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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 Nhyswal pro& ies of the fi ulat

recommended rate in terms of spores per hectare remd exactly t@ same. The a on PB -I c@

therefore be extrapolated to the formulated producy 8pdAct WG, a wetta@gran@ fo atio (WG)ékhe

re @, P 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 Pﬂaﬁgencééﬁz @[, 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@czlomjﬁces 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&%'%aecz@nyce@cm@ 251 Pu reo@um lacmum 251 are
used as synonyms: Paecilomyce3@lacinis, P@ureocz lzf&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@ntou!}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@lc 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@Sl shows no risk for exposed humans,

animals and env1ron@t O é\a «p\j\ & Q&
\
P. lilacinum 251 1@§tendﬁ to b@%ed lant m@tjection 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 krf@@gv ner%tode, Meloidogyne spp.
Here we sw&%nt data that wg% prexidusly dyaluatédby 1%@9 Belgium as well as new data and information based
on lltera@ searches an\(@tudleQ @ @ @\
N
5 S AP LS
N (g @\ R Q
@° S @ S
s A& &8
&3 o
Y O & 9

" 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 9-1 Summary of critical Good Agricultural Practice for BioAct WG
Crop and/ F | Pests or Application Application rate PHI
or situation G | Group of . (days)
or | pests Method / Timing / Max. kg as/hL water L/ha | kg as/ha
(crop I controlled Kind Growth stage | number
destination / of crop & (min. : :
purpose of season interval mm - max mm - max
crop) between 6
applications) @
v
Vegetables F/G | Meloidogyne ¥ L Pre-transplant 1 0.012-0.24 200
(tomatoes, spp. apphcatlon: 4 x102-24W -
cucurbits), Dr}p . @ 108 s orcs/@
) irrigation v P 1,000
soil or Q
decontamination . & @ R
against Soil drench @ & Q
Meloidogyne or % Q @ N
Mechnical @ N @ Q
incorpo- @ N @
ration S @° ﬁ% G D v
i - ) 4
Dipping (of | At trangplant \ﬁU 1 & | 046F- 0,2@j 20 ag2-0. 0, °
Is)ee.dlmgs) @ \@ (2 022X | & O @§
P v N 13 13
irrigation . N N &§0 Sp(ﬁs L) \©1 ’OOOQ (4% 1/h ) S q§
or @ K\ %@ N @ 9 es/ha 9
Soil dre & 4 & @ § @ g iroduc
g 0 2 L N) é@
Dri . Pos 4(@week @)012 @24 ©200 @@ 0.24kg/ha |0
irigation & O
& tran: t @ @ QY -2 x @ @ (4 x 1013
il dre;} S Ko O res/lag;j 1.0 ores/ha)
K <O & Q &) 4 kg product/
9 @ NI QD ha
S ) %
BioAct WG is a biotegical YKB @e forSield @d glg@hou% usey based Qgthe soil born fungus
Purpureocillium ll'lac' m stra 10A& WG, pphed immeQdiately fter mixing with water. In
tomatoes and cucu ﬁAct as tosbe apphed ast tlnies as pgg-planting, seedling and post-

planting treatmen,

ore

S

hca‘% s may be n s sary a&post

M9 Fat¢and behavmgr
%@we testmg,

e fate and°

It is referred to the@gl or

@ @ @
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O
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StO
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, Annex IIM, Section 5, Point 7. Apart from

active spores, @prepa
Doc. J), whichayill be@etab
h@rds@‘h %
microbial control agey t, P. @znu 1
evaluatlﬁ f the formuJQted prodsict. Any spe st@
The Rr\’dlcted env1r0t1§§ntalg&§ncen IOHSQ imysoil %

impurities

present no

i§4 itte
ct CcO

ormulants of food-grade quality as carrier (see
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cted. Therefore, studies and information on the
considered applicable and relevant with regard to the

g% dies on the preparation BioAct WG were not conducted.

ater are stated in Doc. M, Annex IIIM, Section 6,
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