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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 Dl&lV@@

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 R

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

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

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

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 Pﬂaﬁgeneé@ l@[, now\ named Bayer
he reazwal of j@n

CropScience Biologics GmbH. Bayer CropSci§ce A%the @Pﬂer lilgcinus 25 in
the procedure of AIR 3.

R
The microorganism has been previously @smﬁe@ as P@czlomjﬁces lz@mus ﬁztll 1 v\g geneey S ternal
transcribed spacer (ITS) and partial tra ion gat act -a (EE! ) 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 thlgflossmé%aecz@nyceﬁcm@ 251 Pu reo@um lacmum 251 are
used as synonyms: Paecilomyce3@lacinis, P@ureocz lzfacmun@

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 trar@“ﬁ@rrable 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 lilgcinum @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 parasmsrn 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 ded@at P. Z@zcznu?hwstram@Sl shows no risk for exposed humans,

animals and env1ron@t O é\a RS «p\j\ & S
N

Q
P. lilacinum 251 1@§tendﬁ to b@%ed lant m@tjectlon prodyets to control plant pathogenic nematodes. The
representative yse pres in«{bis dogsyer rises=applicgions 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 su&%llt data that we@ pre usly@ <yaluatédby l%@S Belgium as well as new data and information based

on lltera@ searches and@tudie o
néstudie S o

N %@@@\

" 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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I1IM 8 Residues in/on food and feed products for the Microbial Pest Control Product (rationale to
waive residue studies on MPCP)

It is referred to the information and studies submitted for the active substance, Purpureocillium lilacinum 25 ,oin
Annex II, Doc IIM, Section 4, Point 6. The inert ingredients of the preparation BioAct®WG, P. lzlacm @
formulated as WG, are nutritional additives generally used in human food, which exert no health e S (seq
Doc. H, Safety Data Sheets for all inert ingredients). Therefore, studies and 1nformat1o@n the actlve

i.e. spores of P. lilacinum 251, are considered applicable and relevant with rega 3: o the evaluﬁgon @e
formulated product.

The nature of the product and its active substance are not adequately describ nd assessed @ app@ﬁg
term ‘residue’, or by quantifying ‘residues’, since this deﬁmt@ commonly ifq §gﬂhes a tox1c%>1c éoncem@
the residual dep051t of a plant protection product which is n(%ttrlbutable Q@mAct WG A fad P. znw&g@ @
for following reasons:

» P lilacinum is a wide-spread, ubiquitous and co n soil-bor fungus@rmg @mly &dec of or@ic
matter. Strain 251 is of natural origin, and is not netlcally m ed. c]%tsplte 1 ong-tery expd@e of

the human population in the Philippines and fh¢ expg -u pers@nel &Nhe alcant re isho ev1d%ﬁce for
any infectivity, toxicity and pathogenicity of tHis s o

» This strain is not an opportunistic hum%&% p@th@en Lgék of @fec 1ty, to@mty afd pa@%mc@ is
confirmed by results of acute tox1colog£§&1 stui%s slfekwmg % c %nce sporae@ from all tissyigs’ and
body fluids, and no treatment related@w s(%%ffec @testo{%mals signs atQ 1ng1 al d@?of 206) mg/kg
bw upon different routes of exposugg)ise ex [iMoc TG Sec@ﬁ @Q

> Infectivity of P. lilacinum 251 §uled g@t by the i abYTi’ty is stfn to mpex@tu@res of the
human body (>36°C no growth recgyded, €g An M Sdctio 1O P01 M 2.8).

»  Further, P. lilacinum 251 dg ehot 8&%13 to @Js in @nato @cont and does no@rod§ the well-known
paecilotoxin, or secondarygnetabolites o cqlogical concer eyl ced its exttemely low acute

toxicity (see Annex II, Daoc IIM,Sectio Poi M 2.59 and IIM 2 @d S’egtlon 3 Gespectively).

» The production proce’s,for BioAct we ens§ tho seo@aﬁary %ﬁetabog\%s b %ly purified spores of
the biocontrol strany\agre fou@n the&gnd- us@)rod . &S @

» The inert 1ngred§§ of Bl@ct® are @gtural @am@ mpout@s u@ in hligqan food, which present no
health risk for cqnSumesg e1ther@

» In most of th¢¥cro VlS&Kg}d for use o&\BmA t\WG @d @z is 1ﬂ@ly to occur, since soil drench
applicatio d1r t cont etw@i theg@ l1ed®0duc d the Truit. This applies to all crops with
above gro g§ as tomatoes

> After, hg@\/est any re 1n1ng@<%?gal es @)otato@eler@and c@%ots will be exposed to unfavourable
co @ns (e.g. dryn%sﬁ) @re n ely to germdQate aﬁ@row the harvested crop.

» Any potentially % rring residyal depc& on-: @se crops arésot relevant as a human health concern in
view of the t logidal profilé of_this st 1kely be minimal in amount due to the low
environment: nceniyation 41soil dlct om max1mL®> field use of BioAct WG (PECsoi = 32 % 107

CFU/kg d weighl in tOp'S ey See cf e atlo§l 111 Doc IIIM, Section 6, Point IIIM 11.1).

> P lilacimgy 1s no€able téﬁter p%ants aF}Q infestthem, s ev1denced from its beneficial effect on plant health
and grgth As a saprofibrytic us L@)uld@? the gesources of the plant host in case access was possible.

%
In summary, the lack gRinfec vity ar«Qa treaﬁ@ent ré@ed effect upon exposure to P. lilacinum 251 indicate that
residifal dep051ts of thys funéwﬂl fiot im th risk for consumers. In this case, there is no need and no

sc1e§iﬁcally Jjustified valu@to de@}e an AC epta@e Daily Intake (ADI). Therefore, calculation of the potential
exposure of cons@piers in termg§f the oretiepl Maximum Daily Intake (TMDI) and its relation to the ADI is
not relevant, conc%i\/e@am@ m R@e}si e Level (MRL) need not be proposed.

S

Accordin@ith @FSA@@HCI &;15 (EFSA Scientific Report (2007, M-496430-01-1) 103, 1-35 Conclusion on

the peef@/iew Paecilomy 1lacinus strain 251),

“Hungans anmm can_be commonly exposed to P. lilacinus strain 251, an organism found in soil. No
%ﬁgl or patho logl@ endpoints were identified for P. lilacinus strain 251, as demonstrated in chapter 2

of this d ent.

Dietary=exposure from use P. lilacinus strain 251 is likely to be minimal. Any potentially remaining fungal

spores on harvested crop parts are not likely to germinate and grow, and moreover will be exposed to

unfavorable conditions. Furthermore, residues of the microbial pesticide are likely to be removed from treated
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food by washing and processing. Thus, the amount of residues the consumer will be exposed, if any, is likely to
be very low.

Even if residues are not removed, however, it is believed that dietary exposure to the microbial agent will result
in negligible risk to consumers as in view of the toxicological profile of this strain no hazard to human health
has been identified. Because of the low toxicity and the low exposure of P. lilacinus strain 251 expected fr@ﬁre @

proposed uses, there is no concern for acute and chronic risks for the general population or gémsitive >

subpopulations, such as infants and children. S @
Based on the risk assessment for the consumer it was concluded that MRLs for P. ligacinus strain on @
commodities are not required. Thus, P. lilacinus strain 251 is considered eligible for'iclusion in the nnex| [ of
Regulation 396/2005.” KN S S o
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