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OWNERSHIP STATEMENT

This document, the data contained in it and copyright therein are owned by Bayer CropScience. No
part of the document or any information contained therein may be disclosed to any third party without
the prior written authorisation of Bayer CropScience.
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Introduction

The company Bayer CropScience AG is submitting a dossier for the re-approval of the microorganism
Purpureocillium lilacinum 251 as an active substance under regulation (EC) 1107/2009.

The Microbial Pest Control Agent Paecilomyces lilacinus strain 251 was included into Annex I of D1§1V6©
91/414/EEC on 01/08/2008 (Commission Directive 2008/44/EC) and then appgoved accordm@to th&”
Commission Implementing Regulation (EU) No 540/2011 of 25 May 2011, impl@ntmg Regul4tion g@?
No 1107/2009 of the European Parliament V. P. lilacinus strain 251 was @ptified and d end,e
Prophyta GmbH. The active ingredient has been evaluated in Belgium accord1 to Uniform E
representative formulated product for the initial evaluation was the experimept 1 formulati oPBP@lOOI%LZ
containing 2 x 10° spores/g. PBP-01001-1, is comparable to tmmerc1a1 formulation Blomg WG\C nta
1 x 10'° spores/g, and the only changes between both formulns were sli ad]ustment WO &
co-formulants, without any impact on the performance of%physwal pro& ies of the fi ulat ro
recommended rate in terms of spores per hectare remd exactly tl@ same. The a on PB -I c@
therefore be extrapolated to the formulated produc 8pdAct WG, a wetta@gran@ fo atio (WG)éEhe
re @, . E@
presentative formulation in the present application fo¢ the renewal@, \ 6\

OY

o

"\g
In 2013 Bayer CropScience AG acquired Prop@ta B@glsck@r Pﬂaﬁgeneééﬁz @, now\ named Bayer
he reéagwal of 7. /

CropScience Biologics GmbH. Bayer CropScience A the @@Hler ildcinus 25&1‘11
the procedure of AIR 3. § q% @ @

B \
The microorganism has been previously @smﬁe@ as P@czlon&fes lz@mus ﬁztll 1 v\g geneey ‘ ternal
transcribed spacer (ITS) and partial tra ion gat act -a ( ) se ncm vea hat P. zlacmus
is not related to Paecilomyces. The newy enu&me &trpure%zllmn& pro oded fo " lilacHus and the
new species name was assigned: @urp eoczlll%ﬂ lila eref(@ the ain ds S\ﬂ\(oiennﬁed as
Purpureocillium lilacinum. In thlgflos&@é%aecz@nyce@cm@ 251 Pu reo@um lacmum 251 are
used as synonyms: Paecilomyce3@lacinis, P@ureocz lzi&cmun@

It has to be taken into accoynt that n@eczl@ces lz@éznus from cth open\l%))eran@ stated before 2011
may not necessarily provide reliable 1nfonﬁ@t10n to imgufficign{classificatiq et used in these studies,
especially, if the strain jdentificafion 15@0t pragyded .;‘7-’ or 1(@ ification methdds were based solely on
morphological charact@ﬁcs. Rpwe @9 they @my pregide rgg&ant lr@ma@n trarﬁférrable to Purpureocillium
lilacinum. @

Purpureocillium cin QSI t ublcsﬁﬁtm& aprobic ﬁla@ntoui}ﬁngu@@%mmonly isolated from soil,
decaying Vege(]%@n, i sa nem es. Stgyns QﬁP lilgginum @used vﬁ”plant protection products due to
their nematicide’acti h@\\g ode o actlo%xagam@plan thog@w nerf@todes of P. lilacinum strain 251 is
pr1n01pally lggsed upon parasmsm Pnematode e@ as wélFas t i stages of the nematodes, leading
eventuallyo their death@V ith regdrd e results on@xwlts@nd eegtoxwlty studies of the active substance
P. lzlac@ strain 251@ can% concl ed@at P. Z@zcznu?hwstram@ﬂ shows no risk for exposed humans,
animals and env1ron@t N é\a . «p\j\ & %

\ Q
P. lilacinum 251 1@§tendﬁ to b@%ed lant m@ection proddcts to control plant pathogenic nematodes. The
representative yse pres in«bis do, rises~applicgidons of the formulation BioAct WG in protected
and non—prot@@ veg€table éf)s to\ sgntrok@ot krrey ner%tode, Meloidogyne spp.
Here we s it data that WQ pre uslyf%ba uatédby 1%@9 Belgium as well as new data and information based

on litera@ searches an(@tudleQ & @\

o

v
Duéxto the product 1stq§ studies wer@on ed with different formulations, as described for every
study. The com@)smon cor@ientlﬂ and described in detail in Document J, Point IIIM 1.7.2.2.
These formulagions and tlgw re&sent e formulation are all comparable for their effects on non

target orgal@)s Q @

O S O
A sugmary @%e @ tw§t§i’s presented in Table IIIM 10-1 below.

& 9
C@Q

" OJEU L94/13 Commission Directive 2008/44/EC of 4 April 2008 amending Council Directive 91/414/EEC to
include benthiavalicarb, boscalid, carvone, fluoxastrobin, Paecilomyces lilacinus and prothioconazole as active
substances
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Table IIIM 6-1 Summary of critical Good Agricultural Practice for BioAct WG
QD
Crop and/ F | Pests or Application Application rate - D) @7§$HI
or situation G | Group of . Q & (days)
or | pests Method / Timing / Max. kg as/hLL @ water L/ha @s/h@
(crop I controlled Kind Growth stage | number @ @
destination / of crop & (min‘ min ax@ min m i Smax
purpose of season interval % @”@ m% 2
crop) between %, N & S
C)applications) & %\ ° @@
¥ Cw@ )
Vegetables F/G | Meloidogyne ' |Pre-trafisplant 1,9 7%0012-024 % 20 ke /
(tomatoes, Spp. application: Y > (4xJ10 - g Q Q4 x 10%&
cucurbits), Dr1 P % @ spore: % spor )
. irrigation |5 P 5@ 000 & P
soil or %@ N - \ 4 kgQroduct/
decontamination . o Q@ 'y @ @ ° % hatt,
against Soil drenc(ﬁ\ @ & v < S
Meloid @ g R
eloidogyne or 7, q Qy @ & % o
Mec}%al (73 @ Q @ Q éy @&
il’lCG@O N \\ 6 Q% @ &9 §
rasion ot @l SN & w -
Dippindtaf” | A I % 6-0. 032-024 k
?dliﬁ%) s @“Sp;lﬁ %@ S @’012 @f @ @5 /ha ®
& Drlp : A @\ 0B /hL) @ % 4 x 1013
Q m@atlon e @ Q 6‘ Q- 1,006 ¢
b @5 @ O® & @ Q spores/ha)
@ ° &"1 h @ &Qj Q @ K 4 kg product/
S A ) P I
% & Digy” @ Post-O |4 (4-6 weekd§0.0125024 | D 20 0.24 kg /ha
N ;@§atlon§ trangplant Q% Ko (4 Al AN _ (4 x 10"
@ @& il dr Qh 6@ D N 10" spores 1.000 spores/ha)
N4 9901 € < ° ’
N Qr @ @ § %\ Q) § &\ 4 kg product/
&l & L &? 2 g ha
Q" ~ Y .
& A < & NI AN
Pleasenote: & & © O & @
Population Velopm@’t of m%roor@nism%ppli 0 soil@@ery di@lculk@ predict, as it depends on the soil
type, abiotic factors like humidityStempe ¢ or availahility o@@ani&r tter, and on the crop. Models used
for chepdi€l active ingrggiénts @ not a opriate for gprediction of n@ifrobial populations. As worst case, the
maximum number of icathens is e%nside@or the risk assessmefit within the frame of the risk envelope
approach. In additi% e riskvassesgnient i&calcul@d Wit@ing ¢ application rates.
o & N SN
Q N < N\ <
o O & . QO @
Q O 0 SN S D
¥ o K £
L 4+ 9 @
O @ %
@7 2 Q @ N
Qo % N @ .
* v S L@ N
N (g Q\ R Q
@° SIS
&S N
v
@ < Q & ©@
R
S o ©
{N @@ N o
¢ & T




Bayer CropScience AG BioAct WG, 1 X 10" spores/gram (60 g/kg) Doc M, IIIM, Sec. 6, P. 10
of Purpureocillium lilacinum (syn. Paecilomyces lilacinus) 251 Page 6 of 23

IIIM 10  Rationale to waive additional testing, based on adequacy of information provided for MPCA,
to permit an assessment of the impact of the MPCP on non-target organisms

IIIM 10.1 Effects on birds and mammals

Birds @" Qb

N
An acute oral toxicity study on birds with P. lilacinum 251 WG spemﬁcatl@, 1020000284 2 ag@j

conducted and the results are summarized in the table below. Reasomngé@r providing #is stu
document MII section 8.1 is provided within the study report and also inthe summary helow. °s

3 O & 2
Table 10.2-1 Ecotoxicological endpoints for birds, D N &
2
Stt;p(ly sul;l; i;:lce Species X End@@nt @@ @ere&cﬁ@ Q@
7 S
P. lilacinum 251 | Bobwhite quail 4 L5
Aatte | (a1x 100 (Colinus Q7 LD50 ;?,03% rﬁg@j‘?t ‘ter‘%gw QS i M.; 2015
spores/g prod.) virginianus) Y . @3 7%\ P %& MY@48595®—1
VJ) N S
Report: KIIM , , M., 2015 % &’
Title: Acu% 1L> HT- teQ oxigity of P ureo@um lllacmun@j @
ite @ﬁll (C@mus Y %mags) @ %, §

Report No: O23gg 5 @ @ SHES)

Document No: 9-0]- 1@ @ TS S @ &

Guidelines: &OEC uideline N ©@ &N LR

- US@PA %@PP @@ < ©© ©© S

GLP: A
Materials and %%eth(’d? @ @& @ @ @ @
The study wascG dun@ the @od 26,05.2045:40 02:07. 2013% facility Environmental
Safety - Te@t\@g of @r CrgpSciency AG@@Vdo@lent - _ , Germany.

703 O

Native es Purp@czllﬁ@s lllacfﬁm xtre@ly small, 1i hti&weight and electrostatically
charge@nd th{ caniie¢ be hahdled inan op Th1 @ghing the spores into gelatine

cap @e testn% facility tec@lcall Qmposm e. efore@or the purpose of application a
Vtt@ e w@used dnsistir@to 99:8% of %ﬂlly stib arbo drates, proteins and lipids. The test
urpuréocilliyn lilacinum 251 WG 6 (6 %)”;

item (Ve@’cle ﬁﬁs spoyes dgnomi
° JOX20047-065, Su l@ 00028%5@pe&f@ét10n no.: 102000028478) contained
&@1 69 x 1010 lsp 1 x 1010 via por% )

As test \rﬁals Sedult ale 8@ mal obw@ q ail%(Colinus virginianus) were used. The birds

were ligused 1V1d chm@;ed to laborataty’ conditions for 21 days. After this period they
orallé@s tlmﬁC tine sule led with the test item. The limit dose group of 5

s wagdosedayith 2000 m est 1te‘m>per body weight. Additionally, 10 control quails were
%mlmstered w@ c‘aég nin velgegte only at the same amount per unit body weight that

@7 as given toghe bir osec&th est itégn. After dosing, all quails were continuously observed

for a tim%g@rlod 0 (le. All guails identified by numbered and coloured leg bands. Each

%, cage w enti by thy stu(gpum s, cage no. and test concentration. The individual test item
N amounts were gglculated base ody weights of the quails, one day prior to dosing (day -1).

The guails were starved fogyl6 hdurs prior to dosing. Afterwards they had free access to feed.
Duging th W&ho$t p ?@ the @ntrol quails were held under the same conditions as the dosed

ils. The test s were mainfdined at a mean temperature of 21.8 °C, a mean relative humidity of
3 %and 4 ® ht/16Rour dark cycle. Mortality and signs of intoxication were observed
Q@con '@wusly@urin e first two hours and hourly on the day of dosing and at least once daily

w,~ th e 14{@@5 observation period. Body weights were recorded at day -1 (one day before
§ @mg) days 3 and 7, and on day 14 (termination of the study). Feed consumption was
IS easure da1 til day 3 after dosing and afterwards for the time periods of days 3 — 7 and 7 — 14.
@ On study days 1, 2, 3, 7 and 14 all remaining feed was replaced by fresh feed after cleaning of the
feeding container. At the end of the study all surviving quails were sacrificed by CO2 asphyxiation

and afterwards gross necropsies were carried out on all the sacrificed quails.
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Findings:

No mortality was observed. During the whole experimental phase (0-14 days), all quails showed a
good and healthy condition. No symptoms were visible, only one bird had signs of transient (1h)
diarrhea after 4 hours after application of the test item. Throughout the study conduct feed
consumption was similar between dosed and control birds. There was no considerable differenggin
body weights during the course of the study between dosed and control quails. Neither in thequails &
administered with the spores nor in the control quails signs of intoxication %ere found. @

@
Conclusions: €§ S ©®
The acute LD50 for Bobwhite quail, orally dosed with Purpureocill%m lilacinum, @s >2@® m,%%)
test item/kg bw equivalent to > 3.38 x 10! total spores/kg bw.
The non-lethal dose (NLD) accounted for > 2000@g test 1tem g bw equwalg}tﬁo >\3\i>8 X (@\ b0 @

@’

total spores/kg bw. NS
SHC X
> > Q OIS\

Exposure %@ Q& @ © @

&
Following Good Agricultural Practice (s&&’Doc. D-1) P ilaci u@ 25 pphe %)rectnto
the soil surface by soil irrigation (drt&;)r dreagh) or@i tra enc llovmgg Wafétrgmg to
assure full incorporation into the soil &X' eref@e the sk fi xpo of b lzlacz m 251 is

not expected. In addition, this straj of P. ffgcinui@is not@tho fect10 orv rat as
indicated by the submitted toxiggl glcakstu ios (see nnex 4% Doc&?\d ection 3™and w).
Moreover, it has to be con redot t birdy’ are @gndot ic dfimals &ith aaverags body
temperature of 37.7-43.5°C{Qhe %&amun@t mpetature pegfiles a&P. lilgpinum 251 show
that it did not grow above 1, osisJnbirdsys the ¢ netexpectéy’ In lusio@studies on
t0x191ty, pathogenicity @ 1nfect1v1ty@towar§ non- -hl© C S, as. b ds, are not
required. @ v S @ Q& IS @© N
v e T et ©
Mammals RS S & e ©
N © g NN
o O N W Q
An acute oral texicitystudy ot Fats @ the gstive s@s‘*tance\zﬁE lzlag\g um @ was conducted (Bolt,
1997; pleaserefer taAnnexd), Doc @M, Sestion 3 1nt§M 3 for the%dy summary). The test
substance {Wis adnfist as agdP% w omagenous spengipn 1n Qa er at a dose of 20 mL/kg
(equiva §OO mg@ P. le’@mum abnd#@nal clinical signs were observed. Therefore,
the acise or 50 of\P. lilacirum 25J wasfound gregipr th 00 mg/kg in rat.
2 o ED30 ¥ ladun 251 vard e arcgler th

v
T%Ie 10§2 @otomc@loglc%kend[@nts f@brnam@als @
° Test item < EU@‘eed @omts spe(%e@? Reference
Q

Q, \ @ O\v V\\j o\
Mammely, o & O = & =
N [
@ § ol $ S @§
acir ) Q me/l; Sprague Dawley
ggy > 50 0&“1» 208 g/ Sbw rat (please refer also to

K Annex II, Doc IIM,
@ @ @Q @ % Section 3, Point IIM 5.3.2)
D @§ <
\y\? Exposu @
Following Gob&r Agr@mra! ctlc@see Doc. D-1) P. lilacinum 251 will be applied directly onto

the @il surface by, seil irgggtion p or drench) or by tray drench/dipping following watering to
e ful t1onm; 0 th 1 Therefore, the risk for exposure of mammals to P. lilacinum
15& ex n addig @ thls strain of P. lilacinum is not pathogenic or infectious for
%ees a@mdlc by the submltted toxicological studies (see Annex II, Doc IIM, Section 3

@ vex dow
o 3

103
I1IM 10 ffects on aquatlc organisms
No new studies are submitted assessing the effect of BioAct WG on aquatic organisms. Instead

already evaluated studies on the formulated product PBP-01001-1, containing P. lilacinum 251
spores (nominal 2.7 x 10° spores/g), are considered for the evaluation of risk of BioAct WG (please
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see Table 10.2-1). Moreover, no relevant literature was found to inform the risk assessment of
P. lilacinum 251 to aquatic organisms. Please refer to Annex II, Doc IIM, Section 6 for the results
from the latest literature search.

Table 10.2-1  Ecotoxicological endpoints for aquatic organisms @
N
Test item EU agreed endpoints Test species Re%ence @ 4
S
Fish v & \&@
%% (@) @
LCso (96 h)> 100 mg B ° o N
. .l ] Wia S N
PBP-01001-1 formulation/L %9 @ (please e%r a \to Aml@ex
0 NOEC (96 h) =100 mg Onchorhyn ILD ™M .
(4.53 x 10 formulation/L @ mykiss &, P" ™ 8,2 10'§ @
spores/g) (= 4.5 x 108 CFU/L) Q @@o 1\4"@%7 6®-1 )1 <© é
9 \ - Nz
LD SN AN
Aquatic invertebrates & @ @?}9 @§ ?&@ @@ <
R °
8 Q TN
ECso (48 h) > 1®1g 0\@’ @ R A\ h%ﬂlb@ @
formulation/Lg ™ AN o R )
PBP-0001-T | o 45 162 1000 2.8 O (p@ref@lsot nnex
@53x10° | formulatid@t & . O gﬁphni agn§ Do I Secg)on 6,
spores/g) — 4.5 % CFUNL. ©\ S @nt | )
e & & @ O &© @3\4—4(@%86-010—%
f\@ Q % @6@7 m? Q @ @j@ @ @ @g,s\
Algae Y f§ \9 A @ $ N7 .9 %
- PoCsq (72 h) %1.77@ Coee A @Vw
for@atio Q 6@ ®) & v
Q| 3@* 108CFU/ S0 S 2011

(please refer also to Annex
'S 1L, Doc IIM, Section 6,

PBP_O@I_I sy (§h) S&50.43 n% @iedec%uv
4.5 SO10° \(Xorngatlon/%f N . . @ i

S% /g) | (=1.T6 x M CFl@) %&\ S %v | Point IIM 8.4)
@@ aBEC (P =-%9m&” & & @  |M467680-01-1
Rz form @ion/l%: & 708 @ @7‘?\9

£ OIE Y 1EIUL) & | N

X4 2ENNS)) @% 0\@ ) N

Fsh O O & L0 O & N
In ZO@n ag\te tox} stu@\fon Bbow t@ut W&y conducted with PBP-01001-I, lilac tan solid
granulés cof@risingy lilqgiiim 2§ forw&ted @VG. This combined range finding and limit test
@@com ng O‘E&) g&@line\ 3, respectively EEC directive C.1 (| , 200,1M-
467660-01-1). @mn f 6 @:entré@ns o the limit concentration of 100 mg/L was tested,
@mploying t%e sugoeyted @ni als/conegntration to achieve a 99.9% probability level. Test
concentratigns werew).001, 0.01 % @ 10 and 100 mg/L. Mortality and clinical signs were
%, assessed ﬁ’i, 6,%, 48, and @h aftgr test start to determine the median effective concentration
N (ECso). i'%%mpg§ure, valu@nd §olved oxygen concentration were monitored daily, at 24h

outythie stu

interq throug dgperfogaiance.

&
@rite&ﬁor vAMlity weye megjn this test. Body size and body weight were not adversely affected
ex@sure tQhe tegt subst¥Re. All fish survived the 96 h exposure to the test substance up to
@%00 @/l af¥no i@ exhibited signs of toxicity or behavioural changes during the course of this
§ . Th%fore,%@ NOEC (No Observable Effect Concentration) for PBP-01001-1 was 100 mg/L,
& e EL%was estimated to exceed the maximum concentration tested, i.e. 100 mg/L of test
Q© Gubstance, wi@ probability of 99.9%. The NOEC of 100 mg a.s./L is equivalent to nominal 2 x 108
QCFU of P. lilacinum 251 and was 4.5 x 10%/L, based on the analytical certificate of the tested batch
@ for the formulated product PBP-01001-I.
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Since the formulated Product BioAct WG is comparable to PBP-10001-1 (please refer to the
introduction), the TER values were calculated in consideration of the formulation BioAct WG and
the spore number of the active substance P. lilacinum 251.

Aquatic invertebrates @
Toxic effects of PBP-01001-1 on Daphnia magna STRAUS were assessed using the ute@
immobilization test according to OECD guideline 202, and EEC directivge C.2 (| 1 M@
467656-01-1). In a combined range finding and limit test a range of 6 co trations up @t @t
concentration of 100 mg/L was tested under conditions of a limit test degggn. Under statlf\condf@ns

5 freshly hatched daphnids per treatment group, in 4 replicates, wgre exposed to &BP- 1 a
0.001, 0.01, 0.1, 1.0, 10 and 100 mg/L (equivalent to nominal 2% 0’ to 2 x,169 CFl&). T@
N

negative control consisted of the test med1um@ater and aosmve contr) "co Phsed R0
concentrations of the toxic reference potassm% dichromatgsf0.9 or 1.9 /L), @spec& y. &
Immobilized daphnids were enumerated at % and 48 h fol®Wing study sgfart t@ tft&
median effective concentration (ECsg). Te o\o tature, pH v and dissol @ox%en CO tratl@
were monitored initially and at 24 and 48 lpgdthe study performa D,

o N é‘ R @ & @

No mortalities or effects were obsey{ed in ghe tes@ubstefﬁge graups u a C@centrmon of
100 mg/L, which therefore represend the NOEC @0 Obgsyvab ffectﬁ&nc tration}\ 100 mg
a.s./L are equivalent to nominal 2% 10% @U/L P Zil@mum 1 apd actuafGF.5 @CFL,
based on the analytical certificatéof the’ mpl%%d bat@for the&grmu& P-0100 Q

was estimated to exceed the tedo@ imu@)’ conekp ratu@%f 108 mg/ksvith

S
99.9%. The results for the o@we cBytrol ssi ichré&yate ¢ &ﬁrm@ne Vot oft
" f &S @ @ S ’

N
Since the formulated P@uct BioAc WG compa&ﬂe @@’BP 01- %le g\refer to the
introduction), the TE Drre late@Nin co@era& of t@ %®t10n BioAct WG and
the spore number o@e acti’@ subs @nce P. %cznuﬁ% @ % @
v 0

N S T LD

Algae @ & @@ §@ . @ § @ %@
N %

| FeIN M @6804@ 1) téed to@c effe@ of P- ogkgl -1 4@ x 10° CFU/g) on the
single ce reen@f smodggmus vptca@tv oyin@)OECR “guideline 201 and EEC
directiv 3. @xpone@ylly ~growing “cul of @le single c@ green alga Desmodesmus.
subspj @D "l\straln%fo SAG 86: AL, wer%%(pos@to @encentratlons of test substance
und eﬁn onditions ik synt@c grotth §mm fi veralgenerations. According to results

of®rangﬁéﬁldn&@st the@ con&ntratl wergyet as §pto 144,99 mg/L, differing by a geometric
ctor of Y.7. The cell @owﬂ%’ ured 48 and 72%ours after initiation of the test. The
ned b

°sinhibition of h@s dz@’l %gatm C, LOEC, and NOEC (EC = effective
&@ concentratl@ 1nd1@r an efeg to “gr@ h ratey and @omass“ respectively).
Significafginhibitery effects w obs&?@d frogm 49. l%\?o 141.99 mg/L after 72 h for the biomass
integra@ for the grgwth rats(calegpted b ett's-Test). During the test, at the three highest
test s@stang@\cong&yirati actl% ar @gh of, @
gragygh) w sepd. © @ Q
™ mhibdry ®cts &ﬂ%ct putriegvcom 1t10n between the test organism and the green alga
esmodesmus Q@bspi s, cerlgg that @ngal growth was observed at concentrations of ~50
@QL test s@tanc$ hi&er, aj that, ffre employed conditions were supportive for growth of
saprophyti&micrq-organigms. U the@mdmons of this test, where conidia of P: lilacinum 251
N were 1n®1\17 ter§3 to @#°C i §t solution on a rotary shaker, additionally offering organic
brls e

lilacinum (spore germination and mycelial

N substrate in th@yYorm ¥ algal observed fungal growth is a natural consequence. Under
grov@%hmltmg con@gtlon @vaﬂ& in natural waters the alga is more competitive and spores will
;@ﬁtatlp\y
@
N { Q
@@ S
R rlcultural Practice (see Doc. D-1) P. lilacinum 251 will be applied directly onto
S t@ soﬂ«§ y soil irrigation (drip or drench) or by tray drench/dipping following watering to

Q© ssure full inéerporation into the soil. Therefore, spray drift and run-off can be excluded and thus,
@ exposure to aquatic organisms.
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IIIM 10.3 Effects on bees

Following Good Agricultural Practice (see Doc. D-1) P. lilacinum 251 will be applied directly onto
the soil surface by soil irrigation (drip or drench) or by tray drench/dipping, with subsequent
incorporation into the soil by watering. Therefore, exposure of honeybees to the active substang? 6

the formulated product is not expected and studies on honey bees are not required. Moreover, N
adverse effects of P. lilacinum on bees were reported in the peer reviewed gpen literature v
I,; 2015; M-542804-01 . Effects on bees due to an application of BioAct@J‘@are therefog nlik
SIS
3 O & °
IIIM 10.4 Effects on non-target arthropods other than be@ {*’ S EN QS
@ ¢ S @ @
Effects on foliage dwelling non-target arthropods Q @ N é\” é

@ VO &
No new studies are submitted assessing effect of for&late%ﬁrod@&o&gt WG g‘f fong
dwelling arthropods other than bees. Pr sly submi smgh@ evalu @le riskoasse
of the P. lilacinum 251 formulation g’]gP-OlO%d an@ er@WG &@‘oh@dwe&tﬁg arthy pods
other than bees, are presented below.Q o $
Moreover, P. lilacinum was discyssed a@ﬁhe Pé@ R@eﬁs@neetmg on @tcroo %mms%m
January 2007. According to the\\? FS c1en°*e1§1c R (2097)? i Gas agreed tl@ilt ot
necessary to address the pote w hlgh\ss t af d e ing opo@s if e ureg\\ﬁ negligidle for
the in-crop and off-crop ar % [he C& S e n %tllat the i n i 0il&nd w1®spec1al
application technique onl CQll bol re&@ént&@ of %&Iw g ar@jopods are
presented below. Y

@ 9 O § & N
Further data are av&@@e ﬁ?%n 20%@&[ 414 01), ho@sted &lzlacmum strain
251 towards severékarthr@&)od sp S w1@1n the@gope of her th&s@
% 9

Table 10.4-1"> Ect&gxncolof@dl e&om@mr a@opods 0the$&n(®s

Test 1te;&p@ E@ﬁgr@wend}@mts § §9\ Tes@pec® RQ\‘ence

PB- 01@?11 D D 9 g« I 2001 M-467682-01-1

E= %4"/ (10ducts&% sficial N phi L

éﬁ 10@ LE@ICH}/ 36 <@ C /ha)@ rhe oszplzt;\” (please refer to Annex II, Doc
s@us/ N & IS

‘o

) @ |1IM, Section 6, point IIM 8.8)
. @3-01001-1 2 SO | 2001M-467670-01-1
S 5 @?} E @”3%@11@1011 of begsficiahQ 1;7/@@@;- -
A (4.53 x 10gy gd@lty at .36 @@ CF@/IM) X | magg

(please refer to Annex II, Doc

spores/g%\> &\ S ®) ?& & ITM, Section 6, point IIM 8.8)
> Q
Bio/\@}> WG o %@’ © @ B 00:: M-467505-01-
“’2’“3*4736@ E =39% @%rtalf@@at 6 @‘) @Qg Poecilus 1
X 105 é%/k{&w sod) @ @ cupreus (please refer to Annex II, Doc
stpores/g) > @ ,%F, 2 @ IIM, Section 6, Point IIM 8.8)
@ BioAct® W@ N
{%;335;& b S0 (chuQ hoRQ | 2004 M-467522-01-1
\y\’ (1.5 x fipo @rodu@on @“ty@é x 10 bilineata (please refer to Annex II, Doc
spores/g) @ Fg@ d Vg@; 1M, Section 6, Point IIM 8.8)
% & Q
@te texic t\ e Ap%fd [%@sitoid Aphidius rhopalosiphi
X

S gte 151 d parasitoid Aphidi hi
The @ute toxtcity BP-01001-1 to the Aphid parasitoid Aphidius rhopalosiphi (Hymenoptera,
§ Braddnid @%was ¥termined in a laboratory study using worst case exposure conditions (ﬁ,
$ 67682-01-1). The study was performed in accordance with the ESCORT guidance
@ocumcnt forsdgulatory testing procedures for pesticides with non-target arthropods (‘ et al.,

@ 1994) and the draft guideline of the ring testing group (Mead-Briggs et al., 2000). Dimethoate was

2 EFSA (European Food Safety Authority), 2007. Conclusion regarding the peer review of the pesticide risk
assessment of the active substance Paecilomyces lilacinus. 35 pp. doi:10.2903/j.efsa.2007.103r
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used as positive control, at an application rate of 0.30 mL/ha. The test substance PBP-01001-I was
applied at a field dose rate of 30 kg/ha in 2000 L water/ha, equivalent to 3 kg/ha in a 200 L/ha water
volume (1.5%). The negative control was distilled water applied at 200 L/ha.
Each variant included 4 replicates containing 10 adults (five male and five females) introduced into
the exposure units with an aspirator. Test organisms were exposed to the test substance on glass >
plates assembled to the exposure unit after the test substance had been sprayed and allowed 4Q°dry. &
At Y5, 2, 24 and 48 hours of exposure mortality was assessed and 15 surv1v1ng females @groul@’
were transferred individually for testing fertility. After 24h the conditio the emplo<@) em@s
was recorded and the number of parasitized aphids was counted after 11
Mortality: After 48 hours the mortality in the group exposed to PBP&%OI -1 was 3. @A) cmﬁ@@aredg@@
0% in the control, and 100% in the group expose@ the toxic stdydard. The m@gahty iNthe (&
standard and in the test substance group was st?stlcally mgt@intly 1ncre @red 0 he
control. The mortality values needed not be cgrrected for mo@hlity in contngl?, sincgathere 0@@
mortality in untreated. &

&
Fecundity: The total number of mummideveloped in 10 - y the&)@ﬁtrol Hup,
corresponding to 7.13 mummies per f@{nale liggfie tes@ubsta%ge gr a to f 39§mummi§s were
produced, corresponding to 2.92 mif@mies gér fepine. T are tlstnglly si 1ﬁcantly

different from the numbers found_fn the Q@Y%ﬁ‘ol a@up. Tc@ result ction i@®repr ion$vas
calculated as 59.05%. The reprqggp on\ “factor {% calc@gted to%;: 0. 4@ m red to th con§

In adults of A. }hopaZOSIp %B (&1%01 @;?pT &t a iigse c Y%sp g t kg/h@ caused
37.50% mortality, Whlc@ be the ~d plic Suggd@ed within
discussions in the ESC IT workin group@n the q@rtlhty ta ctl reQl uction rate
was determined (rep ucth&%ctor ), b her §h varggon @)ng the 15 individual
females in both cor@l anthest spbstance @r’oup anngln to 23 con@ and 0 to 19 in
treated animals. C3mpared to pre$us cagtrol dg both@gesults\ re r@rded to be in the range of
normal varlablll% as f@nd indiis t ystem nvestigatio¥of @Exp 2, group of Aphidius
rhopalosiphi $howedqthat a %% mer@effect@ fecﬁ%’dltyw% tre§ insects can only be
determined jth at le@c% 80"@::0nﬁd@ce

Considerig&the cf@ent ussiggs w1t§the &pert S @oup &was ‘g\cluded that PBP-01001-I
will ca 0 erlment@ffec“ﬁ@m the of A@hopalowphz@ven when applied at a rate of

30k in 2060 L wgiter/ha (15%) ), Bquivakeqt'. 1 @es/h@@
g@E %\ S N @} y S
Al@)u@& Spor @oncm@atloﬁ&e he 2 f@atlo 10A(@WG is higher (1 x 10'° spores/g) in

mparison to the pr&yious_Yormuison PRP-01001-1 (483 x 10° spores/g), the maximum
accumulated Hsplic rat BIOA W (2.4 @y Q /ha) is still below the highest tested
spore concgpfratio oreo tgeds @Be C(méldere@qat estimated mortality was below 50%

and onl@geduc&%n of begeﬁm pacm& wa&b&bserve

)
Based%®n th §ute c1ty dy d%scrlb d taking into account the current discussions

witigin the@kper, groufUit W) assu@ ried residues of PBP-01001-1 will cause no

wrceptd®le ad@rse @cts Aphig alowphz under conditions of field use, and that
%‘herefore, the reguire ts o, ectl@s 107 09 are fulfilled. These findings are transferrable to
@’t e current f@nula@ioﬁ@t W Y
Further, {5 %2/ CI}&UVC S]§ W@ not be exposed to BioAct WG under the proposed
f fi

N conditi
N e

se (9 DocO-1)
v @ Q @

@;e tox&gf‘y to mus p%
N @imty S P%OlOO@ to the predatory mite, 7yphlodromus pyri Scheuten (Acari,

@ eudae was a@essed using a laboratory test (| , 2001, M-467670-01-1).
&
e s ogf% 1s study were based on the guidance document for regulatory testing procedures
§ ith non-target arthropods (| et al., 1994), the guidelines of ﬂ(1988)
Q Lind ( 8), and improvements of the ring test group (Bliimel et al., 2000).

@ Dimethoate was used as positive control, applied at 0.015 L/ha in a 200 L/ha water volume. PBP-
01001-I was tested at a field dose rate of 30 kg/ha in 2000 L water/ha, equivalent to 3 kg/ha in a
200 L/ha water volume (1.5%). The negative control was deionized water applied at a rate of
200 L/ha.
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Each variant included 5 replicates containing 20 adults (protonymphs) each. Protonymphs were
exposed to a freshly applied dry layer of the test substance on glass cover slides for 7 days.
Mortality was assessed after 3 and 7 days. The fecundity of treated and control mites was assessed at
day 10, 13 and 14 following exposure, by enumerating eggs and juveniles and determining the
cumulative number of eggs per female. @ @

The mean mortality of Typhlodromus pyri after 7 days exposure to glass&lates treated V@ PBP@’
01001-T was 6.0 % compared to 0.0 % in the control group and 85% in&e group expd&ed to
toxic standard. The corrected mortality for the PBP-01001-I treated an&xic standard%roup Kere
the same, since no mortality was observed in the untreated gro Significant @fects@i the
S %
mortality of 7. pyri were observed in the toxic standard treatment (Kigher’s Exact Te p < @5). %

During the 7 day egg-laying period the mean cun% ive number ffspring per?:%\male@he P %)
01001-I treated group was 10.8 compared to 10.% in the contrgiygroup. The @ﬁ%du@n okqqiites é

exposed to the test substance was not reduced. S)

? & & & 9 & &
In conclusion, under the simulated wor ég exposure cond1t1 erw@esid@ of PBP-01064 -1
did not cause adverse effects on surviva reproductl Aof t cies can {eTega to
be non harmful to 7. pyri up to a dosexate ofef kg/h@pphéﬂym 2@Q7 L/hg&1.5%, equivilent to
8.1 x 10'* spores/ha. é}f S &

s & © e & s
Since the spore concentration 0@% o fon%htlon@loAct %G is @é%hervg X 10‘§or
comparison to the previous fo@tlatl BP-@001-1&¢ontaiggyrg 4,.93v< 10°Qporesfy the mXimum

accumulated application rat&f %ct WE. 4 4C /ha) @ Slighi&highgixthan th€ highest
tested spore concentratlo owe% it ngeds to%sbﬁ coRglter t estipited @ortalitfvas below
50% and only a reductlo@f be%g@eﬁmal %paanaS ohsd vei Q § @@ D\%

In the above descrl acu‘tét\(’)m test O@Typh&%ﬁom@ oyri the effec auséby PBP-01001-1
was smaller than %*9% der th mulQed WSt case%xpos&r con@lons. Therefore it can be
assumed that drézgl rem@es o% oAck G will cause no defiine ffeg@%n T. pyri under the
proposed conditions af field r&ym@ maé@um {é%hmu]:%ed d§rate of 24 kg/ha, and

subsequent gQjl inc atm@ .
& N R ?@ @

worgptase CO&ndltl u % PRP-0100, testﬁ“&g of Aphidius rhopalosiphi and

T )iélodr@s p% as sen tive %presenﬁé%ﬁvﬁ ben@nal arthropods, did not indicate an

ggaccepta le 1mpact Gder ndltl& e Th efore, no further studies regarding
\assessment 0 ts 0@ tar, arﬂg@pod req«\.&r d for P. lilacinum 251.

A O O

Larval @yﬂty &\Poec cup§ N §\

A toxf@arty @ of ct‘ op *I%rvae the g@nd beetle Poecilus cupreus was conducted (.
200 5-01<; ple@ refe@o Anf@X II, Doc 1IM, Section 6, Point IIM 8.8 for the
y su #P c %us @e ex@sed to 400 mg BioAct WG 102000028478-01,
ontalnmg 6 x le s gal@ysed) P. lilacinum/kg d.w. soil. The test substance was
Compared 0@e to eferetide ite erfe{ﬁﬁon (400 g dimethoate/L) and the tap water control. At
each feedig® timeold foed was ré@oved@d observations for larvae and any effects were made. 28
days aftag, appl@ t@’[ ungs Avh o larvae or moulting holes could be observed during the
previous two @threacyecks weére ex@nined and searched for Poecilus larva or pupa. Where none

werdZpound, the ingthduc va @ counted as dead. One week after the first pupa in the whole
e rimen&as rvedydlie he@: g of adults was checked daily and un-deformed hatched beetles

v
N

e W @
@%\10 Si 1car@91ffer®'e between the test substance and control treatment groups was observed in
Q& rtaht@ys until hatching or weight of hatched beetles. These parameters in the toxic
i\a re@@nc%n wgret statistically significantly different to the control. Toxicity of BioAct WG was
N) 0% ifdthe trgated modality, and 18.6% in the water control
Q ioAct WG not show adverse effects on the ground beetle P. cupreus at an application rate of
@ 400 mg/kg d.w. soil, corresponding to 6 x 10° spores/kg d.w. soil.
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Since in the above stated study the effect caused by BioAct® WG on P. cupreus the LCsy was above
the highest tested application rate of 400 mg/kg d.w. soil, the active substance P. lilacinum can be
considered as save at a spore concentration above 6 x 10° spores/kg d.w. soil.

Effects on Aleochara bilineata ° @

exposure study (- 2004, M-467522-01-1; please refer to Annex 11 ¢ IIM, Sectié®
IIM 8.8 for the study summary). The test substance BioAct WG 102000@7 478-01 was &OLpo‘@ed
into the soil of test vessels at a rate of 400 mg BioAct WG/kg. d.w. sodl. Immediately, *‘“‘ elw
pairs (ten males and ten females) of beetles were leleaqed into thextgs veqqels ntr@a

control and a toxic reference item, Dursban 48% Og chlorpy@os/L were r m paga alel. @1 @
treatment group was replicated four times. @ %
28 days after application, all beetles were re&oved from t &ﬂ@test vessels. The V@ §ke S
under test conditions for one further week %‘&hlch time t Y pupae wert-remove fro@ythe s@
and the number of parasitised pupae anw hed Aleochara wa@%cord@ for é%rthe@appro 835
days.
It was shown that the reproduction o%leochc@ *biliredta in e tc%@@sta@trcafﬁ&ﬁ grdwp was
reduced by 10.4 % compared to the n‘[rqiy cpl@ctlor% thc@ic rd@ﬂcncc%gm w%raducad
by 99.8 %. Q @
No reduction in parasitic capac@&@ A e%sha; %Mmea@co ﬁd to @) cong;{g)l was observ ftcr
exposure to BioAct® WG, actigg reQ nt P@lacintsq 251 Nlc@r 00 nedper kg

9

dry soil, corresponding to é‘ 106@9 ble @vres (@lyse?%@fp /@cmu er kgglry 501

S

The findings from studw@ond%:ted on:non- td@t art ods @moné&: thag 7. lilag t§fum 251 is

not harmful to T)ph/o@umus i andgphidiyrho, zp/@sonm(%ed tl@ost sensmve species
; 2003;5M-542628-01) SThegeproduc ts on

for testing of pesticiéy (
A. rhopalosiphi ar ggfbweﬁgomp €d'to théyaluegyiated ifithe @ogr{gﬁ@byt Rapporteur. Soil
@y thg icro organism, Theguter -@nism@ es not produce any

The effects of BioAct® WG on the rove beetle Aleochara bilineata wgfs tested during 5 S-da@

dwelling spec1es@e not@&fect

harmful toxm@ﬁ"hu@%e possible effSts frag)P. lijdsinum 251 on B@n-tar@arthropods other than

bees are suf 1ent1%$por @in the Bssic the> Qresent@atemeat. Thegg Were no harmful effects

found angsthere is me@o con@ct an§ dltgaal extended la@rator§hor semi-field studies on

other ngfdMar g*rthl Q&@@p@ @ & @

To (1\» e \sur a&th @5 foha@ﬂ dw l%h n %r @throﬁs
oxicity @ ¢ % g @ g

®pllowing Good Agr&@ural Cth@QC D(@’ D-1 lzla m 251 will be applied directly onto
Sthe soil surf@% by@goil i tion (drip agndrenshy or tray drench/dipping, with subsequent

1ncorporat1@ into % soil @@rmg @herefdre, ex& re to leaf dwelling arthropods like to

P. lilaci ZSIQs\not cted@

Follow@ Goed Agri ctice @ee Do&D-1 lzlacmum 251 will be applied directly onto

the sofPsurf @3 rrlg@n (d ffﬁ}’or drench) oxdy tray drench/dipping followed by watering to

ass@ ful@@:orpo@ fon.intd the The@fore s@’ay drift and run-off can be excluded and thus,no

ure &2 o @ msi pec@ Afte@pphcaﬂon spores will colonise plant roots:

é%lerefore no dr ainag ards%g unc@r surf@é waters is expected.

x> Effects*ml s01 eli nor etirthropods

4
A

Q) Q
A re@oductlon s in cial on the collembolan Folsomia candida with P. lilacinum 251
ed e rédylts arg summarized in the table below. Reasoning for providing this study
@nﬂg@g M@ectl , Point 1IM 8.8 is provided within the study report and also in the
um@ bel@

X §
$ @ § N

&
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Table 10.4-1  Ecotoxicological endpoints for soil dwelling arthropods

Test item Endpoint Test species Reference

P. lilacinum 251 | NOEC 562 mg /kg soil

102000028478-02 .
corresponding to Folsomia candida

- NI @ §

(1.21x 10 M- %2556 -01-1
spores/g prod.) |6.8 x 10° spores/kg d.w. soil &@ i)
“@’ N
= S & .o
Report: KIM 8.8; . s -2015 %o N é\”
Title: Purpureocillium lilacggam: Effects o@e reproducn@”of t@ @
collembolan F olsomla candida in affdicial soil S é\a o
Report No: 1510482558 @ & Q
Document No: M-542556-01-1< Q &’ ©
Guidelines: OECD Guld@ 22\ @
GLP: Yes . AN
N 9 YN
. Q @ XN N
Material and methods @Q v

S W
The influence on the reproductian ‘of the colgf}n
BioAct WG 102000028478-02%was t in @ 1c1a1@011 (
collembolans (10-12 days old) pe ?Qp%lcat tes fag the
each treatment group) we posgghto caqt (w@ T tr%@) a ehic ontr
oo 800 lux, 16 h

- 178 =316 — 562 - 100§g test 1tem/ artlf ial s01 at
light : 8 h dark. Natl@ spor% reo nu@re e @nall hﬁlt—welght and
n

electrostatically chaiged arfe thus annot b@’land stem s weighing the
spores and dissolvifig the@gm wﬁecally mpossibie. he e re, f@@the purpose of application
a vehicle was usggd cons@fing t 9.8%@ eas1l d1gest1bly cﬁ@oh @ems and lipids. The
test item (sporés,plus yehicle) {@den atedas “Pu@u“reocz m kla znun@ 1 WG 6W.

During thesstudy, @e wég fed @ith @ ula,te@dry ast Mortaht@nd reproduction were

determing ter 285 e te@d ref@ce 1t§r9n was 0, lx@\dnd 225 mg Boric acid/kg
d.ow. art al sadl. The y Wi@valid. © @
@ \ \ o 9 N @

S @ @
Flnéag @ C& @, %&

Slg@lﬁca@dlffemws %ere mea%redobg@vee @e cont@l @é treatment regarding mortality and
#production at the dese”of 1 1tem g d\/@artlﬁ soil. Thus, the No-Observed-Effect-
@\Concentratlo@ NO ) for. ortahty and €prodii€lion ifN562 mg test item/kg artificial soil dry
A weight. Th@Lo esttObserved- @e t(‘\Q:entrat n § C) for reproduction is 1000 mg test
1tem/kgs§§\ﬁc1al&soﬂ drg&&elg,ht 6&’ é&
% 7, @
Sumn@gry Q N @ @\ @ @j@

@D
Effects or@epr% @tlm\M mo§hty t %he so&aﬂhroiod Folsomia candida were assessed during a

tudy with the t W&»“The &@udy of (2015; M-542556-01-1) revealed a
@O—Observe@ffec ncen@&ﬂon@NOE{i}o\for mortality and reproduction of 562 mg test item/kg
artificial @»dry %ei L & Y
* SR 4 @\
Tox@fty exposu atl@r s@dwellmg non-target arthropods
@alcm@% the for the ex asure of Collembola, the risk assessment is carried out by comparing
e

ted &viro ntal centratlon of the product BioAct WG in soil (PECs with the
@end ts obt@ned the study performed with the product BioAct WG (| , S.; 2015; M-

8 - 32-56 - 100

§ 5 ). Fifftermore, the PECso in terms of spores is compared to the endpomts of the
$ hvertét to amounts of spores actually present in the test. The toxicity/exposure ratio
QTER) 15 deﬁ§ed from the No-Observed-Effect-Concentration (NOEC) and was calculated

§ according to the formula:

_ NOEC (mg/kgsoil)
PEC_, (mg/kgsoil)

S01
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Table 10.4-2  TER values for soil dwelling arthropods

& Qb
Test organism | Test substance | NOEC PECsoi @ TER %Eer o
A Ied @ 8%\
Single application: ‘@7 10 o\&
562 mg |5.33 mg product/kg %w. soil § Q> >
prod./kg . <) é\g
d.w. soil %@iple applica
Folsomia BioAct WG g/kg prod@ kg d W, s01]<?§f7.(§ ég@ é@
candida 102000028478-02 Single applitation: 1 2% @@ S
5.3 x 107 kg w. s
ok é e @@}
Multi applr&atlonsﬂ@: Ry
9 3.2{9 @’/kg ‘%}6 soﬂ@Ey 243 v

v N & ©

% > @
* Even in case 6 consecutive applicm'ﬁ s agdescribéthjn thesGAP forBjoact @(see sectlon ell
1nd1c under

are applied, no significant accumyfation gs%&pect To deQ stragethat thege 1s e o i
the unrealistic worst assumptio t alk@ appé@ga 1ons©%ould cQiT ete cur@ e, als@ risk @essment

for the six-fold PECsoil value is@roviddd,
@ Ty @ & S
O \
2 @’@ @ @® @© ©©

S
The calculated TE@alues Tor tl@formulatlon an%b for Qs orég are %oove th@\nnex VI trigger

value of 5, 1ndlc@21ng th%@A @cte e of BidAct W p no rigkto sofhdwelling non-target

arthropods.  °s, NS < @y\’
@ o & ¥ .0 & .9
é\g w\ﬁ @ < w\g\ © & K\
Risk m@tl § ~ ©© @@ o @
No rigl mltglon méasuregiare re(%}d AN Ny @ §
SRS A N
& 2 & o @
2 S % N 04 Y
N & % & @ @
- < & SR
AN \e@ %@ o \@ e P
IIM 10.5 Effect t ©
ects § arthyy rm@ o\ @ &
No ne® stud@s 1tte®sses§%g thegffect offormulated product BioAct WG on earthworms.

tified,pres g ang&oxw@%cts @}P lzl@znum on earthworms (please refer to Annex II; Doc
%[M Section 6, omt@[ 8.9y @

@ N
\@ N @ &
\y\’ Table @1 A otox&logf\@ engkglnts for earthworms

Th@tudy @read§ gvaluat@i 1s ]@sente@oelow@Addltlonally no relevant scientific papers were

. ®u aééed e@dpom@
Tﬁ@tem% gﬁ 0(3/%@84/2(@ - rev. final — Test species | Reference
Q 7120 @
O A
@ B.o@@ R B 200+ M-467522-
§ % ect on mortality, body weight, Eisenia 01-1
$ I@QOO%\;JQ;S  réproduction at 2 x 10° and 6 x 10° foetida (please refer to Annex I,
Q @450 % 1 @FU/kg d.w. soil Doc IIM, Section 6, Point

§ spores/g) 1IM 8.9.1)
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Results of an experiment to test the effect of P. /ilacinum 251 on earthworms are available from the
registration process of Bioact® WG in Australia (-, 1998c). No specific guideline was
stated. The test substance contained P. lilacinum 251 at 3 x 10° CFU/g. Earthworms, sized 3 to
15cm, were collected from a compost heap. 24 earthworms per treatment were exposed to 2 dose
rates of P. lilacinum: 0.5 and 5 g per 2 litres. The untreated control comprised 24 earthworms j@jthe
same volume of soil. All tretament groups were incubated at 21°C for 2 weeks. At study g} and
after 5 and 9 weeks mortality was assessed by counting, and infectivity tovgrds adults and ggps was
determined by visual inspection. IS @ @

At the different assessment dates there was no mortality, but repraduction of caorm@n al
treatments and at all assessment dates, as indicated by the recoverygfadditional ATy %ngaﬁ@ﬂcm@
earthworms. At study end the number of hatck% s was clear greater in th‘égream&e}t fay
compared to untreated control. No infected wormds were foun and eggs apé%ntly@re heg hy &
also, as indicated by the continued hatching oligerved in the te&substance g 21yYp w1@the'©’®/eelg§
post-exposure period. S <
This study has not been performed in ¢ ance with_directiv @ECD®7 e@the ecies gsre
not identified and not obtained from cW¥tures but ob%atur&gorlgl the sQY subsirate w@s not
specified and there were no rcphcatcﬁxStlll tl@@ dcs1g@oft &studw\@ apprePtiate s, conclitde that
this strain lacks an infection pote o) tds @thwol@z an& ill ngy be &I’lbk % natural
populations of earthworms. % . @ Q % Q> @’ @
\ ©)
In addition a sublethal tox1c1@§tudy\}1th H@Act WQ?IO 0025898-01 @%ear or Isenia
foetida) in artificial soil w; (ted. @ﬂa st was Ronduc@sl un GLPggnd according to
OECD 222 (- 2004 M- 77%2-01"&) TheYubl etl&@om@ofB' ct to E Betida was
evaluated during an e@h@zvee Xpostgs penc@ G @s tesggyt at tugg treatigent rates: 133
mg and 400 mg Bio@st W& d.W'soil, frresp@dingdy 2 x QY a x (]0° viable spores
(analysed). Ten ad@earth%orm etweeg@[jwo Mad twe@® mapths old, With Gytellum) that had
been acclimatised 1ot onéday in @t soi &Nere ysed, bidtted , weighd ang placed onto the soil
within half an_ héar of a@llca . A ) control group wag ted@parasl@ with four replicates
of each treatmeht gr A@ a POSItIE Dcr@ ﬂu@mg 32.49% cagbehdazim was tested at a

@b

rate of 12.0 (%@g/kg@ so&é % N

Followin osure Q> 0 A& W@tlv§ gredlent P. l@cmwﬁ\ZSl at application rates of

133 an er ké% qg%&orreipondu@@ @9 and 6.0 x@ viable spores (analysed) of
N l 5

dr soil, n %ﬁect@ Sn,mort , me@h bod eight change and reproduction
M Y g By g g p

we@@ serveil. @ & Q{@’ v\a @ S @
& S \ & o &
&Q\Toxmty ex@'su &tlo@‘ earthwon@s @ ©\
or

To calcu the the exp e of’earthvg%;ms th%ﬁqsk assessment is carried out by comparing
the pr ed environpjeital sgncentgation go uct BioAct WG in soil (PEC with the

endpo@@ts 0 ed fom th eadf%avall e studsperformed with the product BioAct WG (
522@1 1) @Ither@ore the" PECoit in terms of spores is compared to the

e?@)omts@)f pro rted ts of spores actually present in the test. The
oxicity/exposu: ratl er1 fror@t e No-Observed-Effect-Concentration (NOEC) and
@'as calculat@ accogdifig to for@la .

@
<" TER- $OE@%@ SO@ §\
@% PE soil (@/kg@@ﬂ)
& & E -
N @
S O Q
T 10.&2 {@ values for earthworms
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* Even in case 6 consecutive applications as de%qed in the GAIQor igact WG& secti
are applied, no significant accumulation is e %1

the unrealistic worst assumption that all six %’

for the six-fold PECsoil value is provided. &

The calculated TER values for the orrrmlatlo \&nd f S e§§s ar@%ov the Ann
value of 5, indicating that GA é

d

@

rect’eg\lse o@mAc&WG p

cations wo

@0

)

To demqnstrate t ere iS@ven

S
@?’@%@@’@J

s Qi ffskto

<
Furthermore, it is gene&l@y ac@pted °that eaﬁﬂaworm@@c?lo @

Therefore, pathogen1c1ty@ inf
Therefore, under conditjons
expected followin, ‘%phcat%n 0

om tc ag@mula als 0 a

N

@%

e

onT abl@@IM 6D
isk 1 n%cated @%er

is ass@@ment
o
% & °

@
VI fgger

cro 'a@pathogen.

@any l&y
ivity of P. lzl@nu@ to e4Bthw 1@ can bg excluded.
ield u@’no

ns &f earthworms are

criteria for the authotisatian of préparatiofs accofging to ®U di egtive, 1?@7/20
2 &5 of pigparatighs accomy {\ )

&, IS o @@

Risk mltlgéwn © @6@ °\© é ' °\®
No risk @lgatl@ meas@s ars@squlreﬁ ©§9 @ © @&
&\ S N Q{@ @} <
&y S O
& 8 2 & © 9@

IIIM 10. Q ®rtects on so;l%mlcro& gani

S @
@\@’

@rse % Anatur m@
EBioAct anthit can@ ngluded that the@roduct fulfils the

& Potential @eﬁ @)1‘ PBP 01061 (Pq l@zumu\;}?ﬂ &guldted as WGQ) on the activity of the soil
microfl ds ‘é&sesse{@ucc&rd@g to%e SEXAC gﬁ ine dates March 1995 (|
&

v .
AN constant flumi
dry wejght, p
f‘OIQ indigate the
@g SL;i\ pl§1
Q
¢ & O
7
>
S

Q@

4677 oil

as em as
w}‘ deteggline
fie d dose rate

;@:qultmg in alculate@
control lcen\%ud L@mc ﬂ0u1

ate ‘&‘Q;lgln,g«\L

v@mt c w1ax1 ™
d th’e\soﬂ Ks @1ev§ 0

cofdtions. Qm

replicateSE>2 %@%11 ea@ placé

@STAC

5 an&gamur@\l ni

S

control was -16.74%.
Regarding carbon mineralization there was no significant deviation in short-term respiration among
the different treatments at study end, 28 days after treatment. The observed difference of +6.49% for
the PBP-01001-I treated soil is in the range of normal variability

100 @@/ha
pr

gt

in orgamc

, 2002 M-

rbon and high in sand content (loamy sand)

avadability of active substance. Soil characteristics
mm particle size. A dose rate of 2x the maximum
S applied as a stock solution to 6 kg of test soil,
ct/kgzgxgod PBP-01001-I treated and deionized water treated
d1 Soils were thoroughly mixed and sub-divided into 3
in 2:d Zlass bottles for incubation at 20 + 2°C in the dark under

pl@ere taken after 6h, 14 days and 28 days to determine soil
N, nitrite-N (changes in the content of different nitrogen
Ioge@mov@ In addition a test for short-term respiration was performed on
ccot(ﬁf’g to @g OxiTop System®), to assess the carbon mineralization capacity.

Test organism | Test substance | NOEC PECsoil TER TJ;%E:r
Single application: ~75
>400 mg |5.33 mg product/kg d.w. soil - o
podrg |1 e & o
d.w. soil |Multiple applications*: 125 | S o
BioAct WG 32 mg/kg product/kg d.wsoil ' @
Eisenia fetida S " 59
102000028478-01 , | Single application: @7 . N
26x 107 1535107 CFUKg dy, sl | = S ¢
spores/kg © N
. 1 li *. X N
d.w. soil | Mudtip € app ications*: *>18.8 @Q
Sz 10 cm@a wosoil [GTTGE (P e
U @

@ cubaljon of@pils was terminated at day 28, since the deviation in nitrogen mineralization of
@)ittol st and “est substance treated soil did not reach the trigger value of 25% defined by the
uld«e§c The deviation in the nitrate content of PBP-01001-I treated soil compared to
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In conclusion, the effects of P. lilacinum 251 formulated as WG on the nitrogen turnover and the
impact on soil respiration are considered to be negligible under the envisaged conditions of field use
of PBP-01001-I.

For additional information, please refer to Annex II, Section 6, Doc IIM, Point I[IM 8.10. gf @

Risk assessment for soil microorganisms Q\ g

To calculate the risk for the exposure of soil microorganisms, the risk ssment is cafgied o %
comparing the recommended application rate of the product BioAct WG to soil withsthe endpoints
obtained from the already available study performed with the prodﬁ% PBP- OlOOl@ L U9
2002; M-467720-01-1). Furthermore, the pred1ct@nv1ronmentagconcentratlo ECgithin terths

of spores for BioAct WG is compared to the GIE?OHHS of the-pfoduct PBP- I-I@we &to &@
amounts of spores actually present in the test. %he toxmty/ex re ratio (T is dewwved fi thgi @)

No-Observed-Effect-Application Rate (NOE, and was calsulated accord@ to the rmb@
@) Q &

o

_ NOEAR (mg/kgsoil) Q’S@ @ \
PEC,, (mg/kgsoil) ° N 2,

& & A @’% @
v @) @& @ % '
S O O R s &g
Table 10.6-1  TER values fgi\soﬂ Qi%roog%}mst O O IS
WD . O o o
Test Test S % X S
) N RDo ¥, E E
0@\ N PEGgi &

organism| substance S

%
c) ﬁ%ﬂkg pro@j/ha Sin@v%pp tion: @ Ol « 5

Trigger
value

§ S%mgp@ uct@dws 1| ©
. % 6280 pr0d® @ﬁultlple appiations®s & oy
qul BioXct W Dw. S§ 132 I@ﬁ(g pﬁ%uct/ % w. Q@Y\Sl’ =
micro- @P-loozés A S V@ - 1
organisms Qr 2o gle applicat
éQ g §.623@Q%8 spo§ §h 7 CFU?@Q dw§ou 6.8
S ISR ow, il - -
& AN Mb@lple ﬁcatﬁ%
§© \@\ o & %‘<§ NV 1()§§U/k§a.w. soil | 7
[

KO
N uange T
Assumptiongifor c§smn test statg is uni ly &s@buted within the top 5 cm of the soil, the
t1

&@ soil bulk den@ is 1 t of soil/cm?
as

* Even in ppllc t@ns as c@crlbed in the SAP for Bioact WG (see section Table I1IM 6-1)
are apph%@ o sighi 1can umul n is Sé@pecte o den%lstrate that there is even no risk indicated under
the un st1 orst gpnor@t all s appllc ons @uld completely accumulate, also a risk assessment

for the X- fo Csoirtalue is @Vld@% @ @§

@ Q @\ >
%lsk assessme @ .9 @
@7 According-¢0 curre@re ato lre@ﬂs the risk for soil microorganisms is acceptable, if the
%, effect of She r aéhcati@gl rate of a compound/product on nitrogen or carbon
N mineralisition i$% 25%31 the@d 0 study, typically 28 days after application. This calculation
is equiyalent to a vajye of  “when comparing the calculated PECsoi with the no effect

applicationrate ( AR@

e st by 02; M&67720-01-1) was performed with an application rate of 60 kg of the
@pro @ PBP-1001 &P 1001-1 is also a WG formulation of P.lilacinum Strain 251, however with
@pen &n of spores than the current BioAct WG. In order to convert the results by
$ @(Olz forth §gent BioAct WG, the numbers of spores applied in the study were calculated and
Q @compared to the application rates of spores resulting from GAP directed use of the current BioAct
WG formulation (Table 10.6-1). The calculated TER values for the formulation and for the spores
exceed the trigger value of 1, indicating that GAP directed use of BioAct WG poses no risk to soil
microorganisms.
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I1IM 10.7

Overall, within the soil microorganism tests in no case, deviations from the control exceeded 25%
after 28 days, indicating low risk to soil microorganisms.

Thus, no unacceptable risks to soil non-target micro-organisms is to be expected from the use of
BioAct WG, if the product is used according to the recommended use pattern.

Risk mitigation ®
o . S @° &
No risk mitigation measures are required. @@ & N
N
AN S &£ o
Additional studies v\? °\ N y\’

No new additional studies were conducted with fonnulat @10Act WG. G@c a@nal s@%y @
on the risk on beneficial nematodes was alread cvaluatcd (Angy v ¥Mous, 199% casc.gofer nex é
II, Doc 1IM, Section 6, Point IIM 8.9.2 for thegtudy summa&), @© @Q}
Test species were entomopathogenic @atodes of 3¢ repre@ntatlvte‘or\@tentl@ bigl
insecticides, including Heterorhabditis bacteriophor @trau&%@l Sf@’nern@a f@i%”e (FalJ) _]CV)

S. carpocapseae (Weiser); S. glasergytStein@yy, @

nsheathed third stage
juveniles, and in addition the c$n fre%wmg aen wbdm_s ele tedQs a

mixed population of juveniles ang adults
P. lilacinus conidia were harve > frompor mg C @rcs ran&c rcd he P tri dlS sing
a needle to coat the drop cr }tammg the ngmato com@ per atment.
Within 8h the conidia were Qo or y th gar, cam@mto @act th § After 3

days incubation period, @ortaht as aq essed. s wagg exan@aed uﬁder the light
microscope (200%) for evidend@of fi ﬂ§h T@per age @ead atod® was <3% in

any treatment. The Das m\%lfferen e beggen { sub@;@lce treated a conf¥Ql nematodes for
both, the % recove@%md % mort ' %) )

In conclusion, mortality_nder test@nditio@ employed@s Ve'gé@{f)ow @yl not related to the
treatment. Thi«s;%)siti e test re@plt is@rded&as wogs{ease Y‘slative“@ﬁe plications, due to the

employed exposure diti s w1tk@1 rea cally.g mbers (t}’com@ coated directly on the
nematode &hclc rth tomo 1 ncm@)dm@ac tegidd juvenile stage 3 is an
appropr @ta to tce$ '\ fs sin thls
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