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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
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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§‘fwe©
91/414/EEC on 01/08/2008 (Commission Directive 2008/44/EC) and then apps Ved accordm o the
Commission Implementing Regulation (EU) No 540/2011 of 25 May 2011, implgsyenting Reg @)

No 1107/2009 of the European Parliament V. P. lilacinus strain 251 was @ptified and de ende

Prophyta GmbH. The active ingredient has been evaluated in Belgium according to Uniform nc1p‘1@b Th
representative formulated product for the initial evaluation was the experimeptdl formulatiQn PBP100 9,
containing 2 x 10° spores/g. PBP-01001-1, is comparable to t@ommermal f@ﬁnulatlon Bio WG\%nta' g @
1 x 10'° spores/g, and the only changes between both formula tons were slighf adjustment: the egatent of two &

co-formulants, without any impact on the performance o physical pro ies of the f&wmulat pro . T ©
recommended rate in terms of spores per hectare re d exactly tl@ same. The @ on,PB -1 cétr
therefore be extrapolated to the formulated produc@Act WG, a wetta‘@gran@ for@lano%(WGe
representative formulation in the present application fof the rgnewal(@a °\ @

O
In 2013 Bayer CropScience AG acquired Prop@a Bi@@ogisch@r Pfl ens @ now na d Bayer
her wal of P. il

CropScience Biologics GmbH. Bayer CropSci%ce A%the @i’ﬁer nus ZSQm
the procedure of AIR 3. %, N v\g

AN
The microorganism has been previously @assi ed\ as P@ciloomf%@es lz@nus lﬁtll 1 genegy ternal

transcribed spacer (ITS) and partial tra@ion gati fact@@”-a ( ) se ncm vea that P. zlacmus
is not related to Paecilomyces. The nesy genus@rame Ryrpurédeillium has b pro osed fo " lilacAus and the
new species name was assigned: @urggoczlh@y lilagipum. TherefoE the ain @ nowk 1dentified as

Purpureocillium lilacinum. In thl@iosm aecz@hycefg/acm@ 251 @d reo@um g%acmum 251 are
used as synonyms: Paeczlomyce?@’lacm% Pz@@ureocz um llf%wmun@

It has to be taken into acco that é@\ta onﬁeczl@yces ll@éznus from %@ opeh\hteratu% stated before 2011
may not necessarily provide reliable inforrffation to m?gufﬁm lassificati etheds’used in these studies,
especially, if the strain ,&dtentlﬁ n isggot pro@ded @ g or 1d@t1ﬁc@£10n methods were based solely on
morphological charactegistics. Hpwey, @ they@‘nay pr(@e r@{ﬁ\ant n@rma@n trar@%rrable to Purpureocillium
lilacinum. @ @

Purpureocillium @ QSI isa u1tou& aprobic ﬁla@nto '@‘ u@ommonly isolated from soil,
decaying vege@@n ingeets and nem Lé%l ains of P. lilgsinum -w;\, usedgrﬁ”plant protection products due to
their nematicide®’activjty. The mode of action gam@plant@athog@lc nel@todes of P. lilacinum strain 251 is
principally gsed upon parasmsmy\ﬁ ematdde egps as well as the ver tm stages of the nematodes, leading
eventual their death¢With sgard e results of@oxicityCand efatoxicity studies of the active substance
P. lllacﬁ%\um strain 251@t can@ concluded@sﬁt P. @zcmu%&straa{ 51 shows no risk for exposed humans,
animals and env1r0n<®t &\ éﬁ @) «;o\j\ '

o,

oo g IO RS) :
P. lilacinum 251 1@@nten® to b@%ed lant sprotection produets to control plant pathogenic nematodes. The
representative U pres d inthi i &plic ns of the formulation BioAct WG in protected

s dogsier cqonyprise
and non-prote€ted vegtable &s to ®entrohroot kijew nematode, Meloidogyne spp.

Here we s it data that were pr@uslv@%ya ugté@by &1\%5 Belgium as well as new data and information based
on literagdt¥ searches ah dleQ N

Q
@@ﬂ

A sﬁnmary of the G% talje’is pr@?@nted 1&abl§\IM 10-1 below.
¢ . o & 9
@ O ~ @
O 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

Crop and/ | F | Pests or Application Application rate @ @HI
or situation | G | Group  of . 5 f?days)
or | pests Method /| Timing /| Max. kg as/hLL water L/ha I@as/ha &
(crop I | controlled Kind thowth stafi ?umber @@ @ @
. . (&) Cro min. . . .
szsrt;,zzg o 0; season b interval min magpp’ | min max mlg\@(
erop) between AN S o
applications) % . &) %
\ o
C @& ) @7“@ @
Vegetables F/G | Meloidogyne 1 L Pre—transpléglt §0.012—0.24 @&jJZOOQ%Q> 0.2%kg /ha %
(tomatoes, spp- il)pphcatlon: & Q @x102-2x% - XIOIKQ
cucurbits), irrrilpation %@ Q& 10 Qsporcs/l’é)@ 000 @porcs/h@
soil or £ 9 Q é 4 kg @mw
decontamination . Q}?g@? N . @ \ @ha
against Soil drench . @@ Q @ Y §
Meloidogyne or S @@ S x&’ v q S
Mechnic@ %, « Qy 6@7 @ & % o
in(z.or% @9 @ Q @ @ é;’ @&
ratieq, é N XN, §§ Q@
ing o (OF At tra@plant | & 1 0005024 O 2 @so.mk 0
gglm&& R {OQ so\g© ( &19012_ &ﬂ /ha ¢
@. r.ip K o @ Ro @ ><l§3»spor ) G 4 x108
& fmigdn S N S < N /ha)
Q or@ @: @6 ®© &@ ©© @@ ~ 4;Z)§rsocfuct/
@@ s S@Tl drend®y’ @ @ - @ é ha
%, « Drip 0\ & Posty, [4 (4-6yvecks) @??012-@4 200 024kg/ha |0
@@ @ lol’rl n @transpla@j N (4 x@-Zx %@ _ (4x10"
N . &S @“ 10"3,sp resfl% 1,000 spores/ha)
g @ @:Sml dre®§ 6@ ) D . R O @ 4 kg product
S M K- P C N B O ha
S Y N @
FOEI T IS 0
Please note: © ©\ N & N & X
O 3 N . i
As worst case, @e max@num nnber $Bsix app 1cat1® is cofigider T th@qsk assessment within the frame of
the risk envelope apprdach. N X R
N R
A 2.9 & O O
FOUFSES
TS F Vs &
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1M 11
IIIM 11.1

Crltlca@ @O Vegé@bles @axm@n of s1x%pphcat1ons with 4 kg BioAct
7w | WG/ha cadh S @
@ \ & @)
Si n@ﬁ) ap tionate & @kg B&ﬁ%%ct %G/ha § v
N 240 &P. lilaginum ﬁl/ha%@
O\@J) %, %@ % @013 C@/ha @ ¥
&@ Accumulaéjappl ion ré@ 24 kg @Act ég%/ha Q

éPlant interc%%tlon

v
N

m @@
Q X 32 x 107 CFU/kg d ight soil
@& @ < § g dry weight soi

Summary and evaluation of environmental impact

Distribution and fate of MPCP

In order to perform a risk assessment for non-target organisms the actual concentration of \ct @
WG is calculated for soil, based on the single and the maximum application rate of 24 @ t §§
latter being considered as worst case. For risk assessment the resultant 10 f active sub

be related to the top 5 cm of soil to achieve the highest theoretical soﬂ@ncentratlon ou
practise incorporation will be performed within the top 10 to 15 cm of so

Based on the available data no significant accumulation of the fun@ after repeat@appl@on 2
soil is anticipated.
To demonstrate what level of PECsi could théSretically re from the n%

aX. o@phq&&ns &@

ossible, the calculation for this unrealistic casg is also provid Z
p @;& p QQ@ é\g Q @@ @%}
Assumptions: Q @9 Q @ @
e Single application of BioAct WG: 4 k&prod$®1 40 g @p. /ha,@ulv [8nt to 4%@1013
CFU/ha) ‘& &, IS S
e The worst case assump on th ma @éf si @iaphc@ons @’ﬂd é@um@: 24&k‘g
product/ha (= 1.44 kg a& alen&to 24 1 C‘%U/ha) < @
e Incorporation into thp 5 c{\layer@SO L@oﬂ/m& @ & §

e Soil density of 1.5 g&m? 295k @
e No plant interce&on duédo direst 1ncor%ratlc§nto t 011 by Ndrip oﬁnc]&%}lganon
S O O &
A summary of PEC g‘alcu@ﬁ%n is p@éenté@gn T&l@: TV 1 1- lb @ é&
The calculation whs ba@gi on t§ accQulate?@jﬁeld rate of, @Act@yG in vegetables, with a
maximum of 6 a@lmaﬂ@ N @ @ y\?@
2 &SNS

Table angu - 1€§unm@ofPE@ml cg@latloQ & o WO

\ ~
§ &

o,

R
Soil dens1t# @@’

S agke P. filacinum351/ha,
© 24@1013 éwhg\@

A
L3 glof(= 73%e soil/ )
F@orpor@on %@ @O\ Q\ 5 %égbaye.r@ 6550 L soil/m?)
Q@ @ :&) plantinterception
NS Y
)
N Q

?.3@ hy BioAct WG/kg dry weight soil,
0. g P. lilacinum 251/kg dry weight soil,
g@x 107 CFU/kg dry weight soil

PE&., 12 mg BioAct WG/kg dry weight soil,
1.92 mg P. lilacinum 251/kg dry weight soil,

Realistioﬁ@(:sgﬂ%

N
U@%listi WOTS
@ appm iongaecu

&
Fate {ﬁd beur @%'atm

& S

§ Water is not the natural habitat of the soil-born fungus P. lilacinum. Spores will be subject to

sedimentation, and may persist for some time, but will not find conditions favourable for
germination or growth. For more information please refer to Point [IM 7.1.2.
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Predicted environmental concentrations in natural waters

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 following watering,to
assure full incorporation into the soil. Spray drift can be excluded and further, no run-off is e ted @
as the application intends full incorporation of P. lilacinum 251 into soil. Therefore, exure t@§
surface water can be excluded. @ @
s &
IITM 11.2 Identification of non-target species at risk and extent of their exp %% N o\

Q©
According to the presented risk assessment, the gse of BioAct N at the préposed- Q@el r
according to good agricultural practice poses no % to any of th@pon-target sp@é %ase reféhto @
Point IIIM 10 and the data presented in Annex il oc [IM, Se@n 6. t0\9@ N) é\ﬁ &
@ & VN O &
IIIM 11.3 Identification of precautions necessa minimize glro@lent@&contlnatlol@ and&to

protect non-target species \ N

(og
The risk assessment proves that B10 ot & to t@%’teste dna quat@%d tel%strlal%emes
and considering the expected env nme{g al co@)entr fon witl not 128 hazégdous na%ral
populations upon applications ace%dmg @ Gogd grlcu ral ract1cef§No haz. icatign’or

specific labelling according to F&&’Dlrec\{%e 1& 009@ requ& for @)Act‘z@ G. v §

$ @ A
Q@@©§©©@@©\%
@&@’@@&©©©
SNIERN @&@Q é
%, AN .9
v O S8 o SN L9
o O N O N
\ & s o v T Q
« & o & ¥ O « O
FTE e S e ¢
@& SIS @Q@ @
S QO NTN N o 9 N
@Qﬁb\&%@\&\ ©§@§
¥ S 0 O «F & D
AN . & O |9
© SR L
Y e & & V@
A X SRS O
Q AN
§&©\@’%é&@
o N .U O .0 @
Q0O S & b
SIS Q@@@
<) S o L2
@’ Q@Q@@\
Q\%\&OQ
i S SLIPRCARYS QRS
> @f@\@@
° AN
&@%“ﬁ&@Q
§Y§©%©@
> O o
s &
{x’ @@f\a




Doc M, IIIM, Sec. 6, P. 11

1 X 10" spores/gram (60 g/kg)

BioAct WG,

of Purpureocillium lilacinum (syn. Paecilomyces lilacinus) 251

Bayer CropScience AG

Page 8 of 8

References

No references are cited in this section.

4
. Vo) 2, @@\
@Q @\@ @y\@ @@& &@§
o, S, % Sy
o, 4 % 2 \K
%@@ &@\ ‘o @Q@ v
) ) 2 V) ﬂ@&
Yo o, "% D Yp
Yo O, Y, P Y
& @ 9 m,
T o, Lo B Y, 9
2y 5 79, 9, / @&
%, “© T, W, Sq, o ®
0,, %0, Y0 0, Yy "7 4 "
(4 & 2 O O /
7% QR@ V24, 7 %&%©@ §© @\%
O @&@@ 4y g @@n\ “, Ve %, “up
do. Sy lle, Ay @g\:@@ B Lo L
MO ) & (S) % & 4
@%@ \\\ \@@ o\@§ \w\ @\@ \%@ \@@ @\@@
A @) ¢ v
Y, Sy, S Z T, i YUy 7, %
@&Q <y @%@ e 2 @\ / @&
0, %q B, S, Y, o it
gy Ty 0, s, e Oy "oy,
s, % &% \h\% O %@@@@@ &@
"y, Py, o, %, Sa, " w Y g
Y, & Ly, 2 Y, T, U
Ne S o
% K R
& Y,
y &




	Related-Files
	Navigation
	Previous
	Next

	IIIM 11 Summary and evaluation of environmental impact
	IIIM 11.1 Distribution and fate of MPCP
	IIIM 11.2 Identification of non-target species at risk and extent of their exposure
	IIIM 11.3 Identification of precautions necessary to minimize environmental contamination and to protect non-target species

