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Purpureocillium lilacinum 251_©

Microbial pest control agent against plant parasitig%ematode&@ .
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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 S
the prior written authorisation of Bayer CropScience. S
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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. °
i§fiv N

The Microbial Pest Control Agent Paecilomyces lilacinus strain 251 was included into Annex I of
91/414/EEC on 01/08/2008 (Commission Directive 2008/44/EC) and then app@ved accordi@o the
Commission Implementing Regulation (EU) No 540/2011 of 25 May 2011, impl¢menting Regulation g@)
No 1107/2009 of the European Parliament V. P. lilacinus strain 251 was @btified and de ended> by
Prophyta GmbH. The active ingredient has been evaluated in Belgium accordidg to Uniform Rrinciples: Th
representative formulated product for the initial evaluation was the experintéatal formulatiqn PB&— 0015,
containing 2 x 10° spores/g. PBP-01001-1, is comparable to tkg%ommercial fgtmulation BioAst WGyeontaigiig @
1 x 10'° spores/g, and the only changes between both formulations were slight adjustment the sontent BE two é
co-formulants, without any impact on the performance hysical Prope ies of the ulat@ pro . The
recommended rate in terms of spores per hectare remdiied exactly tl@ samg..The data on, PBP-01091-1 c&
therefore be extrapolated to the formulated produc@oAct WG,&wetta gran@ for@aﬁo%(WG e
representative formulation in the present application fof the renewal@> w;?\ Gog 6\ Y :§
In 2013 Bayer CropScience AG acquired Prop@%ta Bi@logischer P ens 1@\2%2 G@, ow\ named Bayer
CropScience Biologics GmbH. Bayer CropScience A(}%the fier @ the re@wal of P. lilgginus @%ﬂ 254in
the procedure of AIR 3. S UREIRN N > % § N §

. . . &N N S e
The microorganism has been previously @assified as cilam%es lil@inus-uiitil
transcribed spacer (ITS) and partial tra@ion longatiQn fact@—a (}‘%F) sequéncingyevealé@ that P. lilacinus
is not related to Paecilomyces. The ney genu@ame ‘Purpure%\eilliéghas begjr pro d foigP. lilgcinus and the

R geneQjinternal

new species name was assigned: urp@focilli@y lila@num. erefde t Qfrain @ novinyidentified as
Purpureocillium lilacinum. In thi@ios§ié&Paeci@’nyce(%§/acin@ Slaaypd Pu reo@um jlacinum 251 are
used as synonyms: Paecilomyc@acin%: Pugpureocillium lilacinupf®™ ¢ @)

It has to be taken into accowgy that &a on@ggecil xces li@éinus f%om @op@l@@er stated before 2011
may not necessarily provid‘&relia%f inforriation to i fﬁci@“class?ﬁ?cati@gﬁ ethe@ds’used in these studies,
especially, if the strain gigentiﬁ@ n is@ot proided /oroi(@ltiﬁc%on lgg‘thodso u@i were based solely on
morphological charactggstics. @we@ they@lay p@de re@%ant in@rma@ tran@?érrable to Purpureocillium
lilacinum. & N @

N Y @
° v . 9 SN
Purpureocillium § Z§QSI ‘f%\a ‘é%jllquﬁowx\apr Bic filamento ung@ommonly isolated from soil,

decaying vegetatidn, insgéts a@ nemaggdes. i{@’ms . lil@'num ax> used in’plant protection products due to
their nematicid€ activ@gy. Theynode, of action agajng@pla thogéaic n #fatodes of P. lilacinum strain 251 is
principally 6ased upon p asitism;»\@ﬁ ne e e@ as well as Vern&rm stages of the nematodes, leading
eventu%@ their deathQVith g&gard e results ofQoxicityand oxicity studies of the active substance
P. lilacinum strain 251,@Pt can concluded@ﬁt B\ acinu%strai& 51 shows no risk for exposed humans,
& Q

animals and environagit. é’ o\@ %y

» O
P. lilacinum 251 i&intendey to b&ed @lam ‘hrotection pro@s to control plant pathogenic nematodes. The
representative usp presey) d intHis dosier c@rise@ plicégions of the formulation BioAct WG in protected

and non-proté&ed vegetable @pps t{%@ntro Nroot ktg}gw nen@gode, Meloidogyne spp.
Here we @ﬂt data that were pruslahg@by &9 Belgium as well as new data and information based
N

on literatoiee searches and udieQ
< S @ Q@ &
(AN Q
R
@ O é@ S @
Yy O & 9

10JEU @/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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IIM 9
IIM 9.1

1IM 9.2

Summary and evaluation of environmental impact
Distribution and fate of MPCA

Persistence and mobility in soil:

P. lilacinum strain 251 is a common soil saprophyte and soil is the original habitat of this ﬂ@
Following application of P. lilacinum strain 251 to soil the number of viable cells or %%

oF
P. lilacinum are expected to show a fast decline to very low percenta; within a fi eeks.
However, depending on the prevailing environmental conditions of the rd@vant soil ecosy.

may possibly approach a balance at a clearly lower population den compareé%‘\o the*n tial
concentration, in response to limiting abiotic and also counteractin 10t1c factors -tem@

scale, without further applications of P. lilacinum sgrain 251, this {éprophync furigus may_ mm@w

completely, indicating the need for more than ngle applica@pn to achlev@ e con@ol.
Therefore, since P. lilacinum strain 251 is naturally occ@ﬂg in soil, @nher n@mted©
multiplication nor an accumulation is expect & @ @ @

. o Q @9 Q @ @}
Persistence and mobility in water: QO? A

P. lilacinum strain 251 is a common s&l saprapliyte ubi @n wmi%?mde‘%Spores
of this species may also be fourd and @rms na@ be subjected to
sedimentation and does not ﬁr% con ns f@ourab@ for rml@lon a gro in %15
compartment. R S N 6

NN S $ "\ Q x §

@ N w, o © %,

S)
Persistence and mobility in @ cgi% Q& Q\ @’ § @ § %
Dispersal of spores via agtasols is"Bot antl%pated%he tothe nan@ of t rep on w\?
e S 3“ S P

@ 9 < @
Identification of noget%g)ecies act(@rjisk @@d ex @qu of @ e)%glre @ N

@)
Following Good Agrlcult e (S@Doc Qr1) P. Tacin 251 &l b plied directly onto
the soil surfacg soil rench) oeg by #ra dﬁ@e /dipgping, with subsequent
incorporation intd the il b water § e to birdsy ma@s aquatic organisms,
honey bees le Well arthro ods U@\Nevégheless\e posure to soil dwelling

organisms, hworms micrdOrganigiys is s1b i‘and a fi3k asséssment was performed (see
summa@ble -1 b& ). Theris ssessm@t states) Both @e TERgyelated to the active substance
ht

on a 1S and¢the r%vant TEE bas%d\)n co@ly fo ﬁ@s i.e. number of viable spores.

ok@lcul T exceeded (H” re%p ive it es for earthworms, collembolan and
mic org sm@catl%no rlskg%br the nd@? teld k. y\?@
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Test Test NOEC PECsoi TER | Trigger
organism substance value
Folsomia BioAct WG | 562 mg prod./kg Single application: 105 5
candida d.w. soil 5.33 mg product/kg d.w. soil Ty
Smepdie i &
ultiple applications™: 17.6 | %
32 mg/kg product/kg d @y, @Q
soil > & ©®
6.8 x 10° Single application 6@8 Q\ 2
spores/kg d.w. @3 x 107 CFU/{I\(& 'w. soil L@ é\f
soil N Multiple appliéations*: U 283 @ &@
3210 Gkgdw. sl @ | 7 & O
. & 4 & 19 g &
Eisenia fetida | BioAct WG | >400 mg % Single a@ica on: < 4 25 P 5&@
prod./kg Q‘?Q} 5.33Qg prodagt/kg dR. s0ilO & @@
d.w. soil R
S 2 Mt@ﬂple é@pﬁwat&ns* @Q =25 | N
Q) %@ @mg/lg& rod@“kg d@y 4 A .
% @ @poil Q @ @&
&6 X 1& @} Sl&@% applicatio NG z113 §
@porég gdég &3 < 1073 U/@ b@ S)
&© 5% EN %Mul luap@nox@ § 21&@
8 k o
Vo o BRIk ol’|
Soil micro- PB%%@OH\%O k@p@‘ffodﬂ@ @%gle llcatloﬁj S >15 1
organisms o % S 5.33 ;g pm@/kg @jv s01l
|l Q @mg d./kg K V
@w. s Y Kiple a@hc@s* >2.5
k
“ @ 2 S 6@ 1mgé§g productkg d
OS] e &L S O
@ N @ 3,62 x 10° @V e ap 1cat1 >6.8
O S “Sporedikg d.we, FUA@.w. soil
@© ©\ s %S| soi 1’\ AN
&) @ Q @ & %\a Q}Mul§ ications™: >1.1
Y S 3.2 %108 /kg d.w. soil
) D S0k
o%Even in case 6 consecitive apph@aq desc; it the GAPTor B10§WG are , no mﬁﬁént accumulation is expected. To demonstrate that there is even
@0 risk indicated umé% umea@worst assthption that all six ap] ons Wo&jcomplete@:cumulate also a risk assessment for the six-fold PECsoil value is
provided. \) % @ °\ K $\
o ISRV SIS

1mm9.3 @7 dentlﬁcatmg of paca

N
In conc@Qsmn@ § Cla@

requided.
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1catignvor spgsific laQelling according to EC directive 67/548/EEC is
X
5 &

Q@\to minimize environmental contamination and to

Qt N
he, 149k assessment prove that P. lilacinum strain 251 is non-toxic
env1@mental concentration non-hazardous to the tested aquatic and

Q

erefcke, no @ zard classification or specific labelling is required.
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