening that is covered with fine mesh nylon netting. The layer of substra&5 in the cont&r is:at leasH
4 cm deep (minimum volume 600 cm?). For the standargdaboratory t ?Qquartz sand s usé@L as 1
substrate. The particle size should be within the range@g 4 to 0.8 . Before u@rod tlggﬂ@ést
organisms into the test units, the sand is moisteped with tapQvater at a. Hio d:water of ©
approximately 10:1 vol./vol.. Ten pairs of male an @male adult %etles betw@ one a e@ dagé&
old, are then introduced after the application of qu st item. A total ppr(@ 150 omo@ﬁy
Delia antiqua (Meigen) (Diptera: Anthomyiida®) pupae ar@dded\ gyfest %gbstratga urin@sthe
following three weeks as hosts for the beetle Eagvae "r fer 1 OVl ae fron the “Substrate, they
are placed into hatching test units. The puI%se Qﬁ he 1@ chl@nlt$0 r@abl&catc %gl adgts
Aleochara bilineata hatching from the ome&;, fly, g ae.\ 5 % @@
g N O LSS & oA §
valuation according to current gu@m% %, N L)
The reproductive efficiency of Aléochar: bilinéata @s
F1 generation emerged from the o@red fly pupae > & S S
Validity Criteria: Q@ "\% @ @@ @ @Q& S @© LN
5 &

—5
@ K deli @&  Test result

5 O 5 & 7 | S
Average number of beetles el@gmgé)rom thefly e 1n © Q{ 400 (>§6.7%® 881 (58.7%)

the control A
Minimum reducti roduc@ R@%y inthe 2 0% 80.4%
reference item tr ontr recfed KQ &) & @

N D
LN %

Study Rema @6 @ @) eg@j % & §
No major 1fferen<@ wef%y fou@ between % urr@§ guldgne &1% the actual study. Some minor

€

modifications compar @ lin app to the study protocol. These small
imprm@%ents (e.g. tl® mg@of th 1as&beake@ had:«go efféet on the outcome of the study and it

made it easier to ¢ ct thestu S Q\
%?*g% SR & & .
Conclusion: @@ Q @ @ \% L £
The test des@of t stud ®i I&l@e \m{@t e rébommendations of the current guideline. The

validity criteria of the curgg t@gul @-e wefo fu lt@ﬁd.

7o

7
O
f
/

=)
¢ @@%Q\@& &
R R o@ @ N
% @§@\@Q&§
G @ © 9
& \%é@ S @
O VRN
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Report: KCP 10.3.2.1/07 | R 1999; M-184632-01-1
Title: Effects of EXP10369F on the ladybird beetle Coccinella septempunctata L.
(Coleoptera, Coccinellidae) in the laboratory - Final report o
Report No.: RO11815 @ IS
Document No.: M-184632-01-1 °\
Guideline(s): BBA: Part VI, No.23-2.1.5 S
Guideline deviation(s):  none @s & ©®
GLP/GEP: yes N
3 & & @
V\a a N

Materials and methods: S Q>
Formulated product Fosetyl-Al WG 80 (EXP 10369F% S. conte8 g/kg foéﬁyl A@batc&@io
OP990544). <

4 to 5 days old Coccinella septempunctata larvae ( arvae one @vae er tes&glt ere CX@©SC(1 f&

approx. 10 to 22 days to fresh dried spray depo 12.0 anK roddQ/ha @dmi ) on @ss
plates. A tap water control and a toxic refere e (1Q mL/ Aﬁigan 30?@C 1val&gt to @5 g
pyrazophos/ha) were included in the study (@1 nu@ er oiﬁ‘ivm larv}e p pae and
adults was counted at least daily duri%g the Weekl @ da@ L1V lt@“
experimental groups were sexed and tragsterre et@ysepgrate r%rlng es The pre<ovi

period lasted 6 to 14 days and the ovj s1t19r\per1(® Wegks. endpglnts sse@m th tudy

were pre-imaginal mortality (living deaél\larva nd pitpae dugng tl@exp d) ani Oeffects
on reproduction (measured as th Qitnbgof eg pr$ ringxdhe s d thi@ week of

oviposition and number of larvae é@tch%i from@ggs l@ in t@eco ee@@f ov@sm%&’

S 0

Findings: @ @ @7 & @Q ) S é

) I & B
Test substance & C(@‘Ol osefDAl W(@%O (EXPlOS@ ) Toijc@andard
Application S Water 9[12.63%s pr,tha 18875 kdpr./hg > [Pys@Yophos 2.95 g/ha
Mortality [%] QU0 & 109 . Wox, 6&D
Corrected mortality [%8 ‘O & 4t & 786° @ 9
Reproduction (No. 0@%&1&:& Q &Y ,@
egus/female/day, pin £8 @i 5,79-8¢3 -8 1sQ 2 + 65@ ns @@ 7.6+ 6.5 ns

*: the negative V@fe ref@tst lowe rtaht@han ;é@he c%trol § R
ns: differences tstq@cal% gmﬁc @

During {} %Xposure p@d % 3 pupae @the c\ arvasy 6%) died in the control group and
33 larvas” and 1 pup&of th@SO 1arvae £88%) @ed 1rNhe §~10 standard group. 7 larvae of the
50 exposed larvag®! 0%§ MeoN22. 4969 dled\hurl expos%re in the group treated with 12.0 kg
product/ha and A%?arv and s@ the. S larvac™(82. @fo, corr 78.6%) in the group treated with
18.75 kg product/ha oset Al\@ySO S

Surviving Ggyéptengyunct, pro@ced&@fer’t&e eggs per female per day in the group treated with
11.88 kg/hg of EXP10309F 19. @ml f@ggs r female per day in the group treated with
18.56 k. of EXP 1@569F the @)ntr §g “surviving C. septempunctata produced 12.2 fertile
eggs perdemale per@i@ er wQe no sg sticg®y significant differences between the test substance

gro&ﬁ& and the contgp § @\ Q @

Conclusions & @@ &

Under the d1t l%of tes*&a sprg, treatments of Fosetyl-Al WG 80 (EXP10369F) at a rate
equlvalen (nofinal) did not cause adverse lethal or sub-lethal effects on
ladybir: @eetle$o obgérve fect rate). Thus 18.75 > LRso > 12.0 kg product/ha.

Thlgtudy A2 alr@y e§%ated for the Annex I listing of fosetyl-Al.

a R]\@onclusmn acceptable
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Further study information supplementing the original DAR summary:

Current Guideline: S
Reference: _et al., (2000) A laboratory test system for assessing effects m’@ t@@

protection products on the plant dwelling insect Coccinella septempungstata L. (Co@pter
Coccinellidae). In Candolfi, ef al., (eds.) (2000) Guidelines to evaluate side-@ cts of plantp ote@n

products to non-target arthropods. IOBC/WPRS, Gent, pp 45-56. S @\
® <

Test endpoints according to current guideline: {*’% ;%\ "\@ &

e Pre-imaginal mortality (pupation after 10 to 15 &4ys). @Q @\ %@ &@

e Reproductive performance of the ecdysed be(%ges over a2 @@% period. ©§7 QQ ©© C&©

R O @
Exposure according to current guideline: Q %.@ @ & &
Glass plates are sprayed with the compound to b€ tested. A t@fsprdx epo@ts ha drledg? to ﬁlays
old larvae (n=40) are individually confined (&hese@ass nter@e pupal stage. & After
ecdysis (approx. 1.15 days after study initiation)heetlesGre r@ved@nd trafsfe @tre ted
breeding cages. The eggs laid are sampla@v & k%and @wed or ferfitity al
hatch). @} N @}
> & @ @ Sy @

Evaluation according to current @%eh%' ° %, @' @

The number of ecdysed beetles @rec%zv 11y fo ct (co 1 t@ ref@%ﬁce group)
separately. If more than 50% @f thex; ae@xpo t0 Q_/ estjtem @VW @nd gan successfully
ecdysed, the reproductlve petformante of beetl is aSsessedw fteggontrol beetl€s have started to
lay eggs all surviving beetles of tl‘iQtes r@the cc@trol gr%up takgn@@nd fined in breeding
containers. The number_6? eggs Said §‘\In f%nale the §1teﬂ@and %he control group is

recorded daily over two Wee® @ @ \ @ N Q\@
—— S <& @ NS Q &
alidity Crlterla.@ & & X @Q 2

@

m@\f %\\J & . @} é\ Dy §@uid@§e Test result
Average pre@mgul@mort@ty on‘the co&rol e @ A 530% 16 %

Pre- 1mag1%l mortafity in thie refeyence Qeatn;qnt Q %3 40% 68 %

Numberof eggs/femalglﬂay on‘the co@@l ~ AL @A 0 >2 16.5

A @ O & . O & . O

Study Remarks: Q @\7\ RN
No differences fo n% be %en Ee Curl@it gul@hn@nd the actual study. All procedures and
assessments wer @bed the@ulde fge. Slight differences occurred some times
during the s per% @g oL (@:re sing by 1 or 2 °C by 2 to 6 hours. However this
small difference dldn t 1e§‘ eff @on t @stud ikewise, similar differences were found in the
humldl‘:‘@ues for sogae hou the %u y, neyertheless these changes also had no effect on the
study results. Some @erectlc% ere alsqwiadeddr the larval hatch. Instead of separating eggs only
during the 2™ wee@ t@udy 2s rated also on the 3™ week. Due to the high abundance
of eggs (2000 when onl need§ thgghad no effect on the larval hatch. All study parameters
and assessment@&ere then o 1ne%§7 des@bed in the guideline.

O
Conclusio-@ 2,

@
The test @mgn the @@ual dy is in line with the recommendations of the current guideline. The
Valldlt@ﬁel?f th%:urr est guideline were fulfilled.

S
&

§
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Report: KCP 10.3.2.1/08 | Y ; 1999; M-184635-01-1
Title: Effects of EXP10369F on the carabid beetle Poecilus cupreus L. (Coleoptera,
Carabidae) in the laboratory - Non-GLP-screening test o
Report No.: RO11817 @ IS
Document No.: M-184635-01-1 N @
Guideline(s): BBA: Part VI, 23-2.1.8, (1991) @ @®
US EPA OCSPP 850.SUPP @JQ & @@
Guideline deviation(s):  none Q> @ o
GLP/GEP: no o v\% @ N
Non-GLP screening study, not evaluated from RMS ¥ Annex 1 ll@g of Foset@§JAl Q\ %@ g
s @ & 8
Materials and methods: @ & © @

@
)i

Fosetyl-Al WG 80, EXP10369F, (purity: foset % 808 g/kg), %ec@atm@ot@% P 90
under laboratory conditions Poecilus cupreus beetles $ treﬁﬁment up@\yere &grayed@vlth
124 kg EXP10369F/ha in 400 L water / ha (cafsesp 00 lgg

The control animals were sprayed with tap water, %@ 1tally§§L A an E@30 40(@%{3&&@

was used as a toxic standard. o %2
Mortality and behavioural abnormalitiegwerg ?e,cord@& h an@ﬂ &@ IO@d 14 days @ the
application. Frozen fly pupae was p ed@% foongat

@@ 0 2% f a fpa per
viable beetle and the number of [:%@ re mn eate@ n cat @mt d o€glays 2, 4,

7, 10 and 14. Endpoints were @ortality, be%awou@l o~sr me ©od @sus@ﬂon of the

: 9
survivors. o = © X @ Q& @ ®©

L S KRN @ @
Findings: RN & & o S N
6 QO N~ W Q N L9

Test substance ‘N EXP203698 S NN
Test species &) |@rabidBeetlefPoecilifdcupleys ®)
Exposure S ‘v @iézpplu@;lon 0®the satl of thkraysahd thabRetles
Test formulation & OJContkdl «(\@EXP@Z%@F & Toxic Standard

— SO S Wl N OS2
Application @@ 6\ S oL /@ & U 00 k @ /ha) R, 1 L Afugan/ha
Mortality [%] © 8 Y o N o & 77.8
Food Consu@ptlon [N% of fly pupa® D @
/beetle, cutulated over Z&eks}éﬁ 3@% @ D 4'{%8@ @7 35

@ PG O

Observations: PN AN

None of the 18 1es l§ lsé\kﬁay @’posur@ to egposure of 124 kg EXP10369F/ha (100 kg
fosetyl-Al/ha) In the ‘@ tro the @ R beetlss died by the end of the experiment. 14 of
18 beetles ( 0) ) d aféﬁap iieatlop\o 1 L@ toxic standard Afugan 30 EC. No adverse effect of
EXPIOZ% on food con@mp or %: avi malities on beetles Poecilus cupreus occurred

at a rate @24 kg EXRL0369 1@’k t lAL/h !
g 01%;5 @ﬁﬁa( g fesctyl-Alha)
N A9
Condusions: > L N
EXPY0369F apphed at@%4 l@ha %@(%ki®setyl -Al/ha) is harmless to carabid beetles Poecilus
cupreus. @ Q

Su lem el ng the original DAR summary:

Further s @ migrma

Curr %lﬁme
L§%}) A method for testing effects of plant protection products on the carabid
beefle Pgetilus cupreus> (Coleoptera, Carabidae) under laboratory and semi-field conditions in:
Candfgldd, M.P. ET AL. (eds.). - Guidelines to evaluate side-effects of plant protection products to
non—target arthropods. IOBC, BART and EPPO Joint Initiative. IOBC/ WPRS publication, 2000, 87 —
106.
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Test endpoints according to current guideline:
e Mortality and behavioural abnormalities
e Food uptake (number of fly pupae eaten per beetle) @" @@

Exposure according to current guideline: >

Suitable test units are, for example plastic containers (outside dimensions: €g. 18 x 13. @n %
high) filled with 250 + 1 g dry quartz sand (particle size 0.1 to 0.4 mm, at Bast 99% S ox1de

vessels made of glass or metal can also be used; the surface area of the ss&strate must @ave rfaceé”
of 180 + 20 cm? and the vessel depth 6 + 1 cm. The quangity of sand mté%?be adapte fo the size of
vessel (filling height approx. 1 ¢m). Transparent lids shguld allow entllatlo ore@ aq&%ls
are put into the test units, the dry sand in the test iscevenly wetted Q ith 45 + @use %%(@
without disturbing the sand surface. The beetles haw@to be exp to the tes&@ndm st foy

@

3 days before the application. After application offghe test 1tem to @tles the @t un%s the)ére

observed for at least 14 days.
2) > > 6 N

5N
Evaluation according to current guideline© @ QP @ %
1 to®hourSand 1, 2, 4,&, 10 (6@11)@ 14 days

Mortality and behavioral abnormalities ar%sse

after application. W\? N \ S ' Q" s
Food consumption is assessed by thmb&f&of ﬂ%pa&%onsur@d §
(or 11) and 14 after applications. RS §
Validity Criteria: \\@Q &@ @@9 @j@@ o ?;;
S X @ Guideline © Test result
S & AN e
Maximum mortality after® week&in thpﬁntr S 2 hg%%les (@) 70 beetles (0%)
Mortality rate in the ref§ence%eatmen{aft w%@ C@ 65 + 3%% § 77.8%
(control corrected) 2 @ % - a é\ &
Ny O
Study Remarks: @ & " S § N @© @ & @
No major differénces were fmﬁad between curr Shit guld@lne and th%ﬁual study. When comparing
to the guldell in tligpresedt stud®y thecaumbegof bee@s uer %leatment was significantly lower
(18 compa%d to 3@’ Ne\\zl%mhel@s it houl Qe consjdered that in_this specific study, there was no
mortahty@ the controlXJ e, t udy ould have i@ntific@a mortality of 30% as statistically
mgmﬁgﬁ& based on Hisher s@act test. Si % the‘ as nQ mort@)lty observed in the test item group, it
can be concludeat t&%& t0t§mum® o&ﬂ%‘ldlvqguals \hlgh enough to meet the guideline

requirements.
@@ S @ @’ % @©
Q @ $ >
Conclusion; @
The test degn of Qﬁe y i hn Ewit @e requirements of the current guideline. The
validity @rla of the %rrent t@ 1@1’1@@%’% fulfll led.
N

\
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Report: KCP 10.3.2.1/09 | . ; 1999; M-184609-01-1
Title: Effects of EXP10369F on the wolf spider Pardosa spec. (Araneae, Lycosidae) in the
laboratory - Non-GLP screening test o
Report No.: RO11805 @ IS
Document No.: M-184609-01-1 N 43
Guideline(s): BBA: Draft Guideline 1994 @ @®
USA EPA OCSPP 850.SUPP @Q & @®
Guideline deviation(s):  none Q N
GLP/GEP: no 2 o & 2
- < @ RO >
Non-GLP screening study, not evaluated from RMS X Annex I \"il g of foset%» § %,
> @ y Q& s
Materials and methods: @ © < @

Fosetyl-Al WG 80, EXP10369F, (purity: foset 794 g/kg), spec atlo@ot = P980@);
under laboratory conditions Pardosa spec. (20 spfders per tr@%ﬂen‘t\grou e@ﬁl Htle

es
and sand were sprayed with 126 kg EXP]8869F@§@ in éf& L @ter/(con@spondi%g to “}00 kg
a.s./ha). %, @ Q S
The control was sprayed with tap water. % @7

Mortality and behavioural abnormalit @é@ wet&reco@ed @u ‘u% & 1:277 %é 14.days a§ the

application. Frozen adult flies were p@ lde&gﬁ food ad lilkgum. é\? & S
i RS \@ S @§ § &
Findings: Q @ o O Qh@ o o & =~
Test syp§fhnce ™ N @Wat@ treateWcon@f &
Experimental time ; Bthavioyral BehaVoural
Mort%gmy [% ﬁr ties [@’] N&rtag&[ ol 2 ab@prmalities [%]
2 hours 0:Q 7 B & & _qbd x X
day 1 00 & 00y Y OJ0.0« o
day 2 N0 & A 09 S D 0O N 0.0
day 7 L5 ANESHEIRAERNEY 0.0
day 14 SEIEFOIRNEE Y @SN &Z oo

o’ N & ~ 7,
Observatlon@ @6 %© © K@y f?@o% @b ©§ @
1 female sm§er was apathetlc n“Gay L%ld 1§ le sp @r wes 1yin the back on day 14.
S & & @ ©\

Concl&ions: @ IS

13 of the 20 spid \(65%9 dle®y th nd @@%he ermféat after 14 days of exposure to 126 kg

EXP10369F/ha kg%osety l/h% n tl@g ontro or @none of the 20 spiders died by the end of
)

the experlmen@ @ @)

NS
The refer ce toxic sta@r @ate Q/ith@ a Thiodan did result in 35% mortality after
14 days. @a experlme@ was @ in @rallel% this experiment.

Fu{fwr study mfm?nat@sup\]@me@g t@orlgmal DAR summary:

Current Guidéine: & @ &

- et a&%ﬁzo éﬁ method fgy testing effects of plant protection products on spiders of the

genus Pa aneatlycogidae) tfnder laboratory conditions in: Candfoldi, M.P. Et al. (eds.). -
§ ts of plant protection products to non-target arthropods. IOBC, BART

Guide }§t0 e@ ate Sille-e
and E m@we .J6BC/ WPRS publication, 2000, 71-86.

T& nts accordl to current guideline:
ortality and behavioural impacts
e Food uptake
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Exposure according to current guideline:

Test units are, for example, plastic containers (e.g. outside dimensions. 11.5 x 11.5 cm, 6 cm high)
filled with 125 + 1 g dry quartz sand (particle size 0.1 to 0.4 mm, at least 99% Si-oxide). Test pyits
made of glass or metal may also be used, but the surface area of the substrate should be 90 + 20°cm’ &
and the unit depth 6 + 1 cm. The quantity of sand must be adapted to the sizg of the Vesse®”ﬂhn@j
depth of approx. 1 cm sand). Transparent lids should allow air ventilation.gS¢efore the #hals @y
placed into the test units, the sand is evenly wetted with distilled or deionf§&d water s that i1

70 + 5% of its pre-determined maximum water-holding capacity. The W should be ded ﬁhoul@
disturbing the sand surface. The animals are subsequentl)@aced into t y‘\emlts @
If the test and reference item is to be applied with a sprayer, it w @e diluted msﬁ%efo@treatr@nt
application in deionised or distilled water for applicatjon at a rate 0@0 L/ha. A L@the hca@‘n of ©

f@

the treatments to the spiders in the test units, they argbserved forat least 14 da;@ If ef Q sé@ occ
in the second week after application, the test sho Q;'z e prolon&d T a er @ek S o @}
9
\ LN
Evaluation according to current guideline: & @ Y @ 6 S B

The test units are inspected after 1 to 3 h ers r& 1, @ 3, 4@& I%Q’nd 14 days after cﬁyatment

application. If effects in the group treai%;i Wl@ th @st 1te %hady @ecur 190 3d8urs @fter

application, a further assessment must l&%am@@ouﬁ&ppro 0 r@afte e ﬁrst asse ent

On each occasion, effects on the tﬁnm 1§sh0 I@be £¢C rd uld nun@sr of @ve and

dead spiders. Furthermore, all skin &1 fef%les ﬁ\uch § the gumber of
m

animals sitting on the underside 0@1’16 lid (thus é;s%aplg cont W1t e te@ e &) oul d%e noted.
9

Validity Criteria: Q. © C(@ﬂ@ N

alidity Criteria: @ . S %@ @@ . @

@ ui@le . & Test result
] AR

Maximum mortality after 2 wgéks in ,;he co @ (<$ W 6.7% A 0.0%

Mortality rate in thexefere trea@%nt after 2 S IS @i 35%% N 7 35%

(control corl'ected),(@y@dr @ N @ Q S

N NJJ Q & @
FOENOEEN < R CHlEN

Study Remarks® ©\ S \ v @ §
No major diffgrences wer@foun(@)etw%g@ th%*eurr gui§ @d the actual study. The toxic

reference t atment@ notgﬁtese@d in %the S butgwas per orm%l?m parallel. The results from this
fi tment th idit d fq idered for the stud
re erenc@@ea men ma@h idi @r eria,=an &ere Qgéang onsidered for the study.

A

Conclusion: %
The study was n@’ co uct SLP T@fe tes@dem of the actual study is in line with the
requlrements of ﬁ?e cu 11n he 6\@ dlté@lten(§ the current test guideline were fulfilled.

¢’ &
> 2}
5 @§@% &<
@7 N ] &@Q\
%o v\y@%@@\
S S
. O g &
G @ © 9
gE v,
%o Q
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Supplemental information from the literature

Report: kcp 10.3.2.1/10 . I I 00 (4, M-484397, S

01-1
Title: Side effects of different pesticides used in citrus on the adult stage of the para@nd (o8
Aphytis melinus DeBach (Hymenoptera Aphelinidae) and 1@0geny @ @
Report No.: M-484397-01-1 @ SR
Document No.: M-484397-01-1
Guideline(s): not applicable &% S © %@
Guideline deviation(s):  not applicable @ & y\g\ \\ N
GLP/GEP: 1o \e Q@ @© § %@ o
& Q) % SEIS)
Executive Summary %@ Q& & &© o N @© &@q}
5 e ot

Fosetyl-aluminium (fosetyl-Al) was tested on t adult fer@s of’ %phytl@mdl@ to determiife’ the

effects on parasitoid survival and fecundity c

Also the test item had a low value of redu%tlon o%enef@él ca@ty Aecordi

it was classified as slightly harmful. %, N @ % ©@
\ AN S

SN S N %, §
Material and Methods Q@ K\ "\g@ \ v\g© é\? @Q & O
A. Material s & I vY $ E e
. Materia . <& Q N NS @ S Q %,
1. Test material Q @ S @) ® Q) N
T@t ite @Po @‘I)}) W @® @ @@) %
Active su‘ls@ﬁnce(@b E etyl AL'80%) & @Q & ®)
Chemical state and %@scnp&on %rep ed &)
Sour&of testatem: @W § y\?@
LoﬁBatch\%l}l)mber. No@ 0 < §
¢§ l@\f@ No AN
2. Test organism(s) S
@ S@les Aph%ﬁs mel
@ \ & Host: e
Q" Sourde of test spe%s
' Sabols

B. Study de (k%i’)gn and met@l;@ds

1. Test@edure

@’ @@5

Tesu%stem ‘(§§tudy @e) ora‘thy Petri dlSh gsay with fresh residues
@ 1ont> left to dry at room temperature for an hour, then
& % @7 aduQ? emales of elinus (24-48 h old) were introduced into,

@ NS ng ral s of honey as food. Parasitoid mortality on
Q @) @Q °\ Qach Petri di was evaluated after 24 h. Surviving females were
@ ran ed tgy¥ correspondent ventilated container with a piece of
% & @ with, drops of honey and an excess of A. nerii scales.
Q ale@ere left with the scales for 48-72 h to parasitize the
&s‘cs the resulting parasitoid offspring were counted and
@, sex 1low1ng their emergence. o
«\Apphc ion &%}m%@ Tegt item was applied to tops and bottoms of Petri dishes (5 cm
& % Qo draineter) with a potter precision spray tower, 0.7 bar pressure,
@ N @alibrated to leave 1.5 mg of solution cm=[150 L/ha].
@& é\ﬁ @/iﬁ)lifca rate@ 19.2x10° ppm a.i.
@ Number o icates:  4-6
§ @@In ual @;ephcate 6-8
& conditions: The experiment was carried out at 25 + 1°C, a 16:8 L:D
Q© @@ photoperiod and 60 + 5% relative humidity.

&

v
N
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2. Observations and measurements:
Biological parameters measured: Contact toxicity to adult parasitoids; effects on parasitization
activity and sex ratio of parasitoid offspring. o
Statistical analyses: Data on adult parasitoid mortality, the mean number of offﬁf ng ©©
produced per surviving parasitoid, and the sex ratio Sef the@a
offspring (as % female) were subjected totgne-way AN usi
the results of each Petri dish as replicdte? Means wer& sepa
using Tukey’s honest significant differénce test when, an; &s
variance were significant at p <$§§95 All data @getdm@ 0 be@
normalized were sformed beferé’being anal ol oS
€op o e &

& © @ @
Results & &©Q é\g@ Q@ § C&&
1. Validity criteria: Q o & & O &@
No validity criteria defined. N ) N \© & @
= S TN AN
% @ &% IS ~ R
AN

2. Biological findings: é@’%
Table 1 shows the mortality and the reduc%n of eﬁc@? capa@;?}; IS Q @7

% & °
@
©
Table 1: Mortality of adults@f @ s m@nus (‘%orrec@ gg\t ﬁoott&for@ and
& ¢

reduction of bene ity C) a@ces v

Correc mortality] RBC* (% can & ’* e) GHIOBEY” %
(%)(me‘§ S & )@ 29 &
Fosetyl-Al 33593 - © @?T 7 i@% Q T A

@ Reduction of Beneficial Capécity. melty%%fects §roupe%’mto f%ﬁ*]catoeé@les @cordlng\))o IOBC: slightly

harmful (30-79%). & @ @ N
o LN

Fosetyl-Al produced morta@of i@;% wltic dot dl@§r fram the c%\ﬁtrol e fecundity was not
significantly affectedéhe tégy 1te@bad a@w V@ of@gﬁﬁ’uctm@)f b@ﬁm%%apamty

& @
Conclusion @i © %IQ 2 @& %@@
According to {{® 10BOxrite altw classigred ightly har
& B0 '8 é* @ & 8 @r@@

Comment &y the Noti er © % & @ @

v
The st@esults are m@me \%’1 the@vailable reg ory@a fo@&he parasitoid Aphidius rhopalosiphi.

The datavare consgega as-su eg,gental r;;\l & S
~
TP S EF S e &
o O & .9 o .9 @
Q © 9

@7 2 Q & O
N YN
@%
@ \%%é@ < @Q
% Q
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CP 10.3.2.2 Extended laboratory testing, aged residue studies with non-target

arthropods . S

\@ S
Report: KCP 10.3.2.2/01 | . ; 2000; M-238637-01-1 v
Title: Effects of EXP10369F on the Predatory Mite Typhlodrom Y1 Scheuter&@carl
Phytoseiidae) - Extended Laboratory Study @’ \
Report No.: B002979 % § L o
Document No.: M-238637-01-1 N SSURRC IS
Guideline(s): IOBC: Louis & Ufer (1995), Overr@ (1988) @} é\a \ @Q @
Guideline deviation(s):  none @Q @ § é\, ©&
GLP/GEP: yes @& Q& &a Q @@ @q}
9 & & &

Materials and Methods: ?"' @
Formulated product Fosetyl-Al WG 80 (EXP 36(%]3 a. %@’ont&? SOiSO\y@ékg f&tyl,& ba&%no
0OP990544).
Typhlodromus pyri, 5 replicates, each cor&ll%ng @f)ro ym@ per @C@a}mer@ gro@ we %xp(&eﬁ
to fresh dried residues on detached prlmagy eaves of thﬁ W beam&{: e@s vulgaris atNates
and 18.75 kg test item/ha (nominal) in @O L. %ter/h A de@mse ater” s@ntrol@id a goxic refsrence
(40 mL Perfekthion EC, equlvalent t 1me§ate 00 Water@) we¥inclgged in tie study
design. Mortality was recorded o ays 11%and 1{ As entdof pr(gg%tion and
number of juveniles (reproductlo@ndp%nt) wege con@;cte dai éﬁand RN

s &S

@”\9 @K

Test formulation &pntrol®

Findings: § S & &@ o
§tyl-Al WG 80 EXP@S(S% 'I;A\)\J%i)c standard

<y &
N
Application (200 L/ha) "(deionised wafar) kgl Q" [187B kegg® 1658 g dimethoate/ha
N9
@

Mortality (1 week after thg ) G q . - )
application) [%] - 73-@ 25{9\ q@%ﬂ S 2 &\ ?4.0 +£6.5

Corrected mortality §&] K& Q L 097 7 D989 @, 1932

Reproduction rate {¥lean & Y RN
tofal # eggs per\\@@ie)\& 10.2 ().5% @9_,3 &[5 /\~s eva&%ed Not evaluated

A
Reduction of ré%%d e > N, @
(%] u@g}) i & ?\? ¢§ - w\? -

* Slgmﬁ@ce compared@he e@rol (@gf“errom U- t@ alplf@)/OS)\

After 1 week expo@ to ﬁ@mdu@f E o@il AQ}VG , 58 n%tes died and 15 mites escaped making a
total mortality 3% }ﬁioup@me% ith 7. kg/@ and 91 mites died and 8 mites escaped
making a total mort of &% ed \g@ 18.75 kg/ha; in the water treated control
group 3 mitied @d 9 @aped%@totak@ rtaliy o é" 0), 62 mites were dead and 32 escaped (94%
mortahty) fter 1 week of&xp in tOX@) tan group.
The me@ productlor@ate oRie mi %@ gro\lfbatreated with 7.43 kg test item/ha was 2.3 eggs per
female pared t(@@ 2e %g:l{s el\flemale& the@pntrol group. The reproduction in the group treated
with*®48.56 kg tesm;[em/ nd & the@uc @ndard group was not evaluated due to 99 and 94%
morﬁhty, respectively. @’ &
& @ &

, < R
Conclusion % e @
Under the& nditians of test, theo of Typhlodromus pyri exposed to fresh dried residues on
detach%@am lggves es whd bel@ 7.5 kg product/ha.

<

T1 udy wzas alr e ated for the Annex I listing of foset
h dy@@l y§ﬁﬁ d for the A listing of fosetyl-Al.

a Rl\@onclusnon acceptable
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Further study information supplementing the original DAR summary:

Current Guideline: D
Reference: -, S. ET AL. (2000): Laboratory residual contact test with the predato;ﬁite@
Typhlodromus pyri Scheuten (Acari: Phytoseiidae) for regulatory testing of plant protection fpducts

in: Candolfi, M.P. ET AL. (eds.). - Guidelines to evaluate side-effects of plafitprotection produc
non-target arthropods. IOBC, BART and EPPO Joint Initiative. IOBC/ WPKE publ1cat1%, 200(9% 21
—144.

% S & o
© N %\ SO
Test endpoints according to current guideline: & Q@ @@ @\ %@ &@
e Cumulative juvenile mortality 7 days after treatment (day 7)@ %, QQ L C&©
e Cumulative reproduction per females from 7 to day 1@ &) @© @
& &6 4 &
Exposure according to current guideline: @ \
Either glass plates, glass cells or glass di§¢s ar @pra % Wi E\’the %&:atm@s Z(Fprotofi%fmphs
(24 hours old) in each of 5 replicates are e § edt sp .Yo/ residy for f@’dag\ @j
Evaluation according to current guld&iql\ﬁe \ \ NG §
Mortality assessment is carried out dag@r (o &onaﬁx’md %97 at § oduc@on per
female is recorded 3 times from da{@ on ith a)\@m @rval
& @ @ @ \
Validity Criteria: &
Y RS Q@’ m@ K S ¥ &
ideli Test result
N S A g SR
Mortality rate o2 W @V Mean nalltyfg\@ead #@sca 12%
h S & ha g @
Toxic reference mea ort@ o}/ton@mphs Y %Betwe@ 50 aﬁg 100 %, 94%
at day 7 (control co@bécted) & % S
Reproduction (n@ﬁ)er @ggs &e\@fem@e in Qe . Q &) &4 @ 10.2
control from dz(@ to;M) & &\ N <

@

@ @ @< @ @ § e
Study Remarks: @’ v
The design“used in this, stu 1s a rec z@%ns of the current guideline. As
recompicnded by the g&di@ whe Wlt@§ﬁten® lab@atory tests for this insect species, the
glass plates shoul eplated b af rial, &s happened g\the present study.

Instead of exposing the insectsge the @vied résrdues©f the test item exactly at the same time, in this
study the specim%hs v@ subjetted @\fh ﬁ%ren@mm fter application Due to technical reasons,

the relative idi@was fess th{gj60<<@0r (a}@romm ely 19 hours in total on day 3 and 4 after

application.

In the @ous EU ex Iﬁtm f@u the DAR, 2009) it was concluded: “Both the
standar. d the ex‘g ded faboratory s % \h (_,, 1999; M-184622-01-1 and
; 2000 -01 on 7@ rz rwealed severe effects of EXP10369F at 15 kg a.s./ha to

thls\predatory mite. -202973-01-1), in contrast, found lower mortality, but
significant 1mp@ﬁ on reprodthlon ed. Both studies conducted by [JJJJij are characterized
by an extre aria ﬁy r e alr midity and/or temperature. These points are addressed as

deviations i ot %mdle lthough ¢ measurements refer to the climatic chamber (in which the
whole s %\p w S pla an@not to he test units, it cannot be excluded that the test organisms
encourﬂ@ed 'b 1r0n al variations. In the study performed by [JJij the "island-method", a
recer& pr the%est design has been applied. The "islands" are thin glass slides floating on
a r sugface, p feven mites from escape and leads to a very homogenous humidity. Therefore,
the tesuktachieved by were more relevant.”
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Conclusion:

The test design of the actual study is in line with the recommendations of the current guideline. The
validity criteria of the current test guideline were fulfilled. Due to the observed deviations ofair @
humidity the study is considered as less reliable compared to the study of - (

M-202973-01-1).
) @@ &@ @
@ s N
Report: Kcp 10.3.2.2/02 . 2007; M-295474-01-1 <\ ¢ 2
Title: Effects of Fosetyl-Al WG 80 on the @datory mite t4}\*fhlodromu§ @ﬁ, cxtm?cd
laboratory study - dose response tc% @ @) Q\ @ &@
Report No.: 37191062 ©Q 2N &0
Document No.: M-295474-01-1 @ Q Q LN

Guideline(s): - et al., 2000: Lab@y residual cor%ct tc@@wnh@ predétory mlt@ @

Typhlodromus pyri Scheu @

Acari: Phy 11d@e 2r regul OLN! ting @pla
protection products &° @5%5 @7 § K’ %
Oomen 1988: Gu1delm§0r th@valu n of e e%@s of @§1c1des on %

Phytoseiulus persi % é @?
US EPA OCSPP 830.BUPR \

Guideline deviation(s):  Due to the slow vclop@ent at ose a@s (5§ ZS%md 2 <g PEQS duct/h
sex ratio for t progiyction agcsq%gt wa anc 0 in d of
Due to the safe rca and ¢ to ack @Lnt n§mber alegi some

rcpllcatw doqc tes 20 0a .0 1 rod a) t Llﬂ@d seXvatio of 1
male : 5 Lmalw @uld p@Pbe r cd

GLP/GEP: yes @Q @

(& @ & o\ @9 ©
Material and methods
Test item: Fosetyl-Al W@ 80 %s cont%lt 8@§ @1 TO& 075&?00%rk0rder 06008273,
batch ID.: 2006-003 Eﬁier K h ID V al m& 059%@89 specification no.:

102000001579).
Typhlodromus pv§ @1102& @ac@nt 1n1ng lﬁlotonph&per tr@ment group, were exposed
to fresh dried re@duesyn deté&hed ean 1%?68 a‘%}tes ofN.5, %§\20 0, 40.0 and 80.0 kg test
item/ha in 2 Q wagsT/ha. @ delo@sed@% trol &d a erence (40 mL Perfekthion EC,
equivalent % 15 8 f@ﬁmetﬁeate 200 L watega @§ mncluded in@e study design.

Mortahty s recorded m da fter plication, @Pl @4 Assessments of egg production
and n er of Juve@s (r§&uc n e@dpomt@ ere&gondu@d at 3 assessment days within one
week. Q\ & % %\ C& RN
) %\ (og >
TS o5
o O ¢ .09 o O @
ARSI S D
9 XN & @
<) N @%F y %o
T A @ o
N Y S s ]S
v &@\ N
@%
§ O § < @Q
LS Q
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Findings
Mortality ® Corrected mortality ® | Reproduction © Reductlo.n Of;})
Treatment (%] [%] eoos/ female reproduct @
0 () gg I%k @
Control 18.3 - 5.1 > @2 A
2.5 kg product /ha 167  ns. 2.0 47 g3, Y9 &7
5.0 kg product /ha 35.0 n.s. 20.4 2.2 n.s. f(\@ ST
11.25 kg product /ha 11.7 n.s. 8.2 pn 4.5% Uons P W2 A
20.0 kg product /ha 16.7 n.s. 2.0 ;\@ ns. ¢ @3.8 @ @
: S ] BN S $
40.0 kg product /ha 11.7 n.s. -3.2 @\<4 0.5 A 32K @)
80.0 kg product /ha 150  ns. 9 61 . g® 207 @
40 mL Perfekthion/ha N @’ @Q@ Q q @
(Reference Item) 100.0 00.00 @ N n'@z\jf h\ ”\7@ RS
LR S @2 80ARE protucthagy S
ERso A @%%9 > 8@% kg |@@)duct/h@> A~ ~ @>\ @ & °
a) - = i * — 2 T%&; \Q}’ % \&
n.s. = not significant, * = significant; Fishef¥xac t, o 05 @ % Q %,
b Negative value means lower mortality ¢ 1redt®he c«@rol & & ~ N R §
. ) ) L SIS
9 n.s. = not significant; Dunnett-Test, o 205 &S \ @ @ @
9 Negative value means increased reprQe Cthl&mpﬁ@?to ticon tlﬁ&l @@ N §y w\?@
n.a. = not applicable Q @ N ® @@ Q) N
O I SR I
@ N @’ > 9 Q D«
Conclusions @ S @ O
Under extended labOIatoré))cond@ns t@_R, Fos@yl—Al %\/G@» is QQ@%ate%to be greater than
80.0 kg product/ha. & Q° R O
The reproductive cap 1ty of, p)i@vas tagyed , 2.@11.%, 20. O,%O 0 &80 0 kg product/ha.

There was no statistica ly s‘f@mh@&t eff@t on @prod&}lon to a@ mcl@%hng 80.0 kg product/ha
compared to the c

<&
At 5.0 kg proi&% ffe t\bm rep%ducﬁ@n W&@bov @ne t er e of 50% (57.6%) and the
mites were u eve& ut at @bhlgh fStes « effeqyvas brélvow the trigger value 50% and
less mites wé@ ev elgped. T refore it Cag@% a&med at lh@hlgh effect at 5.0 kg product/ha
was not tes@tem related The Ii,g@, 1s X%() kg@)ducl@’d @ @7
Furthc&study 1nf0xr@tlo&®pg&ment@ thKlena%)A&summaw

Current Guideli ? @ @ &

Reference: ET (2@%) bor @ual contact test with the predatory mite

Typhlodronsd pyri @ﬂ:h ( CAKi: osel regulatory testing of plant protection products
@hn ate side-effects of plant protection products to

in: Candolfi, M.P. ET 4
non—tar@arthropods @BC§ RT%nd @PO J&Vﬁt Initiative. IOBC/ WPRS publication, 2000, 121
— 144, \

R

<

Test\endpomts agcordn@ to c@rrel@guld Iide:

. Cuml{ve ] \geml ortality 7 da@ after treatment (day 7).

. Cu@atlve\ tion per femggles from day 7 to day 14.

SHEONRS

Expos@a § ng to-current guideline:
Eithersglass &tes las ‘@lls or glass discs are sprayed with the treatments. 20 protonymphs
(24@ @urs ?@I@) in e@g of§gephcates are exposed to the dried spray residue for 14 days.

Evalu@n according to current guideline:
Mortality assessment is carried out on day 3 (optional) and day 7 (obligatory). Reproduction per
female is recorded 3 times from day 7 on, to day 14 with a maximum interval of 3 days.
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Validity Criteria:
Guideline Test result
Mortality rate Mean mortality (dead + escaped) 18.3% |
<20% at day 7 @\ v
Toxic reference mean mortality of protonymphs Between 50 and 100 ‘V@w &1@0% @
at day 7 (control corrected) 258 o <
Reproduction (number of eggs per female in the >4 % § 530 )
control from day 7 to 14) - X X © ‘&
& AN R
T Z & 9
Study Remarks: Q

The actual study follows the recommendations of ‘@ guideline. As recommer@d by@e &
when dealing with extended laboratory tests for target arthropodsgtlie glass plates were epla@
by leaf material. The reduced number of speci per replicdtes used@n the p tudy“e10 i

of 20) is not a guideline deviation since 6 re&wates@ave @ @an% g e%mex%t tes that for

dose responses testing fewer replicates afe ng&@éd lc@ delingy’is geferring to the
recommendations of Grimm et al., (2001)3n whigly the f@mber<Qf specimeng~per reffbicate 4 e
(10) as in the present study. )%l \\ \\ S S @ %, @t gﬁﬂ
& ENCAE SNy
. Q & N @‘}9
Conclusion: & X @ S

The test design of the actual stu s in l@’e withs the reto dat1®s of @ cu @g&@hne The
\

validity criteria of the current test 1de@1e w%j@ ful@d ©) & @
@ @
« N &

&L e
Report: 10 3@2/03 ,; 2011 M-412084:0321 °\@ f@
Title: ‘E@se regponse toRicity 0)&f Fosety* AL WG 8@ c@he ladybird
Coccigella sepigmpuriCyata 8? der e@endeftglaboratory cor@jions
: % @ % N
Report No.: Q111

Document No.: (& 41208$ 1
Guideline(s): N) C Gui ehné%SCHMUCKI §®al 2 1ed ¢ of natural substrate
©© %{detae&d beaq leav nstea&of lat xtende laboratory test)
S US @A OCS5P 850.SUPE >

Guideline de@latlon(s@’ nome © % &

GLP/GEP¢ yes | AN

& G & @ § o 5
Materials and M ® RN
The effects of the@ 1t 0s -Al WG 80@’ w/w@ana sed active ingredient: 77.7% w/w Fosetyl-
aluminium (LS D478 p 1cat@a 0001& 03, Batch No.: EV38000066, Sample
description: F RO1 @ ater a@No 92; 5@9] We@’tested under extended laboratory conditions
after contact osure 0 ae“&f the yblrdy occidvella septempunctata L. to dried spray residues

of the testffem Wlth rates of QS 64.kg a.s./ha (equivalent to 12, 19, 33, 58 and 82 kg
product&ya, based one é%lyse@ontent of aé i L deionised water/ha applied on bean leaves. The
contr& was treat @Vlth%elon@ @r (2Q0" L/ha). Dimethoate EC 400 (30 mL product/ha,
noriinally equivalent to 42 g a.$vtha, in ionised water/ha) was used as a toxic reference item.

Larvae of Cocgjyrella Septemunctat@L \ﬁre exposed to the residues in 40 replicates per treatment
group with 1 darva @;“rep fe in the tes tem, reference item and control treatments, respectively.

During the@ nts, ﬁL larvae w \0@ d with black bean aphid (4phis fabae Scop.) and pea aphid
(Acyrtho ighon 43 e number of dead larvae and pupae and hatched beetles as well as the
numbe ald %‘3 hatched (F1) were recorded over a period of 49 days. From these data
the § omﬁrtal@ amalculated Additionally, effects on reproduction were investigated.

Z)

All V?@@/ criteria accordlng to - et al. (2000) for conducting the laboratory test with
Coccinella septempunctata were met.
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Findings:
Test item Fosetyl-Al WG 80% w/w .
Test object Coccinella septempunctata L. &@ p @
Exposure Dried spray deposits on detached bean leaves N %
Treatment Mortality 2 Reproduction & N
Fecundity @§ ertility S 7
after 18 days average number of | mean hatchin%rate avera num@ of c
eggs/ % .Jertile eggs/  « 7
viable female/d@ EN g@le fenale/d @
P W
[%] (number}, L% R
Control 22.5 4179 763, I . 3y @
. . . D) )
Apphca]t)lon rate Correctecl)mortahty Q'?Q} @ O\@ @Q 6\ %@ @@
[kg a.s./ha] [%e] é& OQ@Q - S @% @/@%&/ . S S ﬁ%&’
9 6.5 (n.s. 4, 76. & 3 o
15 3.2 En.s.; T 3“.%%9 TR %2 L ~ 9% @j
26 3.2 (ns.) & SAL N O @61 T | 3.0
45 32(ms) a7 w40y S NSNS
64 65ns) O & YNNI AR
LRso > 64 kg a.s./hQ _ 5 S A \J@ RS
Reference item j@ @@ Q @\@ S @J Q
Dimethoate @ N < @ & @)Q E? é
EC 400 613% % ¢y nd & &% & n.d
30 mL e O |v W v L N L9
N @ § SN < &
product/ha % @ S Ko R
(12 g a.s./ha) % &{ © & . S
D Application rate ing2P0 L wa er/l§ N ) S
2 Mortality after sur@@ resi onﬁte bean 163@5 Th‘}ésult&for moffylity in individual treatments
were O @ @

compared tb@at 1n@ con@)l usingyF1s Exa&;%mo@ial te = 0.(%).

3 Corrected mortah@accof&ngt BOTT ( a& S) %@
(n s.) not staq@tlcally mgm;&gcantlys(\iﬁ ;%@p to the cont@ 404

* statistic@y 81gn1ﬁcan 4 1ffe red to the co § ©\
n.d. not determined N
§\ Ss S
The results of thé&cont grm@ndi d thas the test or@sms were in a good condition (mortality:
22.5%, reprodggtion: @) fe@ eggper V@ble female p@rday).
The results“6F the Geferefive 1%@ gr(& d@ated dhat the test system was sensitive to harmful
substances%corrected mo@htg@l 3"/&% % %@
@ ) &@ N
o{%&la‘uon of thMR %edmg@eth ate) Wa \s not possible, since the corrected mortality of the test
item groups did not exc A) Thy refor& he LRso is empirically estimated to exceed the highest
tested application rate, 64 k s /hﬁ@

Conclusions:

ve the lower limit given as validity criterion (average number of
ema er day in the control group > 2) according to the historical database of
et al., 2000). According to that, this parameter was considered as not

uctlv utp @Jvas
e @ pe @iab
the ri test gro@

n‘@ted l@@ e tr@’tme@
&
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Report: KCP 10.3.2.2/04 . 2011; M-413058-01-1
Title: Chronic toxicity (ER50) of Fosetyl-AL WG 80% w/w to the rove beetle Aleochara

bilineata GYLL. under extended laboratory conditions o
Report No.: 111048021 A @ @6
Document No.: M-413058-01-1 N 93
Guideline(s): IOBC Guideline (GRIMM et al. 2000) S @®

US EPA OCSSP 850.SUPP N @

Guideline deviation(s):  The relative humidity in the test room decreased, due to a @éhmcal faul@urn%he
mortality phase on day 12/13 for 11 hours to 47% and d%;mg the
reproduction phase on day 53/54 aﬁ@pphcatlon fo&% hours to %%(the i*egulred@

range is 60-90%). These slight devigtions did not afféct the results
the study. < @ﬁ %”\9 § @ &
GLP/GEP: yes ) & o R @© &
Ve & & '\
Materials and Methods: @ @

The effects of the test item Fosetyl-Al WG 8% w/w@ﬁ’naly@ actme ingredien 7WNW/W F‘&setyl-
aluminium (LS 74783); Specification No.9O102 66001 —03 atc @QO @@ 38&0006(%Sample
description: FAR01374-01, Material No.: 889215 we@teste@lnd T exte d labépato @ns
after contact exposure of adults of the r. % ﬂ% Alegc ara@lme %Gyll@o dried spray res@s of
the test item with rates of 28, 44 and 5 Zkg c@lval fit to 3@ 7 and*67 rod@f/ha) @400 L
deionised water/ha applied onto sa1 Aé” 1). ﬁﬁe co ﬁtre @Aelo%sed water
(400 L/ha). Dimethoate EC 400 &S5 L ﬁ%ducﬁha Y%ﬁnal@%equl nt 7600y a.s./hg, in 400 L
deionised water/ha) was used as a x1c@fere 1te (©) & ©© ©@ ~

Sy o o o SIS

Adults of Aleochara bilinedta Gyll. wer pos&d in %ephca@s pe %?eatn@nt grou@ and 20 beetles
per replicate to the spray wsiduet th § referénce item aﬁ@cor@l tre t@ents respectively.

During the assessments, the begtles were fed with degp froz8) & larvae’ of S Spp.

The number of hatﬁbeetfg ft @@7 1 ger@rat:@was r\ rdeé\overg& perlag 68 days. From these

data the endpoint reptoducti pacity calcutated & LS

Q
All validity crlt@% ©dlng<‘to Grg;?la et%@ (20&@3 for ﬁld@ th&%xtended laboratory test with
Aleochara biligeata §e met, © K &
g . % o\@ ¢§ Q %@
S > T ET
A \@ O SN O
O S
§ RN > & >
9 S @ > S
@ @Q @? O © § (g
A N
S\ L 4+ 9 @
& N @ y R
& 2 Q S &
S @ &@\ O
@%
@ O § < @Q
LS Q




Bayer — Crop Science Division

Document MCP — Section 10: Ecotoxicological studies
Fosetyl-aluminium WG 80

Page 86 of 110
2016-09-01

Findings:
Test item Fosetyl-Al WG 80% w/w
Test organism Aleochara bilineata GYLL. /@ &
Exposure Dried spray deposits on sandy soil (LUFA 2.1) 3
Treatment Reproductive capacity S (7}@
Mean number | Mean number Parasitisation Total nﬁ%er of Effect 0@
of hatched of hatched rate hatched beetles ro ive
beetles of the beetles/ (%) ;01 he F- @) cap@gity ]
Fi-generation host pupa @ neration per v\ (tehative t
per replicate v @tment groréﬁ %@ntro&{g &
& D o~ R C@ & D
Control 573 0.382 O 382 o - 2293 © ] ey &@
Application rate!
[ke a.5./ha] Y D> 1Y m,Q \© ® U
28 531 (n.s.) 0.354%, D" 35 Q124 | 7%
44 477* 0.31% g8 & 719070 4 8 , o
52 448* 0299 . ¢ 999 X 1&@4 N Sow
i QO
Diﬁfgj:t?étgrzoo 10% @}0 0 °7\\ o : Q?Q S < 40 SRS 9®$
QU0 & AT | @9 Q
1.5 L product/ha @) N < @ S S é@ ©
(600 g a.5./ha) ENE R N A IR
) Application rate in 400 L water/ha 9 9 @0 ©) U S w
2 Effect on reproduction accordigg ? 0 the\?%ilowm form@ja: (1 @0% ca@ula‘[@on txact raw data
(positive values represent a degreéased repro %mpared to the@@fltrgl)
n.s. = not statistically signifigantly difigrent ¢gmpare@sto the ntrol D 's m 1ple t@&st o =0.05
* statistically significantly d&%;re%compal@i to @@comr@ DUP@:E‘]‘T s ﬁwltrp!,& est item) or Student t-
test (reference item), o y\(g) 05 Q& Q) 6 ' .
g \ S) % S
The results of the@%tro&group@)drca@ that%e @org @sms were 1@a good condition (average
number of hatc ee& of %Fl ge%erat&ﬁi per ¥ep
The results 1te rou @ndlc%%d the § sys%m was sensitive to harmful
substances (98 uctl@ of reproduct e carfﬁlty)@@ © %@
< ¢ @
Concl s: <

In this extended lab @tory

capacity of the r

a.s./ha. The redu@lon
a.s./ha (equlva@nt to @
Q

CP 10.3

In view of the resui@\p
dee;@%d necessary.”

t%
eet“ie Ale
epr ctiv,

odu
§ \

the effeﬁof F@Qtyl-AM

apaorsty at

O

o

%%"o w/w residues on the reproductive

deter ined at the rates of 28, 44 and 52 kg

1 test
@’

Se@u-ﬁstu@? v@f?nomfﬁrget arthropods

res%ted }%Se

Q@

ates was below 22%. The ERso is >52 kg

ct@as CP@) 3.2.1 and CP 10.3.2.2, no semi-field studies were




Bayer — Crop Science Division Page 87 of 110

2016-09-01
Document MCP — Section 10: Ecotoxicological studies
Fosetyl-aluminium WG 80
CP10.3.24 Field studies with non-target arthropods
Report: KCP 10.3.2.4/0 1 | GG 2010; M-367548-01-1 . @ @©
Title: A field study to evaluate the effects of fosetyl-AL WG 80 on%redatory mites@cari: g
Phytoseiidae) in apple orchards in Southern France IS @ @
Report No.: $09-01000 @ NS
Document No.: M-367548-01-1 Q \ %
Guideline(s): I0OBC, BART and EPPO Guidance ocument (BLUE@L et al. 2000@ N «y\g
BBA-Guideline Part VI, 23-2.3.4 (HEJMANN-DE FSEN 199
US EPA OCSPP 850.SUPP X Q%E g}g Q\ 2 &@
Guideline deviation(s):  none & Q) > ©© Q&©
GLP/GEP: yes @ Q& . S < @
& @ N <
- Q@ @ 2 @
Objective: &

Two field trials were carried out in an apple Gschar % de ?Eune ‘fﬁe S of g fungﬁmde ﬁ%‘fsetyl—
aluminium WG 80 (Fosetyl-Al WG 80) on the %pulatl@ deyélo pm of p@’dat mi (Acirb

Phytoseiidae).
7, AN
o \ @} 6 % \© N §

Materials and Methods: @s% % v
Test item: Fosetyl-Al WG 80 (i@@ g/]% ana@d) @ea{@ho&éj IﬁOO(@W%@bawh ID
EV38000066. o @@

N < @ @ <> @
$09-01000-01 Q@ « T 9 R ¢ @ K
The trial S09-01000-01 1n5ﬁi’1ded§§hree teatmeit grogps, ore testifem, t@tm%t with Fosetyl-Al
WG 80, a water treated cofftrol arfd a reférenceatém eatment @ %

The test item Fosetyl-Al%\’G and the co yol w @appli e tlmes“%vlth § days spay interval in
mid-April. The tar ppl tionwgate for the 4&8t itém W&& ha 800 L/ha water for all

applications. The §re e item ull) W;i@dppl@’ ongg, at the aé ﬁcatlon of the test item at

an application ra

est item and reference item

/ha. Sl; sathe ame&mt of w%@ use@for t

was applied 1né@ co 1 plot G& @

WG

NI Kf?@%@©©§@

S05-0100092 A
The trialsS09 01000- ncl @ reatment @goups&vo 6&@7 item treatments with Fosetyl-Al
a

8@@3. water treat@cogtl@and e 1te@ treatiaent.

The test item Fose@Al \&QE 80 the@mtr%\ere&pphed&hree times between mid-April and mid-

May with a spr 1 of 2 aﬁys "l@’e targ@[ ap@catlon rate was 4.0 kg product/ha for the
first test 1tem treatm @ @z’g pr‘@guct/ second test item treatment (T2). The spray
volume wa - pte@ h@@ctuaggrOWQthag ta 1ng Wlth 800 L/ha for the 1% application up to

1200 L/haat the 3rd appl@atlo ~The ren ulldock) was applied two times, at the 1% and

the 3 a @atlon of t]@ test @n at @ 11c§gon rat@s of 0.7 L/ha. The same amount of tap water used
for the fest item and feference em was app ed k@he control plots.

%o %, S ® @

Theﬁ)opulatlon develo;@%nt @}natur%y o®umng predatory mites was assessed in all treatment
groups by detz@mmg ghz@ber@nte@n leaf samples, using the washing method (Boller, 1984).
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Results and Discussion:

S09-01000-01

In the pre-sampling the population density was between 0.45 and 0.50 predatory mites per leaf. @
No relevant reduction of predatory mites was observed in the test item group (Fosetyl-Al 803@
during the whole trial. The calculated effects of the test item on the predatory r@te populatloan%d
between -25.0% and 1.7%.

For the reference item a maximum effect of 63.5% was observed. The nean numberf pr@tory
mites in the toxic reference item treated plots was statlstlcally significant %duced whe@com@red &Qf@
the control in all post-application assessments (one s d Dunnett’ séxTest Wllcggon T%% sar@ﬁ %)
Test, a = 0.05). V S &

PG

Summary of effects of Fosetyl-Al WG 80 and th%reference 1t@1 on@xedat&g’y mides acc@din&@
Abbott (1925): N %

) . W \ > D .S S
Trial S09-01000-01 S @ NN
Assessment before / after application no. Fosétyl-Al &Q} 80@%} 5 [Reference Itenr[%] &’
4 DBAI w ) | 1. -8.928 1Y
5 DAA3 S I35.00 > 7 A7635P &
26 DAA3 o w06V %, AN Ao g & O
DBA = Days before application, DAA £Days &ffer a dl%:atloaa\\j \«@7 @@ N @J 9
* Statistically significant difference (@\pared to the contro@ N) ® @) @? R
D Dunnett’s t-Test (o = 0.05), one- @orlg@ dat. @® ©©> ©©> N >
2)

Dunnett’s t-Test (a = 0.05), o dedswith trans orme@’data @)Q @ o

3 Wilcoxon Two-Sample Test f&=005)

4 Bulldock & N
5 All effect values are genélsated \%th non—@mde@eanues a Ro $ §
@6 \ é NN
) 8

S09-01000-02
In the pre-sampli ulamo%le % was betw@ 0. :./)(?7" d 0@3 predatory mites per leaf.
The effects of te em {oset lAl “@ 80 e?pphe phree. @mes ¥°a rate of 4.0 kg/ha on the

predatory m1§ onS@mge & 25 ang;,-32. A maximum effect of 25.0% was
observed in the 4M%@ssesstuent %DA%?O In. é@ la%§ssess@ent @ DAAD3) an effect of 7.6% was
observed. 2 @ @

The e \s of the t%ﬁlte oset SAl WG 8 pli ﬁhre@lmes at a rate of 7.2 kg/ha on the
predatory mite pop atlor% anged, betv@n 399% nd -42&% A maximum effect of 39.9% was
observed in the 3sess ent A&) In@é las@sse%ment (27 DAA3) an effect of 25.2% was
observed. R S S

For the refer@ee 1 @ n@mun@effec@of 86b% w48 achieved. The mean number of predatory
mites in the tkic e r§1‘[em\ueate lots @s st@stlcally significant reduced when compared to

the cont@l all post- a%p 1catl§asse%s@@)u%’st -Test, one-sided, a = 0.05).
N
N

S S &9
~ f@@@\@@Q&@@
G @ © 9
@@é@%@
Y O & 9
> O o
s &
@9@@%
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Summary of effects of Fosetyl-Al WG 80 and the reference item on predatory mites according to
Abbott (1925):

Trial $09-01000-02 Q@ Q®
Assessment before / Fosetyl-Al WG 80 Fosetyl-A1 WG 80 @ Referenc f Ibem ©
after application no. 3 x 4.0 kg/ha [%]? 3 x 7.2 kg/ha [%]? mj@ [%] ”2§ (&\@

4 DBAI 3.7 3.1 10 &
9 DAAI 324 425 g%ﬂ 772¥ 9D &f

9 DAA2 -6.0 39:9¢ @ DA QD

5 DAA3 25.0% 29.0% @¥ %6.@ .9
26 DAA3 7.6 95.2% Q . O 64.2% @

@
N\
5 & &L Q
DBA = Days before application, DAA = Days after a@aﬁon N @VJ R Q & @
* Statistically significant difference compared to the c trol@(oDunngﬁs T-test, one@ded, % 0.05% 2§

D Bulldock > ISEER

2 All effect values are generated with non- rounde@mea&%ﬂue@@&y Qg§ b@ (e @g % %
: R ~ \ 6 % @Q @ @

Conclusions: LN 87 e % N §

Based on the results of this study an con%'?ig tw{ﬁ% co@po@g ggdehn Heimann-Detlefsen,

1991; I < . 2000), n é@i tablé eQeff & é@y p@atm@ﬁ (Acari:
S app

Phytoseiidae) were observed if EQgsetyl-Al' Wi rréﬁat a@ h&%ﬂon rate of
3.6 kg/ha and a spray interval (@2 da&,@) ed tl@ee t1 t apph 1 e of 4.0 kg/ha and a
spray interval of 18 - 21 day$@s welhas a apph@tlon@mte 0 k%la and spraginterval of 18 -

21 days in an apple orchar% 1y Som@em g@nce SN \@2 %
~ % § @ @Q K% § §
Request from the S “ o \ ~

N

In the study from N m M@67548
before the applications &id 1 "&leave@ffor ﬁ@ ﬁr

pg@g
reach or to be elpsed Wythe recém ded sit %f 30 es§
populations s@ce rdi gg@

o the ulde%le
reached with sample of, 5 lea @C

you pjfease Vld@furth
the religlaility of the re th1 dy? L
In addition, it is % pinioirth t some @%lﬁ%@t effe&lfs vg@ou‘t recovery at the end of the test are

observed for 3 ap@ ionSat a r@e of’ &@kg %duc@wa

9 R
Response fro BCS@Q @ ©\ @ @
The guidelin€requests thaty ‘m&]ﬁsnu RNof 25 ‘1eave ould be sampled per replicate. Furthermore, if
the mean gumber of mite icate) th ntrea@d control is less than 30 the number of sampled
leaves s @ d be incredged. Ty has @en e ino@ study in line with the guideline requirements.
The nuniber of m pzﬁephc‘a@ 1@11 S09201000-01 is provided in Table 41 of the report.

@ ,%0—75 flower bud clusters

p@tion had to be sampled to
S 1ndi~eates a low density of the mite
0)@e density of 30 mites could be
ata to support the robustness and

tmg the m&n nu r ﬂ@ontrol treatment results in values of 34.6, 44.8, and
129 mltes/sa for fRe 3 sﬁm lg ates This indicates that the sample size was in line with the

guideline reqt& s% Th tist eva@tlon is based on the number of mites per replicate and the
number of 1 e d@g uencethe eypluation. The results are therefore considered as reliable.

The number* o es p@rep §ate in\®ail S09-01000-02 is reported in Table 42 of the report. The
mean ers mites for thgControl treatment are 38.4, 27.8, 173.8, 136.8, and 158.8 mites/sample.

The app @n ?@(38 4 mites/sample) and the 2™, 3™, and 4™ post-application samplings
(1733, 136%), an &quites/sample, respectively) clearly meet the guideline requirement. Only for
th@ ﬁrst@ st- apphcat1$ sampling the mean number of mites was slightly below (-7%) the
recom@lded minimum number. Since the pre-application density and the 2™ to 4™ post-application
density assessments in the control clearly meet the guideline requirements that study can be considered
as reliable since the statistical evaluation is based on the number of mites per replicate and the number
of leave does not influence the evaluation.
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At the end of in trail S09-01000-02 there was still a statistically significant difference between the
control and the 3 x 7.2 kg/ha treatment group. Even though statistically significant the difference was
only 25.2%. According to the [OBC/WPRS criteria are effects in field studies classified as harmleggor
slightly harmful if the observed effects are in the range of 0 to 50%. In line with this classiﬁ&%on@
requires the test guideline for predatory mites (- et al., 2000) that thessampling peri(@needs
only to be prolonged if the calculated treatment effect differs by more than §8% from thegg ntr@t
can be concluded that a difference of 25.2% observed in a predatory mite fidad study is 1@‘[ biokegical

relevant. Q e S
R ° . X
G > é}\ @\\ @@ &
Report: KCP 10.3.2.4/02 | 7; 2013; M—475378-0 ' O éﬁ é
Title: A field study to evaluate the eff@ets of fosetyl.&l WG 80 percédt w/w %pre@ory @q}
mites (Acari: Phytoseudae@\ apple orchar G@gﬁlan@ ©§ &
Report No.: S13-01518 % NN \ & @@
Document No.: M-475378-01-1 @6@3 %\ RS °<§’ R
Guideline(s): IOBC, BART and EPP@%uld@ce Dgtume LUMEL et @OOQ %
Guideline deviation(s):  not specified % @ @ Q S @j %
GLP/GEP: yes %, N > ) @Q @
SN SRS &
o @ o & 9O o & & 9
Objective: NS @

The purpose of this study was to i %%ga&éshor@%d l@er&@fe@
80% w/w on the population devel@)me% of le% dwe@ng p@sen@mt
apple orchard. @ & @ @ @ (S @© %

N @ S L@ @@ @
Material and Methods: (& §9 & > S (@
Fosetyl-Al WG 80% @/ ( nomln@ C(§l Of%actl §4ngre€gent) @os Alumlmum 81.0%
(analysed content of a&we in, n@, Speaificati 00@@24225%’1 B@h No.: EV36003202
The trial included sixXtreatriont @ree ‘i§1tem§ty%atmc@t gr@ps (KI\T2 and T3), two water
treated control gretips (Gl and ai@a re @em @eatment group R. The test items were
applied at three d ere&t@dtes hd t1m§§’n s be*%l en 1nn1®and ad of June 2013.
Test item treaQl nt Tb 3 X 4 duc witltan applicati nter%l of 3-4 days
Test item treatehent kg produ ha, v@t plicadon intérval of 7 days
Test item tfgatment 3 3 X 3 g p @X%uct/@ with @i ap@catm@ﬁterval of 9 days
All spr; pphcatlons@/ere with an agplicatién voltune of 1000 L water/ha. The control
treatmént C1 was aj us S h apphca@o% o& and™T 2, the control treatment C2 was applied at
each application o T}‘fs refe@nce @1 Kgkate Z@n, (0.675 L/ha) was applied two times between
beginning and w@§ )y , fe ajid the last a ,A.:"-ﬁ ication of the test item treatment T2. The
field site was @:ated o@ , Germany.
Natural occéering &pu@m 0§ﬁ predatory  tnites @Acarl Phytoseiidae) were exposed to three
apphcatlo%of the test ite @appléﬁhaﬁd at thf€e different rates. The population development of
predato@ltes was as@ssed@/ deteﬁhml@the t&% number of mites on leaf samples.

(D’—h
%Er’
° 25,
é%o
o/%
)
& x>
5

5 5

Dates s"of experlméﬁtal %@( @y 2@@01§§eptember 19,2013
@

Results: %n § & Q
The mean %@)ber%@f itegyper le;% afe first application was between 0.38 and 0.57 in the control
treatment €1, befween 033 angd”0.73 1n the control treatment C2, between 0.31 and 0.40 in the test
item trent , b twee 0 and 0.40 in the test item treatment T2, between 0.32 and 0.52 in the
test i€ treafthent ndsbetween 0.00 and 0.03 in the reference item treatment R.

l@ctthe 168t ite@on the predatory mite populations ranged between 12.1% and 26.0% for test
item t @em T1, between 12.4% and 42.3% for test item treatment T2 and between -40.2% and
29.0%\9dr test item treatment T3. The difference between the predatory mite numbers observed in the
plots treated with the test item was not statistically significant compared to the control at any sampling
date. The maximum effect was 26.0% for test item treatment T1 at the third sampling date S3
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(6 DAA3/4), 42.3% at the last sampling for test item treatment T2 (30 DAA6) and 29.0% at the last
sampling (26 DAAY7) for test item treatment T3.

In the plots treated with the reference item a maximum reduction of 100.0% was observed at se
sampling date S7 (27 DAA3/4). The reduction in the reference item treatment was statjs

significant at all assessments after the first application (Pooled T-test, Satterthv&%te T-te
test, all two sided with o = 0.05). S

v

h
ally &
st or @' 0X0
< &

o

D
Summary of effects of test item and the reference item on predatory mites ace&yding to Abl@(ﬂ@ 9

Smwle | g pae | gt | Carow 13 ] s Ts) | Shemi | <7
%19 [%] 9 O %l & Q %KY [

s1 ;1‘/]0)5%;0113 '1'9®@ 03 I f@.l @%@

SI-R 84]7(])36‘;‘21013 2@16%)/ o O %@-2.4}@@\ \%J 625

2 oemors g | & Bl S g

53 ?71/)(%230/?3 @}% 2@9\ o . &§5 &ﬁ ;\© P 97(5§

S4 ;01/)(%%13 &©g %'\@ § d %>© § @ &@57‘8*2)

$5/69 37]?(‘%2%;35 DAAT @Q & 2 m@@ @@:9 ((%@ b@vzox@@ %\ 97.6%2

N T AR I T

T A I il B S B

&
DBA = Days before appljeatio AAtgrf)ays after a@%atio&Sl-R@peti‘t@n of 81 ~
* Statistically signifi difference pa@ the@ntro@’
D Pooled T-test, twﬁed @& 0.@% 7, Q
) A

2 Satterthwaite T-gst, twiy sided (g = 0,05 N

3) Wilcoxon tes@@w sided (a 7.05) & %

4 All effect values aréggener wit non-rounded){%‘én Vg%ﬁs w
3) Samplin§@5 and S6 an&ﬁsampl’ S8 S9 w@e perfotined @y the sagpe day
S O X L < N
N o O s« © L, 0
Conclusion: . NN :

NPT S AN
Based on the resﬁf thl§st1§nd a%:orduggto theyeorrgsponding guideline (- et al., 2000),
no unacceptable fe@n p tory%ﬁiteb ula‘g@ns ( i: Phytoseiidae) were observed when the
test item Fosegyl-Al 80 /w Was a ied 3Qimes &application rates of 4.5 kg/ha, 7.5 kg/ha and
3.75 kg/ha ifQ000 (HvatetTha inan ap@» orchgrd. &
AN OO o @

5 § ¢ &g
o N
Request from the RMS: @ @§ 4,
In thié%’study from [ .5 201y M-495378-01-1), the number of mites observed per sample

(150-200 leaveer samn| le)&@ems@) indicate a low density of mites. Could you please provide
further data tocsupporg the stng@@and the reliability of the results from this study?
In additionQHe observe fects Up 16226% (T1: 3 x 4.5 kg product/ha), 42.3% (T2: 3x 7.5kg
product/h&), and 9% @@: 3@97 .5 kg product/ha) are not significantly different from the control.
FurthergXplanatons are re{@red to support that these effects would not have to be considered as
biologieally dignificant. -«
S
cL T

&
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Response from BCS:

The guideline requests that a “minimum” of 25 leaves should be sampled per replicate. Furthermore, if
the mean number of mites pre replicate in the untreated control is less than 30 the number of sa@ed >
leaves should be increased. This has been done in the study in line with the guideline requiremegn @
Table 32 of the report is listing the number of mites per sample. All single control replicates e@eede

the number of 30 mites/sample. All mean numbers per sample are between 3 nd 110 m t@ a %
clearly exceeding the guideline requirement of a mean value of 30 mites p@’ sample ¢ statistical
evaluation is based on the number of mites per replicate and the number%f leave doe&t 1 ﬁence@
the evaluation. The results are therefore considered as reliahle. \ @
Concerning the observed differences of T1, T2, T3 fg~the range %6 to 42. 3% in ds tdZbe @
considered that the test design is appropriate to d&ect effects ofymore thansg@% stau@all%y%@
significant in 90% of the cases as stated in the gulgn t al., 2000) @mhe ,@es thg
predatory mite field study guideline indicates thag-the assessmen ne@ on %0 b@rol%%ged 1@1@
effects observed in the treatment group exceed 50%.

According to the [IOBC/WPRS criteria are ects fiel@udl &la ed a@armféss or 2sgfightly
harmful if the observed effects are in the rangg of 9\;0 50° dbservey 1ffe@i’1ceb%re th ore{l@t

considered as biological relevant. \ N
& \\ > @ % O & §

CP 10.3.2.5 Other routes @xp&%ﬂe @‘ nm@arg@?art@po @ @

N
No relevant exposure of non- targ@rthropods %Fxpe%ed by er r@es po@%
@ & v L @ S ©Q
& AN @Q & S é
CP10.4 Effects on m ta t so@mes@and fnac@auua@ %

N
The risk assessment proeg% é) ows @e re emmts a &uen itkthe C@mﬂ@&rectlve 91/414/EEC

(Annex III), Counc11 D1rect 97/@/EC nne I) th@\GUIdale\Cge D@lmem on Terrestrial
Ecotoxicology. §9 & &\

@ @

§ o @ % @ & & @@
. @) @ &r

Predicted en @)nm al C@?cent ions ed;@ﬁ isk ssess@t

The PECsoit v w ate taken from cuméﬁtM - Sectibpn 9&@

Tabl 1@0 @1) I 't@y @C N@l (b\ld‘@n W@@ the tier 1 risk t)
able : nitial ma s ues (bo es e usethin the tier 1 risk assessmen
@ RV \%
; \
Compound Q I())rclmrds Q) \ & S
@ gll maé\\g\ @ @ @
Fosetyl-Al ©2 | 3920 g a.s./kg dws IS
Phosphonic @id O 3.930,ig pnikg dw@ Q @&
N A Q \ @\

Table 10. -Q;: PECsoil accu es ( %ﬁlng, d@)th @cm for plateau calculation; bold values were used

in the tier lSk assessm

& @

Compound =« ) @ Agﬁ‘chgpas

\ @ PE@, plateau S @ PECsoil, aceu *
@° dmgkgll & [mg/kg]
Phosphoniggcid 2.535ng pit/kg dws 6.462 mg pm/kg dws

2 PECsoi, acc&@ans {Z]%ﬁe Sun@E%l max &@%}Ecsml plateau
@
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CP104.1 Earthworms
Table 10.4.1- 1: Endpoints used in risk assessment o @ N
p - @ﬁ(\? 43
. Test species, . . .
Test item test design Ecotoxicological endpoint @&J@ Refere%e ©®
Eisenia fetida %
Fosetyl-Al . 16 mg prod./kgdyw
reproduction NOEC 69
WG 80 . . 44mgas/ dws
56 d, mixed
Q
l]:;gve?ici/‘/%l.ic/a - @§ &U ;& _ :éx
production, NOEC % >498.79 Qg pn%keg dws! -1
L 56 d, mixed | @,
Phosphonic acid — -
Eisenia fetida 6@; E T.; 2009;
Reproduction, NGEC <&ﬁ9§mg ]i%?kg ] M- 3%7177 83’ 1
56 d, mixed © v | kCASs. %‘1&403 .

dws = dry weight soil; a.s. = active substance%rod j@’rod%(f@pm })ére %taboh@ ©
grey typeface = study is part of the Baseline &551

9 Values were corrected for a purity of@I.8% phosp &ﬂc a{‘éﬁwe @%y Vig}m 1ch 1 ual § 9.9%
weight by weight. Test substance pogagsiuntsalts of! osphéjric ac asa 51ty her fore one L
of test substance weighs 1397 & and @ntainss 418 tg\\ﬂph(gqhonlc / 13 0% ) with a

weight/weight purity of 29.9%. Q & S @
Bold values: endpoints used for fisk aqss%ssmen@’ @j@ @ @ @
SNSTEERN AN @ @
Table 10.4.1-2:  Ecotoxj Egic&endp@s — earthwofdh ﬁeld%tud@ith f%%’%ulatég product
- i SRS
. Test Speci R
Test item tes¢ desi § & Ec x1c@lcal é})ou& « . @ Reference
tural earthwétm | @ v @) S
aun %eld st@r < @© @ @
@ ) Jong-térm NN 2 @&
O M & 1834 kg grod./ha(pc + 1°
(§® 6 @) © X licatton of gr) + s 2010;
Fosetyl-Al WG80  |apcluded th 1+ NOECH e Jha | M-398002-01-1
.9 ap}éca;ltion and <\ & o 1%@;" ali 2 ti.on of ar) KCP 10.4.1.2/01
NS 3"@pplication at Q
&@ affd 30 d@after I Y . S ) o\©
@Phc&%n S 1O O & D
S O
& & § FFvs &
¢ o .9 %
Risk assessﬂ@nt foﬁ&ar%@on&\ Q\ @\ >
L9 9
Table 1041-3:  TERcal ? {6t ea 5
able (@i B @agu@ ions 161 ea r@voi@s
> @ IS . worst case
Coﬁpound %pet@ stu@s type Q @Q Endpoint PECsoi,max | TERLT | Trigger
[mg/kg]
@° L o & [mg/kg]
Fosetyl-Al WE 80 éﬁ%ﬁhﬁé@m, reproduction’ | NOEC  254.4 1.920 132.5
phosphoni&% Ear@orn@eprod’@tion NOEC  >498.79 6.462 >772

All TEB Val@ §@te %@fth the worst case PECsoii, max Values clearly exceed the trigger value of 5
m%@ ing tH4t nodnacceptable adverse effects on earthworms are to be expected from the intended

of Fgsetyl-aluminiuth WG 80 (Fosetyl-Al WG 80). This conclusion is also in line with the results
of an @ailable earthworm field study (il G.; 2010; M-398002-01-1) which indicated no
unacceptable effects after the application of Fosetyl-Al WG 80 at a rate of 184.1 kg prod./ha followed
by 2 applications of 97.8 kg prod./ha.
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CP104.1.1 Earthworms sub-lethal effects
Please refer to Document MCA, Section 8.4.1. @"
. N
@ g
CP 10.4.1.2 Earthworms field studies @b @ &)
© S8
Q S
Report: KCP 10.4.1.2/0 1| . 2010; M-398002-01- 1@\% © § @2
Title: Fosetyl-aluminium WG 80C W: Eff@of spray application on the %%hw&m Faun@
within one year Q@ v\g g
Report No.: R09-152 N O %@ S ISENS
Document No.: M-398002-01-1 @ R @ >
Guideline(s): ISO 11268-3 (1999): Soil quality Effects of[alutaﬁg on -~ Part &
Ko @ @
Guidance on the determindp infield,si @iations; S
06): chnn&gl N

recommendations for thd updat®o

a1 ?F ield@est Guideline ISO
11268-3): YO { 2 o

G v
ISO 23611-1 (200%)y; Soil gualit %Sampl@ of sm&{rnver@ate@\\g Part 1 and§
sorting and forl@#n extgaetion @arthz{@rms o Q>

Guideline deviation(s):  none &N X S 2 @ S
GLP/GEP: yes ©Q S WS "N & §) @@ § &
Q > & 9 .0

Objective: @ &@ @’@) N @ S @
The aim of the current s was to ideqtify po@ble %ffect&% th@ 101 e F@etyl aluminium
WG 80 (Fosetyl-Al WG 80) on énatur@rte @ecrﬁc@arthwo munity ong, grassland area in
Germany. § & % @ kS

- SCHE 6@ S §
Materials and Meth@s @ S

Test item: Fosetyl@WC&SO (8 ]@/kg@setyl ﬁum ar@ysed) @atc&f% EV38000066.
)
The study wa, du(@kl between 04 2@9 and27. %?1 0 @grasﬁ%&nd (meadow) near ||| |

{ Germany q(’%Fhe study e s1gn©sorn fised the test item with three
application&(first apph&ﬁtlon Lé%?l 13‘[@ conc@frra‘r@n2 + gitigle application rate), second and
third a@atlon 97.8 kg 1-AKWG 80/ha) frefer%@m 1 (approx 10.0 kg carbendazim/ha)
and a control (tap r) o& th refere ly one application (0 DAA) was performed. The
control was treate “%“lth tﬁp wa thr ap 11 ions. Each treatment consisted of four
replicates. Earthggo ere s1ng§a co blnggof excavation/hand-sorting and formalin
extraction. S plrng@%er “&)ndu@ed 0 cation (pre-sampling, 10 DBA) and three
times after tho ﬁrst@pplgon abpro \one imth DAA), five months (148 DAA) and approx.
one year (333 DAA)) aty-werecghalys@d using for the one test item rate recommended
non—par@ ric (Mann@W hltrgéﬁj1 T@t) st@stlca ¥§l“ocedures

The@%’e -sampling 613 the @ct@te Wed@}at the criteria recommended by [} ez al. (2006) for
conducting earthvgorm 1eld s L@ies re met:

1. Total dens ¥ 1 ceart ividuals/m?;
2. Sufficie abu rep sent@ives of the two ecological earthworm groups ‘anecics’
(Lumbl% estr@ an end(?@lcs (Allolobophora chlorotica, Aporrectodea caliginosa).

genel of @¢he study field was confirmed at the pre-sampling, i.e. no significant
drfferenc any ¢ the three treatment groups occurred.

S
&

2 Estimated concentration level after repeated use of the test item
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After the first application, the measured residues of the phosphonic acid in the soil samples were
within the recommended range of 50 to 150% (67.6%). The results of the soil samples taken after 2™

and 3" application needed to be corrected by the residue concentration existing in the soil prior tgthe
respective application. This resulted in recovery rates of 79 and 32.1% of the nominal red &
application rate (converted to phosphonic acid equivalents). The low recowery rate after@e lasf®”
application could be explained by the high variability of the replicates (-22, 68522 and 617% QH?@
recovery) and other factors that possibly influenced this recovery rate. Ho®ver the a lysis «f “the
spray solutions from each application confirmed that the actual desired {&st item coneg tration wass
correctly applied to the study field (= 10% of nomi concentra(ﬁﬂ) Hence éxposuzrg “of
earthworms to the desired test item concentrations could\pe conﬁrme@@r all three 1%@15 @ &@

Findings: @} & é\g Q @§ @g}
Earthworm abundance of the study field was sut at each sanmiplinée Ven@‘BO 690 131 and R4
individuals/m? in control plots at pre-sampling OF irst, secor@andf&hrd pli respgy%ﬁvel@ see
Table below). The earthworm communit com ed e@ht ferent, speqies, repsesenting all
ecological groups (epigeic, endogeic and anecic ear wo@é) Thrce o@ese @’eme&(/lllol@gophom
chlorotica, Aporrectodea caliginosa and E&mbmg@é te &trzs) Were an nalysedseparately use
abundance exceeded 10 1nd1v1duals/m Yﬁ’ thm%ntré%lots leasg @ne éemphng eve§after
application. Q

No dead or moribund earthworms v@ op ‘@e S QI@urfaé@’of téﬁlte @ate@udy@lots after
each application. The total bio hworth as si redu@:d insthe reference item
treatment by 51, 64 and 34% gomparet e@to t%con ﬁrs‘eg seco %} rd poﬁ application
sampling, respectlvely Furth@% the mtal number o@éarth@orm s s%nlﬁca ed by 23% at
the third post-application sal%phn
In the test item treatmentseno sta@tlca g ant adverse effec@n a@danes%r biomass of total
earthworm population, total a%lt and e 1@ eart orms morphelog groups (tanylobous

and epilobous) o ﬁle species T prese atlv of cazgjecw d endogeiesearthworms), could be

detected at any of three pospl on s@phn@ Ver@ (appr@( onémonth, five months and

approx. one year()y @\@ & . Qg é\ §9 @& §
S Foe &E s o &,
g \@© N
& F§Es T
S S A &N O D
F I & & o
5 & & & .=~ o
) TS S
o N .U O .0 @
Q O &N NS
Y S K 9 O
3 S & W2
@’ 2 @@o%
N Q\ S S
> ‘2§@0@’Q@@
S @f&@\@&@
@%
RS
% Q
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Summary Table: Mean abundance and biomass of the total earthworm population, total juveniles, total
adults and of the dominant species, L. terrestris, A. chlorotica and A. caliginosa in the control, the test item
treatments and the reference item treatment

Mean (n=4); In brackets: the percentages compared to control; Statistic: comparisons test item treatmeg$s’ vs. @
N
control: Mann-Whitney-U-Test; comparisons reference vs. control: Mann-Whitney-U-Test; bold: si@; icantyy
from control (p < 0.05) S @ @
&
Abundance (Individuals/m?) Biomass (¢/m>) A .
Sampling Samg}i%g @ ] % %
Treatment | Pre® 1° 2¢ g Pred. (10 w20 S [30
Control  [2303 [199.8 [1305 [2243 |1608 |93 @ @9) 4055
2425 1960 [163.50)> 2455 {1728 |88 689 1215,
Total Fosetyl-Al o o @f o9 5 ®0 X @0
carthworms (105.3%) | (98.1%) | (1253%) | (109.5%) T(1047%) | 3#.0%) (114.4%) | (86.4%)
@) L/
Ret 2493 [152.0 . 128> 133 @46.46\ 210 @i.s
elerence ¢
(108.3%) (76.1%)(\%53.8@% (7@?%) @%05.@%& (492%) (§>65% (66.5%)
Control _|918  |678 « |6l 55 6210 521 o 429@% 88,0
113.0  |733% ) 723 NOES @9 P19, |45 757
T Fosetyl-Al 0 o (@% 6%’0 0 @ o
otal adults (123.2%) 1%(118,0%) | (10%.0%) @1169@ (993%) £r07.2%) ] (86.1%)
106.3 §§8 NNETN AN 1 Hue, |26
Reference
(115.8‘@ (72, 0@3 &49 0%, (10;@%) &.7%{\@(34.%% @Q07%) | (71.1%)
Control | 1248, |1265 @653@ 1328 dpll O 399 136  |462
FosetvLAl 1473 %168@ 838 |T46.8, @ 308 336 Q76 [394
Total juvenil |~ £94.4%) (92@%’) @8.4%? (110.5%) | (€96v)| (846%) | (128.9%) | (85.2%)
et 1348 700> 7@@“ 1.4 s 2@ 6.6 23.1
ren
elerente, (bﬁz% %}74 7% (5@ %) 1455 \(55.9%)" | (100,9%) {@1 0%) | (48.6%) |(50.0%)
Contrdd {665 &5 &@ 19’5 S 46.3@ 79 1.8 8.5
Allolobophora | @l \ 640> [560 24, 8’\ @31 & 69 2.7 13.7
chlorotica Rgay j§>> (@9.2%)(\(101&8@@3 (b4 4%)@4175.'@ (103%% ) | (106.7%) | (155.6%) | (161.6%)
(endogeic) | 683 ¢, |470 of?’.s 3759 |85 6.6 1.1 7.7
pRererence
N 5 (é?&%) /@%S‘V) >'(6%;)@)) EY1%), §105.8%) | (102.0%) | (62.9%) | (90.3%)
Control @ |1 78 a0 [360 36.5.. 2 [10.0 10.8 13.9 32.0
Aporrectodea Fos@l@E 26.0 & 20.\6@ 1420 é& 305> |14.9 12.3 17.7 25.0
caliginosa 9 (14@% AM2.7%).[ (116,7%) @6%) (148.9%) | (113.9%) | (127.2%) | (78.2%)
(endogeic) @?ngere @@V 24,0 \913.0@ 2107 (B4 12.2 8.0 8.8 49.1
}@16. ) (7@%) G8.39%0Y | (150.0%) | (121.6%) | (73.7%) | (63.1%) | (153.4%)
o] Control @?0 ;& 16.0¢,  |23.3 56.3 44.6 29.8 559
Lumbricus > | g @ %ﬁ | 23 5& ) 18.0 56.9 445 28.0 45.6
0ose
terresteis X 13.8%) | (198 %)w®6.9%) (77.4%) | (101.0%) | (99.8%) |(94.1%) |(81.5%)
(anecic) 27,69 NNE 3.0 56.5 6.8 32 4.2
Réference <@
é a 4.9%) (20.5(% (12.5%) (12.9%) | (100.3%) | (15.2%) | (10.8%) | (7.5%)
= Pre-treat tsa@l’ing days beforeagplication)
b= 15t postfreatmefisamphiig (~kyponth afier application)
¢= 2" peptrea 1056 /X t sa phn months after application)
d= 3rd g&st tre@aent *12 months after application)
@ @@ v @

&
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Conclusions:
The current study meets all criteria required for a valid earthworm field study as requested by the
available guidance for earthworm field studies (ISO 11268-3 1999; - et al., 2006). A ey
sampling dates (39, 148 and 333 DAA) after three applications of the test item Fosetyl-Al WG @

fosetyl-aluminium) the abundance and biomass of earthworms were not élgnlﬁcantly @ecte
Therefore, it can be concluded that application of 1x184.1 kg (plateau@oncentratlm& si
application rate) and two following applications of 97.8 kg Fosetyl-Al W& 80/ha hav&no adyérse
effects on natural earthworm field communities. 2]

N @))
A X
€ & o N
Q @ v
Request from the RMS: Q> C&©

1§ Q)
Further results of the study from [JJJJi (@ G.; 2010,M-398002- 0&1@) sho% be, Turthey

justified. Without these precisions the reliabili this sm%couldé{@ cha@ngec@urm@ the @r

review process.

a) The recoveries of the soil concentrationter thng@pphé%ﬁon quie> low %d below the
trigger of 50%. One replicate indicates %nega}@@ recééery @%) @mch 1S 1fﬁgdt to erst{nd
without further explanations. @

b) More details on the statistical ana y fs of th%sresu wo c@e s@le ane ] n@gﬂortan@ects
of the reference are not statlstlcy s%u icani{i.e. @L% 0 fecté}on t@ ad abun@nce at

sampling 2).
c) The relevance of the lower a@ldal%e (83 %) a@) bio \ (7@4) &Apo@btod{ﬁ’cahgtnosa
compared to the control at thg, last sampling;date $hould p-disgiissed. S
d) The trend of effects on L@ncu%%terr is sho@’d be{‘dlsm%si@ as@e abur%anc@ d the biomass
of this species had a decteasing peréentagelcompdped to the control, d&reasg during the stud
p i« g p geh gg compdse gatrol. & @% uring y

duration. % § @ ©®% %, %@ @
v .9 O o . N O
Response from BCSeY @ % S O K S

a) The amount (;ﬁn tance@set actﬁ%\l a&%ﬁhed@ glven in Ta&e 10 of the study report.
The rates can b 1 svolunies of sgray Si%tml@the @n [ active substance in spray
solution as a% verifi ed ‘and thep e residha lumes maiﬁing in the spray tanks after
application. m da low Por the@alcu%tlon @?t 1 ratgyof foggtyl-Al applied to the field. The
actual appl@atlon rates (mean a@)unts%)f te@iem pér hectare) "3: e test item Fosetyl-Al WG 80 at
the thre plications @te thas We@thin the ragge of@&10%f target amount for each application
(see Table 10) indicatféig tha@e amounts@@tuall@ppheﬁ’ to t&q*leld were correct.
With fosetyl-Al un@%01@ ver@st ml@oblazlg\rans formation in soil, phosphonic acid was chosen as
analytical target des%be t]@éxposu\re oﬁé@th%o S t@@the relevant residues from use of fosetyl-
Al
However, phgs hon@©ac1déﬁ’ovedstn be &@fﬁc’u@t an; @:ﬁal target undergomg spontaneous fixation to
soil partic%s following its co ‘@t @? . Being called as ‘ageing’ of residues it is a
commo ervation feg ‘or 1@ ca @a cont%nlng chemicals, but also observed for ‘inorganic’
compounds like p}@shon%es anipho e phenomenon was also observed in aerobic soil
de ridation tests.

e analytical method for det@nn 10 @msphonlc acid was fully validated according to actual

N

standards for @é) m thods extr »\ ffon, use of aqueous ammonium or aqueous sulfuric acid as
solvents. In Ver weré%hlgh for lower test concentrations in soil and from use of sulfuric
acid to be epta of 69@ about 100%.

alnf$ (the @nou as set to the standard minimum rainfall amount of 10 mm/m?) was

Sufficie

regard&gﬁ ssars\to ensure the transport of fosetyl-Al residues from the grass to soil and to enable
the fdll forn@ftion hosplonic acid from fosetyl-Al.

R@ ues@ fosetyl-Al were allowed in this study to age typically for 2 to 3 days after application in
the fi efore soil sampling. However, since phosphonic acid was not applied directly to the field,
the formation process (separation from formulation ingredients, change of physico-chemical
characteristics from fosetyl-AL to phosphonic acid) increased the variability (i.e. inhomogeneity) of
the distribution of the analyte in soil samples under conditions of the field. Moreover, the ageing
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period to fulfill the 10 mm criterion reduced the recovery of phosphonic acid significantly by, as
indicated above, fast formation of non-extractable residues in the silty clay field soil.

While the use of ammonia as a mild solvent did not result in high recoveries from this silty clay fgld
soil, extraction has to be regarded as harsh by use of sulfuric acid (0.5 M). Its use enhanced recoveries, &
but the harsh extraction resulted in darker colored extracts difficult to analyzg. The use of @y eve
harsher extraction method is not recommended since it would further degrade @#disturb the {gﬂ m@(
which is clearly not the objective in development of analytical methods. @’

A calculation of residues after each application and shortly before the ne;%apphcaﬂon& nteck'@
in Table 7 within section 5.3 of the analytical phase repo the attach ent at the eni?f the gport. Y
In this study, the recovery values of the 2™ and the 3™ dpplication gﬁcalculawd btrac@bn
of the phosphonic acid concentration value measuged directly re apphcg& lue )
obtained after application (‘differencial calculatio hey were Ven in Tabl@?v of t e@?‘t
illustration in this document a table is compose '42;"’ the two ta @entl e in whic
calculated recovery values from Table 13 are 4dded on th@ght@ Ta%ﬁ f 00 se%@t \'\ (See
below). 9

Following the 1*' application, the recovery@)f p@@pbo@ﬁﬁf am@gwas@

f@

6%@)’% thg 1’101’1’11@%1 V%
d

(average of all replicates, value correcte% by, e@é reco@ry 91?@ Foll§w ing
application, the recovery was 79% (ave&%e o&ﬁ re%cates Qalue @% ec,t\ y @alytlcal reco@y of
91%). These two values are thus we Veq&% thr 1d ({&50 Q
Unfortunately, the differential cal or y es ?Qphos@om 1d T Ver eythe third
application in comparison to the Very da s%ef e&h tre nt r@ulte%% cqs&@f replicate
owe@ alue than expected

T1 in a negative calculated va ‘g@rec 1n@ of:
(+22% recovery). The value the mhert o reph@tes (%68% @

of recoveries expected from ‘the 1% and th
The inconsistencies in these ph@pho
explained by a certain 1n§hom
phosphonic acid res1@es to

The table shown

detection i

report inclutjg@@

the

o

2

aci
elt dur

11d ng

11cat1

mm@%a ext
@ﬂ ca@a

(g

S

1’1

g th@reby

t importantly
ucifag the ext
hg AN

@r 1l atlongs cr&ated fr@ Talig% n&secti

dy. If%the table t A s@@
weres omitfed. Afditionally,
included a%olumn@t’)n th&flght@

+6%A> reco

<)
ecover Values ?Qhe 3% g @ltlon can be well
Y p

Table &alytlcal reé) f0r®setyl-§an@hosp®©mc a%ﬁn dl@ soil

re in the range

he rapid fixation of
ction efficiency.

.3 of the analytical phase

J he control values (all below
osp@onlc acid recovery values are

Sample ID | Plot code @mphng%ate @zmeﬂ%v F@l’yl-Al D hos%)mc Phosphonic | Nominal Recovery of
G Q ®< @% N R @ acu@ acid calculated phosphonic
Q@ ©© < o\@ \@ O\© (S%nc (sulfuric concentration acid from soil
% ©© @ %g @@ @de acid value per after
é@ = @ ©§ @ @ o\% extract) extract) application subtraction of
N & . @ Values per | Mean [mg/kg] value before
\y\a ?”\y @ ;\@ Q@ § plot values application [%)]
o Y 5 [mg/kg] [mg/kg]
69 Tl g 1052009 | 4 d%@after <2< LOQ 43.2
70 T, .05 .20@ =Y @< LOQ | 405
N~ . 41.4* 67.6
71 (;‘Zﬂ% Q 1 1.05@%{39 pplication <LOQ 427
7 O &7 1s0s2000a] 20090507) | <100 | 393 67.6% *
63 & T@@ @ﬁ&t G5 | 1daybefore | <LOQ 30.5
73 N %4.06?%9 ped <LOQ 33.7
74 C g T3 04.06.2009 application <LOQ 36.0 e
75 T4 04.06.2009 (2009-06-05) | <LOQ 27.5
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Sample ID | Plot code | Sampling date | Comment Fosetyl-Al | Phosphonic | Phosphonic | Nominal Recovery of
acid acid calculated phosphonic
(sulfuric (sulfuric concentration acid fro ;1
. . . 4
acid acid value per afteris, Q
extract) extract) ap) tion su@%lon @
Values per | Mean ke] \%lue befé@
plot values O apph%@n [%@
[mgfse] [mgkgk% N~ &
85 Tl 08.06.2009 3 days after | <LOQ &g Q @@ Q\ %@
86 ™ 08.06.2009 | 2m <L0Q 76.9 9 . @§ ©© C&§
.. @ J N
87 T3 08.06.2009 application <LOQ D 469 § o &© o S &@
D]
88 T4 08.06.2009 (2009-06-05) <L(@@7 57.1 @ R .0 0%* @
144 TI 03.072000 | 3daysbefore | 10Q 1559 O] o> &@’ D WP o
145 T2 03.07.2009 | 3¢ Qo0 Y 4092 @ ) ©@J ¥« AN
7.5 °
146 ™ 03.07.2009 | application b Loy’ | 499 X 3 Q> O @7 @§
147 T4 03.07.2009 (2009-07- &) <BQQ 42 S &Y S) ~ @
toQ | P& g
157 Tl 08.07.2009 2 days@er W LOQ %[ 48.6 ke, < @ Q] 28k
158 v 08.07.2009 3rd D<rog > | 633 @}'5 . § §2 § 68+
159 T3 08.07.2009 a&cano <m0 Pyes & & é)@ S L
D
160 T4 08.07.2009 _{%2009- O‘fme) Boq ot 6439 |Q @© &, | 61%**
* Mean values 9 S ©
** Individual values for each replicate; Y%fean \f&gle for @phca = 32.1% AN N R 2]
[ @ \ y\?@

Effects of the toxic referehc ea @m§§r @tlstl@y luated%y th@lann Whitney U-test
(separate from the ymﬁb the_test 1tem) ecommend 2006. Effects were
statistically not si 1ca tast @arl by ty ofthe a@und es 1n S ref%ence treatment group is
relatively high (Q¥ = 7 %): we%r the CV in‘the ¢ gﬁnol ely low with 36.7%. The
observed varightity @total %dult&gbund es 11&%16 cofitr §fe W@:LL in the range of the natural
variability of &rth &m p @la‘um@m the, el
However, strov@j stat%(lcall@j@mg cants fects efer -w treatment on biomass of total
zndéﬁ

earthwor @s and total lt © \@ at the plng confirm the overall sensitivity and
the valdity of the test@yst@n@s re m@ﬂed b ‘&b al
"\7

N
The observed re f the l§mda&g} A. @’zgznog by@c test item compared to the control 1 year
Cl

after apphcatlon is ? 1 Va@ﬂlty and cannot be regarded as an adverse
effect. The abifhda b of calfgwosa% the-period of one year in the control shows a mean CV =

36.64. Re&ons of 16. @nd % %%@not e11 interpreted as an adverse effect on earthworm
populati Furthe e, r@tlon@ ndanses of 4 caliginosa were neither seen at the 1
samplingor at the 2%¢ samp g\after 1ca§1® Thus, these reductions are not considered being
treatrnent related. «_ (o
S S & &

The developm@ of the abupflances&f L. restrzs compared to the control during the year with 107,
97, and 77. red 40 the t%gntro@should not be interpreted as a trend (same for the biomass
data). The redygtion ef 22.6%0f the abundance of L. terrestris in an earthworm field study

at the en f th udy fonot awadverse effect as this difference to the control is low (compared to the
usual 1ab1 Wy i e field) and statistically not significant. Differences observed in this order of
magggude @p ese@h §ise of the test system and cannot be reliably interpreted as an effect.

&
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CP104.2 Effects on non-target soil meso- and macrofauna (other than
earthworms)

Table 10.4.2- 1: Endpoints used in risk assessment

Test species,

Test item Ecotoxicological endpoint

test design
5
Collembola, reproduction ©) &%
Folsomia candida 9
Fosetyl-Al WG 80 | reproduction NOEC & ‘% an prod.¢ %WS
28 d, mixed @ Pt MEARTRE AWS
Folsomia candida 2
Phosphonic acid reproduction NOECQ) > IOOQ%ag pu/is d
28 d, mixed
Soil mites, reproduction
Hypoaspis aculeifer
Fosetyl-Al WG 80 | reproduction
14 d, mixed 4

Phosphonic acid z;lr)ggiﬁfoicwé@r NOE% @Z 100 g P@g dég .
4dmixedy, P @ & @2 & 0O @@53289%01 1
A D s Q O KCA 8.4.2.1/04

dws = dry weight soil; a.s. = aive sybstance; pm = @re m%bolite@%%d.oi@odu% ©
Bold values: endpoints used@r risk@ssesspent § @ '
° S
NN § & & NS
SN Q> N @
@ S SIS
Risk assessment f ther non-et @ mesQy an(@mcr@auna @her tghan earthworms)

Ny
Table 104.2-2: COTER Slcut th t% Qd%f
able @@ R calcu ﬁtlon%&ro ex non- @ge s0 es& nd macrofauna

@) © RS
Compound 9 Spec%s & @,End O | PRCuwimn TERcLT Trigger
% A 8 mgkgl o |opme/kg)
" ﬁ;@som@anaﬁﬁ@r NOF,§ 4524 235.6
FosetyFAI WG 80  F&——C S - 1.920
Dpogspis aculeifer > NOEC =808y >419.3 s
F. j g@d'd & EC © >5000 > 154.8
Phosphonic acid @@Q o(gomza i @ s 6.462 —
pbasgiy acul(gfj@’ \\NOI;“\Q £1000 > 154.8

\@

All TER V lues calculate@wﬂh@e wafst ca@g@EC@émax values clearly exceed the trigger value of 5
mdlcatl@ at no unaegepta adve®e effests Qr%i%oﬂ macro-organisms are to be expected from the
intended™use of Fosgifd-aluminium WG 8 ose@ -Al WG 80).

@ SR o8

@ "\ Q @
CP 10421 @ spec@ies@@éel testin &
Please refe@o&%nt@A S%etlon@ 4.2.1.
Q
@Q ©
Cp 10%@@ 2y %1ghe@er testing

(SN
In V@v of resw§ pr§nted in Section CP 10.4.2, no further testing is necessary.

&
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CP 10.5 Effects on soil nitrogen transformation
Table 10.5- 1: Endpoints used in risk assessment o @
p (C% (7]
Test item | Test design | Endpoint [© | Reference® (Y
N-transformation @
1o 20.0 kg a.s./ha_ <
i . ation 28 acceptable 20.0 kg a.s./ha
Fosetyl-Al Study duration 28 d ur}\lugpt able @().6 me a.s./lé\d\\'s
effects )
no 978 kg pr a
Fosetyl-Al WG 80 | Study duration 42 d unacceptabl@} 1304 m, d./kg dws
effects 1067 m@a.s./kg.dws &
no o 7 R
. . Q) 48 98kg p@a
Phosphonic acid Study duration 42 d | unacceptable
6 mgpm/kg dws
offefls ¢ P g

) @
dws = dry weight soil; a.s. = active substance; pm = p}% met@élite, @@a = popduct ¥
grey typeface = study is part of the Baseline %%iero\ N

Bold values are used in the risk assessment N 6 % o v
o N LT8O 'S

AN
" RS
NS p o

TR AN
Risk assessment for Soil Nitrog@%rans@érmaﬁon > Q\ @b < S
@ &@ @@”) S @9 S ©© ©©
Table 10.5- 2: Risk Assesstnent for soi%icro-m@nis% @Q &
SN R SV T S
. dpoin PEGi,max
C d S © Q @ p §
ompoun pecics 2 gasihel o Impasigh |re
. ) N . o D
Fosetyl-Al So@ﬂwro@an&s\:@s - @0 S Q 1. 72 < No
Fosetyl-Al WG 80 & mif(cégo-orga@ms < 10%3 @ @@ {\1.920 @ No
Phosphonic acid&%oi@cro-o&anis% & 65&@% N §@6.46® No

® ® S
I SRR A |
According & regulatory requir @Rnts t:ﬁg: rlsl@ accepiabl -@ the @fect on nitrogen transformation at
the maximum PEC; es § 25‘@3&& 100 d&@n In ﬁ@case@deviations from the control exceeded
25% aft%r 28 up to 42ayg\i icating lowQrisk tQ il mf%fo-okganisms.
SO &0 WS
P SN @’ @

> % &

CP 10.6 © @ct ﬁet@@str@ﬁ;on@rg igher plants

@ ot 0
The risk aéSessmént i @)ase%\on “@}dan@ Document on Terrestrial Ecotoxicology”,
(SANCO/49329/2002 revZ finaly2002)- 1t jsGestri {&d to off-field situations, as non-target plants are
deﬁned@ non-crop, pfants lqpated g%tsid@he treated area. Spray drift from the treated areas may
produce residues of\@product in adjacen f—cp reas.
Tiei\xl\’limit tests have conductedwith ¥he formulation Fosetyl-aluminium WG 80 (Fosetyl-Al
WG 80) accor to OECD t@ting@uideli@ 208B (vegetative vigour study from 2000) and OECD
testing guideline 208~ (segfing %@ergeﬁ% study from 2015). For the vegetative vigour study
submitted theNAnne inclﬁ%’lon @ fosetyl under Directive 91/414/EEC, please refer to the
Baseline ossie@‘rovi@i by@ayeﬁ@opScience and the DAR. Additionally, a short summary is
provid gre@typeface inSection CP 10.6.2 in this Supplementary Dossier. An additional Tier 1
study ¥a seedbng eégen@ was performed, which was not submitted for Annex I inclusion of fosetyl
un @Dirve 9414/BEC and is submitted within this Supplementary Dossier for the approval
renewal ¢f
Since dy results were originally reported on an active substance basis, the summary of endpoints
and subsequent TER calculations are provided on an active substance basis as well.
The findings from these studies are summarised in the following table.
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Table 10.6- 1: Endpoints used in risk assessment
Most sensitive @ S
Test organism | Study type Max. effects specie References @
s} & o°
Maximum application rate: 80 kg a.s./ha Q@ S @
~octative Vigour: ~ffects > 25 % at a 12
Terrestrial V.L,ELT 1,t~l\ ev IDO,UL No dfutf 2‘ 25 % at a rate of % @ &
ron-tareet Tier 1 single dose 80 kg a.s./ha (Tigr 1) ) 2,
! } _tf.lch Tier 2 with cabbage | Tomato: ECys = 86%@45 ha; @xl*omuto ( %@ @ @
2 jl:esc.ies and tomato ECso > 80 Rg a.s./ha <®Q @ K(@ ) 6
SF ] 21 days ('l‘ieg&) 4 D @ 0@0\\
Maximum application rate: 7 kg a.s./ha @\% Q &’ (\& & © @
i i 06 @ s iy
Isrlf-iasl;rl:: Srelfe(ihgfce' 33.3% fnhibition of, @ °\ o 6\ WIS;
'g nergence emerggace at teogg g "~ Oilgeed ra M3525769901-1
plants; Tier 1 single dose a5 W f@- § CP | @% 200
10 species 21 days @‘%ﬂ (7,@ Q @ % i

® ) o

In the case of Fosetyl-Al WG 80, th@}ler K%egetz@ve Vfgobr y wed 49 ph t0x1 fects
>50% at the tested rate of 80 kg@ /h@i%equl@%nt @100 pr ct/}@h ier 1 seedhng
emergence study showed no phytotoxic effdcts >50% at'the te at§; ]@ s./ %
o 2 & &§ & ¢ &
o .~ v S @ £ S
Risk assessment for Terrestrial Non-Tagget Hj gher Pla%ts I %) & S
Effects on non-target plan% are oéoncﬁt fr-fidfd env1r0nm@ wher¢ theyanay be exposed to
spray drift. To demonstrate th&)w riskf th lgtion ©non- fél‘get& nts @R calculations have
been performed for th&repre@n ativeyuse ifbrcha .,‘:? Ih@est fate of 7 kg a, s@a was used as a most
conservative endpo stim@te (@o > kg a @ g thre@appl 1ons%§> pome fruit 11.01% of
the full applicatiogate of3.6 k@s/ re assum, kglare& s at3 from the edge of the crop.
The amount of gpfay dr fro@ three applic icationg-eachi off-@dp h?@ltats is calculated using the
77™ percentile @stim; de ived b “the % (2Q00)° f@ @-drlf%redlctlons of Ganzelmeier &
Rautmann (2%0)4 @ccord@g Table in, tffe G@nce documeft for Risk Assessment on Birds
and Mamn@s (EFSA, 2,%095) Iti ppl@tion tor @£ 2.0 (BPAFmean) has to be applied for three
apphc@@s in pome frait a 74 nterval. Tt3 oul@ o@ted out that the use of MAF yean for
residues on plant sm&%ces is\also sgppor@by the ne ESCO&\T 3 document (cf. _, 20129).
A deterministic rigkrassessment proVrd,ed m@E folévm%

@Q©©@°©\ ®©@

¢

@ <G - .

Q O © SN N
S\ S ©\ %Q @@@ @b
& &9 e

N Q\ S S
%o § S @ @ S
~ s R S

3 BBA (2000) B@desanzeiger 52 cial @zette), Nr 100, S. 9879-9880 (25.05.2000) Bekanntmachung
iiber die Aﬁ@ﬁeck@e dighei der P fu% d Zulassung von Pflanzenschutzmitteln herangezogen werden.
Public do

4 Ganzel r H. @autm@@D (@00) Dr? drift-reducing sprayers and sprayer testing. Aspects of Applied

Biolo esticide llcatlon Public domain.

5 Eur&ﬁean Fggaf@g hority; Guidance Document on Risk Assessment for Birds & Mammals on request
FSA@bum 009 7(12): 1438 [139 pp.]l-

Linking Non-Target Arthropod Testing and Risk Assessment with Protection Goals. pp. 90-94. SETAC Press
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Table 10.6- 2: Deterministic risk assessment based on the ERso > 7 kg a.s./ha
Crop Use pattern Distance from Drift MAFm PER TER
field edge [%o] [kg a.s./ha] (Tr1gg£ 5)
[m]
. 3x3.6kga.s./ha Q
Pome fuits | (' gous imterval) 3 11.01 20 | @7 @4 8. @Q

From the calculations above, it is concluded that effects &the product m%on -target t@rrest&g?Q pla&%

are not to be expected. @
& S
& >y R O &
CP 10.6.1 Summary of screening R 2N @ ©& @}
Not necessary as guideline GLP studies for terr rlal non- ta@t pl % ar@@availgle (@ej@ecti@ CP
10.6.2). R Y
Q @ XN O @
R (€ @ @ S % ' °
W\% o\@’ \@ @Q 3 @@ © @? @
CP 10.6.2 Testing on non-@s‘get@anm@ & & ?i?\ é\’ ég ©§
A QA
- SIESERNIRS 5P s &,
Vegetative vigour @ Ko \ ”\f @@ S @ %
% Q S
Report: KCP 108.2/0] %@%64@1 1 & &
Title: Deteggin atlon%f eff&ts on vcgctatlv v1g({ six @pnt s 001 S Al@tc (R) SOWG
Report No.: 010801 S @ S 2 o
Document No.: - 9964(@)1 1@ IS A
Guideline(s): aft Guideli %art@ v §
%Equ ent &Qg S EPA OPP Gu1d§me N&SO 8250 N
Guideline dev1at10n( Routlne r scrzémngD lyse, @tor pest@des P Bs and toxic metals were
ducted ®! n&t nd qd U, DA pr@duru@y Ge @bs Inc., Braintree,

@ \Massaéhusc Phys%&l charaterizatioh
©© ©the ©! wast&rfm by A&g,%ls@ I@bs Ng§woods North Dakota. These data were

@7 n@%olle%d in accorda@ﬁh@od La rat%@racme procedures (i.e., no

. istinctyprotoc tudy@irector c). @
GLP/G&@ @&s § o ©© § K ©\
Methods: Q\ QO é\’ @ %\ N Ry

N

The study was cégductedyin a@ e A;g;[es t1©at1 Sthe 8 replicate pots of each treatment level
for each speci weru toge@er a pra Wltl&@ appropriate treatment solution. The plant
species teste@inclufed m (%otyl ion §4/lium cepa) and oat (Avena sativa), and four
dicotyledans: cabbage ( )1@1 c@@umb@ Cucumis sativus), soybean (Glycine max), and
tomato @coperwcon @cul cqyIm). @e n@lmm@&ﬁpphcatlon rate of ALIETTE 80WG was 80 kg
a.s./ha. test sub ce a 1catf§m vol -« waSQ00 L/ha. Fosetyl-Al: 786 g/kg of test substance.

Eff@% on shoot di§ewei @§& e1g Val N‘ @ after the application of ALIETTE 80WG to the plant
foliage. Tier 1 tesgmg wa éc@tted & the Q@(lmum application rate with all six species. Based on the

adverse effec% ser% eQnd tofto, respectively, Tier 2 tests were conducted for these two
species at 5@10 2Q, 20 0 kg¥.s./hg
AN
& & &S
FF e
& SO SRS
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Results:
The measured concentrations of fosetyl-Al for both applications were 92 and 94% of the nominal
concentration. Due to effects on tomato, the following toxicity values were determined:

EC;s (tomato) = 8.6 kg a.s./ha >

ECso (tomato) > 80 kg a.s./ha S &@

NOEC (tomato) = 5.0 kg a.s./ha g @\

T O 9 & 2
0 Comments (RMS): acceptable ¥ & %\ \\ QS o
Further study information supplementing the orig?&al DAR su @Q ry: %@ Q@ § C&@&
@ S @
. © @

Methods: % R ©

The test design was based on the OECD 208 raft guldel@%7 ﬁ%%@ Jul t&@subs@@ﬁce
Aliette 80 WG (= Fosetyl-Al WG 80) was applied todeaves and o abo:s@ gro portmn of ‘the test
plants at the 2 to 4 leaf stage. The plant speeies te\yg% @hded@wo ocot@édor@ onioR\(Allium
cepa) and oat (Avena sativa), and four dice%yledo@’ c ge ( ssica oleraCea), cueimbet{ Cuagpmis
sativus), soybean (Glycine max), and Qt%’lato yco szco@scul%%m)% V1n$ total of s@lant

families. Q
The test species cucumber, oat, on n%soybé@ Were (@d to@e t ate@nch@(as 80 kg
a.s./ha. For the species cabbage a: omat

tier-2 t d651 1ed ¢onsist @ of fi%e test rates,
i.e. 5.0, 10, 20, 40 and 80 kg a. @/ha '[,g@test staapp IOHQO um@ L/(é}g ?Or all species
tested. o

For each species eight replicate pats, eac@ﬁrlth Qve p]@ts wéte ma@%med@for the control and each
application rate. The pots&yere 18cm ith% dlameter of 13 @ Be@ and% after application the
pots were kept in a green??ouseq%Water was prdy

The test species Wgssess@m Q@pholowa m@ 1t1es%ud m&grtahtiQ a weekly basis, shoot
dry weight was detegniined at thes&id o studyperiggrof days
g g O

@ .
Ees nc@’ July 2006%)

Validity Criteri@ accokding t% cumzent te 3
Seedling eme@énce@jt leagd 70% @n 9QU o ted without influence on study outcome
s later thinked out).

> no cu
as more se%s were Sown than nezded and th @ irplu QB' 2
Plants in‘sontrol do not®xhibityisib @y‘tot ic effects tudx@o phytotoxic effect).

Plants &ontrol exhlé)onb@;orma arlge)n in @owtl’isand m@phology (in study: no morphological
abnormalities). &\ é\a ©® \ & RN

Mean plant surv@ in c%ntrol gat le%ﬁwo% @T durftion %study (in study: > 90%).

N
@@@Q\@©o©©@ﬁ

Q O © S S D
3 Vo R & e
X § S @ @§ N
S > o [
@° S @ S
& An N
@Q@%gy &Q@
O H S
< @ S
oS & WS

7 (@@D (Df%{ty Docu@ent@y 2000): Guideline for the testing of chemicals. Proposal for updating Guideline
208*T rial (Non-Target) Plant Test: 208 A: Seedling Emergence and Seedling Growth Test. 208 B:
Vegetative Vigour Test.

8 OECD Guideline 227 (July 2006): Guideline for the testing of chemicals, Terrestrial Plant Test: Vegetative
vigour Test.
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Findings
The measured concentrations of fosetyl-Al for both applications were 92 and 94% of the nominal
concentration. In the following table effects on shoot dry weight of the single test specie@nd >

corresponding endpoints, where available, are summarized. . Q
S v
Summary of NOER, ER2s and ERs values determined durm@%getatwe vggf tes@
Speci exposing six plant species to Fosetyl-Al W& 80 o
ecies
P ER:s ERso NOERY, Differeace _ <
(kg a.s./ha) (kg a.s./ha) (s (kg a.sHa) N (%) &Y
Cabbage >80 >80 ¢ L 01,506,109 @
Cucumber * NA NA & R ONA Ko @© 9 m@ G D
Oat* NA NAYY Q NA. «f . % @
Onion ? NA Q%v N . A N S &) «(@
Soybean * NA w NA ¢° §@ %’\}\IA w\\f@ (® °\\7 4 %
Tomato 8.6 S 5 @ 50 @ 18,30, 2640, 33 ",
a  For Tier 1 tests, ER and NOER values weredjot cal®ilated. Y @ @
b Tier 2 testing was conducted at 5.0, 10, &6&940 a@\SO k% 8. /ha @espe% ly, Ko §
@ &\ RS

Details of the observations of mo ogl%a% abn@nal@ (at @st te@na‘c§ an@or‘[ ity in this
led in thg@ollovﬁ‘ng %r ¢ac t sp@es @ Y

< O >
. « S o>
Nominal @ Cabbag§r & E;;DQ © o
Application B {gjnrphul@fcal @nom@]ltias . ? ¢ Cumulative
Rate Nec ¢ ClO" W CLegh,  Mantality (#)°
_ (kgai/ma) inv § By &Flo ™ Gun (v Day2
ﬂ@ o O Y .0 & ) .
Control Lo 005" g0 &7 §9\ O So o 0
50 S 0.08 @@@ &,D\ ) QQ é@@u EN @ 0
10 ©© > &00 S 0(% ~o § 0 0
¥ &£ oV < &Y g e
%
20 ¢ 0.0 9595 00y ® 50 gF 0O 2
"~ S &, & S L S
AR 0@9 N &2 036  ©0 = 00 1 1
O & % @ O qx %?
19 81 %\}9 ) 16 3

: Nel::rotlc chigy ﬁ .KIC ices age shged a nsidered significant when = *1.0. The
Iow

index ranges fro lo 4 ¢highe
Numbe lan thmi.tghc-ut @Dﬁ \a@ v
5 &

Necin = otic index N
Chi In =&Hlorotic index_© QQ @ & "\%
Phy In = phytotoxic indek QD & 9
Frl&—*ﬁruit present % Q) v Q@ @
Flo =flowering present @ @\ Q
> & @
RS
@ < Q" & ©@
& e oe
O N
{N O~ @ RS
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Nominal Cucumber

Application Morphological Abnormalities” Cumulative
Rate Nec Chi Phy Leaf  Mortality (#)° -
_ (kgaiMma)  in n n__ Fu__ Flo__Cur Day21 & &
Q\ g
Control 0.0 0.0 0.0 0 0 0O 00” o
S & Q
80 1.0 1.0 10 40 0 & Q0 &

. Mecrotic, chlorotic and phytotoxic indices are shaded and cunsldered%mf‘ icant wh@ . -1@3?_ t&@@
index ranges from 0 (lowest) fo 4 (highest). ©) & %\ S N
Number of plants that died throughout test period. G~ Q@ & § 2 &@

Nec In = necrotic index @} &© S” R @Q C&©

Chl In = chiorotic index R\ R o & o © &

Phy In = phytotoxic index & <~ @ R 9O 6 @

Fru = fruit present . N Q 6\ AN

Flo = flowering present LN CEERS N N S >

& Q Q& &

Table 9. Observations of moyphol al ﬁ)nm@ahtl %}(at fest t%mmat%n}
and mortalities {thl@%; @t aUest i’)erin &mr 0at @ﬂ'va@§

______plants exposed t@naﬂg_ 80 de\lg 'th@ §atwe or/@st

" Nominal S “Oat NG
Application Mo nlu Ab@ . Q @) Gﬁmulative
Rate Nec @hl X, P @~ Slea ortality [#]'
(kg a.i./ha) n S !;; > éq\ln - @ Frid a & Gg;i@ é Day 21
o S -
Control 0% %@0 &> u§ 0 e o™ §u @@ 0
@ o )
00 109 @n S 50 0
L L s &

T Necrolic, ch ﬁﬁ d ph. (§IC ces re sh@gded cnn@der&d@:gmﬁcant when - +1.0. The
index ranges fro we§ lo4ﬁifdﬁﬂghe® N 5@% @

Number Ianl at d@d thr uuk@t pﬂ@% @ § v
Nec In = n@’ﬂhcm ex 9 SN I 703 @ @;\f
Chl In = £hlorotic mdexg}ﬁ @’ @7 ISER SN
Phy | hytotoxic an@x @ Q& . Q = .O
Fru = fruit present . @ O
S

Flo = Fluwenng «J 53%

Nominal D _f}@ @ o O Ohon

Applicati U< Morpbological Abfdrmalities” Cumulative
R r%éc @thr@ mg? oo Leaf Mortality (#)
(kg &.F/ha) . Q In >, Fru Flo Curi Day 21
Sorn | 0sd o S
. Control 00y (90 R 08 0 0 0 0
@ SR~
80 A .05 § 00 0°05 0 0 0 0
- < _
. Nec@tic, {0 otlc@'rd loxic indices are shaded and considered significant when = +1.0. The
index ranges L t) to 4 (highest).
b @smbe pls%@s hat i hroughoul test period.
S :
Nes In = @cmtnc index @
Chl In lorotic index

Phy In = phytotoxic index
Fru = fruit present
Flo = flowering present
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~ Nominal ' Soybean_ _"_" -
Application Morphological Abnormalities® Cumulativeg,° >
Rate Nec  Chli Phy Toaf — Mortality (" IS
(kg a.i./ha) In In In Fru Flo Curl Day 2}y @
JE——— — _—.mu_—.‘._—__b.“_.w.._—..
N &@ @®
Control 0.0 0.0 0.0 0 0 & SN
3 o & 2
R N o v
80 0.78 0.98 0.78 DV® 0 @ 0 & o @Q @
. MNecrotic, chiorotic and phytotoxic indices are sh%ed and mns@@ed s.igmﬁc&i@ﬁh ;@) +] {}éﬁ‘ h%%©&
index ranges from 0 ({lowest) to 4 (highest). @ S Q) R ®© @
Number of plants that died throughout test pe g\ Q ) @ N N
@ > & NN
Mec In = necrotic index N &° @6@3 Y v \% e
Chl In = chiorotic index o @ NS S
Fhy In = phytotoxic index X @Q Q@ < @& % &’
Fru = fruit present W\% \@ N AN ©© @j @
Flo = flowering present @} \\ o & & S é\g %o §
. RN Sl A
Nominal < Tqutu %, VY O L U9
Application Qﬁorphnlog_@al Abpgrmalities® o~ Y @Q \|‘.‘ué\\cilatiwh
Rate Nec hi w7 Py & @7 N  OLeafO Mortality (#)
(kg a.iha) In Q@?};n 'O n @Fruw e cur‘f@ %%Dar 21
' Yy O o S N L9
Control 006 6 @© 009 0 o QS Qo @\yf@ 0
N ° 2,
5.0 é@p @@%og\j & 60 @6@ u\© &0 o o\@ 0
& AN
10 Qoo ap §0.0 > &9 K u&© 0 0
20 & ®J® < S S, @ °
00y, A0 S b = 0 0
3 o < §S
SIS N o S @
0,  Too™ a0 a O ) o % 0 0
o Lo R
0 £ S0 10 & 0% 0 0

# " Necrotic, chlorotic and-ph¥totoxic indicés are, shagded anc&mnsidemd significant when =+1.0. The
index ranges 0 {I&r.rest 40 4 (
®  Number of pignts t

QS N '
Mec In = ne ind O © © ©

A
Chl In = chigrotic Ifn-:_fex ©© ©\ § @@@’@\ @é
Fhy In = oloxic mda(% N) @ - %
Fru = fr@tpresent o Q @ N
Flo = flowering preséfy AN @ @} \©
(AN Q

Conclusion: @°

& @ A
The Validitzgteriagﬁthghen@t gui%line were fulfilled. No adverse effects > 50% were found

in any spe te&%d at maximu%plication rate of 80 kg a.s./ha. Therefore, the ERs is set
> 80 kg ag/ha. S @&9
AN % S
S &Y
€& &
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Seedling emergence
Report: KCP 10.6.2/02 | R ; 2015; M-525769-01-1 o
Title: Fosetyl-Al WG 80 percent w/w - Seedling emergence and seedling growth test @ S
Report No.: CEMS-6984 @\ 703
Document No.: M-525769-01-1 @ @ @
Guideline(s): EU Directive 91/414/EEC @,Q A . N
Regulation (EC) No. 1107/2009 Q @
US EPA OCSPP 850.4100 2 O o 2
Guideline deviation(s):  none @ & %\ \\ N
GLP/GEP: yes g Q@ & Q 2
& S) SN
@ & o R O &

Objective: Q S

The aim of this study was to determine potent?@ects on edh&g&@erge@e a arl@grom@%f
higher plants following a single application of Fdsetyl-alumim 80 gEose 1 WG 80@’? the
soil surface directly after sowing. The endpoint %Bf t Qtud &Wer %me ce, ﬁkant survival,

assessment of visual injury and shoot dry weight, n%accnce W“ h thbrequlr ecj in the
OECD Guideline 208 (July 2006) Terre&ﬁ&fal P@ Test: Te%es ial %lant st See hng mer ce
and Seedling Growth Test. @} & ©& o w

@ °\ N
K "\g v\g W\? &
Material and Methods: Q @

The test item was specified by b &h no, ]{%\{/ O(?%S an 1ﬂc@ @02 24 % (analysed

content of fosetyl-Al: 80.5% w@r) Ces@ol om tﬁa ‘ced asthe c&@rol &g:atment for the

soil surface application.

A Tier I bioassay was carried out\usmg @ﬁg aé\/ha ofyF 0set§i> A %% 80 Gt 20 water/ha Maize

(Zea mays), oat (Avena sfva), Shion Exlliu epa)%ryegr ss (Lolu p@ne %ucumber (Cucumis
. . S

sativus), oilseed rape (Brassi apus), so cznéax G. sojaj); su eet (Beta vulgaris),

sunflower (Helianth@ﬂann@ tomato (S nuny Ny cope@sicorth were sassessed for effects on

emergence, surviv §nd hytotoxieity fe: tes@eno@f 21ggays after 50% emergence in the control

(DAE). After thefinal ol@ervatr@n at Z%DAE\‘[he shoot dr Gpeight§swergdétermined.

Glasshouse li @g v&@set to Chlﬁﬁi@ al houlngh rk cygte forithe duration of the study.

Temperature %ﬁ m ]65-34.52C aftd hu n 16-85.1%.

There Wer wo minor deviation&fro e reg mer@ed t pera{*ﬁc range of 12 to 32 °C, but as the

validity ¢ erla for all e@ste cept cucu@ber) m’eg, these were considered to have had

no 1mr§e on the eme@ence @owth and ]@ahlth ofShe plﬁﬁats

ST &
Results: % §9 2> N
Confirmatory ana y51 thep nc@a‘uof fi 1— h the spray solution of Fosetyl-Al WG 80
was conduc §phd§@ The imeasere els of fosetyl-Al were within 80 to 120% of the
nominal c%lcentratlon (X @ 10%:@/0) qé@ verghed the concentration of fosetyl-Al in the spray

solution@ @2 Q @ @ @\%

Q%\&
e e Y8
G @ © 9
gE v,
N O S
> O o
s &
@9@@%
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Application rate
(7 kg fosetyl-Al/ha)
D
Species Percentage difference relative to the control treatment at 21 days after 50% \@ §
emergence in the control (21 DAE) @ Cb
" O
Emergence Survival Shept dry weight AN s S
(%) (%) (%) N
: (3 (] % (3 § @ @
Maize 21.1 0.0 Sy 204 - PR
Oat 14.3 04 @ 256y A &> @
Onion 214 5.9 N S ARSEISER.
Ryegrass 5.9 @0.0 é N (93] N @@) @Q}
Cucumber 6.3 07143 & V80O o | @
Oilseed Rape 2333 . -20.6 \@’ Q@ 3% Y §
Soybean 11.1 o @a1xn Al W 82
Sugar Beet 0.0 @ 0w Q| Y 1000 &1 &
Sunflower 0.0 && > &% . @ = . @) =30, @
Tomato 5.6 @ §'\\\ "\g% 0 o, O 2 @ N )

- Negative figures indicate that tf@re w@ red@kﬁon w@%ﬁ c& red@t@\ﬁe u@ated&trol ©
@

This study has fulfilled the vali ty cr&@la St@d 1H&C[@1d Q e 20@} see @g gergence for all
@

the species was at least 70‘%@ the “sontr
individual plants and all reﬁi’catés%ma ned
was at least 90% for th@contr a§
duration. This was due o th

five and eight causmg\ em dle
did not have an i
with good vigour.y;

Conclusions:>
The soil su@%ce apgﬁjcatlon of Fé@etyl-%l W %O at @ate E 7 kg “&/ha to ten terrestrial plant species

did n

@ct 0£ the V@dlt t}i b})as%@ as

duce effect €

thresh@ﬁgg}or fuﬂhestm@The at
statistically s1gnlﬁ@tly

% %

lants Qhowéd no @Sible;signs of ph
the&excep ign of cucu

onggevelopﬁ%nt

rowth

@
&\ f@ & @

\ N
©©&Ky\a@§

weig

@em@smw a ar@sho o

eren@ompa@d to@ coﬁ@ol data

©©

CP 10.6.3 @ @te@d lahoratggf stug@es 81 non-target plants

In view of%le results pre te@ Secl;@

&
CP.10.6.4

\

@ @
m@el gﬁd fi te@ on non-target plants
d:

CP@% 6. 2@10 further studies are deemed necessary.

OXIC Injury to
od gl@wth througlaut. Ovérall mean plant survival
n@r at88%, for the study
p@ coty ne plant in replicate
er emergeré Thisswvas cQnsideied to be a natural variation and
Vas $plants'in th ! 1l

@mmm plants In the control grew we

t reaching or exceeding the 50%
all Plant ?pecwi@feated with the test item were not

In view of the @sults presen@%” in Sectiong CP 10.6.2 and CP 10.6.3, no further studies are deemed

necessary. & 8 &
S E T,
o O S o
S &
{x’ O @ N




Bayer — Crop Science Division Page 110 of 110
2016-09-01

Document MCP — Section 10: Ecotoxicological studies
Fosetyl-aluminium WG 80

CP 10.7 Effects on other terrestrial organisms (flora and fauna)

No further tests on other terrestrial organism deem to be necessary due to the low to moderate gite
and chronic ecotoxicity of Fosetyl-aluminium WG 80 as presented in Sections CP 10.1 to GE 0.6§
Additionally, no public literature reference as evaluated in Document MCA, S@tion 9, repo@on &1

d ffect.

adverse effec @J@ Q& \@
@ R %45@

CP 10.8 Monitoring data © .y 5> O @@

No monitoring data have been collected by the applicx nor have Q@gy been rer@%ed iwvany 8f the ©&
public literature references as evaluated in Documegt MCA, SecQg 9. Due to<the lo¥Qto r@ra&%
acute and chronic ecotoxicity of Fosetyl—aluminiu@% G 80 as %sen@gd inction@ CP 164 to
10.7, no monitoring of non-target organism is de@gted to be ne@gj@ssagy@ RO & @D

A

Q

Q
&’

’4




	Related-Files
	Navigation
	Previous
	Next

	658d0395-f9e5-473b-8874-595859b764b6_M-534835-04-1_PRISMA_sanitized_phbtr_2
	CreationDate


