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OWNERSHIP STATEMENT

This document, the data contained in it and copyright therein are owned by Bayer CropScience AG.
No part of the document or any information contained therein may be disclosed to any third y S

without the prior written authorisation of Bayer CropScience AG. . S
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Introduction

This document summarizes all data submitted for the initial evaluation of Bacillus subtilis QST 713 as an active
substance under Directive 91/414. Data provided in the initial dossier and in subsequent additional submissions

are listed chronologically under the respective data point according to the OECD dossier guidance (2006). @ 6
This document is further named as “Baseline Dossier” since it presents all data previously submitted. s $
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1M 9 Summary and evaluation of environmental impact
1M 9.1 Distribution and fate of MPCA
EU-Dossier: Doc M-1IB, Point 9

D
The fate and behaviour of B. subtilis introduced into the environment can be evaluated co s&ﬁng@@
the reported characteristics of this species, as stated in the scientific hteratu@ under conm@no of
the envisaged application and relevant properties of strain QST 713:
e B subtilis is an autochthonous soil micro-organism, the strai &T 713 has @gm een
isolated from soil in a peach orchard. B. subtllzs prohfer&%m response fres}@rgar&g
matter supply.

@
e B subtilis is frequently occurring in dlﬁent aquatlclronments @ﬂ en ores\lglave &
been detected in sediments and even &the open oce owever, Bxsubtil not
t1 al

an autochthonous inhabitant of aq env1ronma§ and does t@nd op d1t10®

for growth, e.g. in waters poor @;C ganic carbon 1fer %g)t hke
occur and bacterial cells or ci ospores ma%j urvq%e in }é&ters ggt out% ertm@any
environmental or health impéct. 23 v

@
e Endospores are suitable for eral %@anut@l as thigy are &y b1&¥n u %ntl;@md& o
or

e  Multiplication of B. su&%&v mgfl@alr 3@05% clo ds ca&é& excluded to la& of
organic matter supply, lackSqf mifigral x to&adhe J@ﬁue to exp@e to
desiccation and UV@&U% w\gz‘ H& ) N

\%@
&©@’\©§@©§@©@@

Y

D %
N O @ S
IIM 9.2 Identification of non-@'get s&g ies atgsk %&@@exte t exp(@ge ©© S

EU-Dossier: Doc l\i\ﬁB Poinit 9 <& S &@ .9 @
LN < S @y \ @2
o O N W
Due to the factsthat thg active @gred@ is glviable@nicro- (%amsg@gﬁf ub@ultous occurrence and
predominancg in maify nvigpment4D compartmentSPthe ferms residue an@emdue metabolism are
not applic to B.@ibriljseells Qpyspore hlch@ introdtuced @to the&e}wronmen‘c Any dispersal
of B. sub, 1nt(§he Soi to é@)mate nvj ent@ill Ii)t affec@the natural micro-flora and is

of mm@on ) \ \ N S
The _@lues %1 @sed 1%@he ta@e be@v arased the "Submitted study reports and the

evalgiitio outlined in th suml%ary regsort on ammafiyn to;;?@ty (see Doc. K-IIB, Sec. 3, P. 5.5).
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Table IIM 9.2-1: Summary for non-target organism risk assessment

Organism group |Category/ genera (species) |PEC;, PECgsw resp.! End-point
Bird Small birds 1.5 x 10° mg a.i./ha TER >100
Bigger birds 1.5 x10° mg a.i./ha TER >100 &‘9 @6
Aquatic Freshwarer fish (rainbow 1 mga.i/L %R >100 @® v
organisms trout) Q & éb
Freshwater invertebrates 1 mg a.i/L TER >100 N
act g % @ L | o
(daphnids-acute) f % . @ b
. . AN
Single cell green algae gali/lL @ TER \2%0 @
Arthropods Honey bee & | 160 mg a.i.[créwn Safety fac 30
Ladybird beetl %@ 160 m a@ir : %?a d@ fidet @
ady eetle g@, g a.l. o\gw@) é&o %égous@; c
Lacewing larvae £ 160 r{@a.i./ci*@wn2 Q No@zardo‘é\g effecty
— ) B S
Parasitic hymenopfera: 1®bﬂ1g LRSS Mgrhazardous effect
Nasonia {?ﬁ W& { f@% ‘
@
Parasitic hyr&ew?fopteq% V.6 X@“ﬁ mg&%ha Ef%; <30% §
Aphidius © ~ @ w\?\ Q
Q LN RS &
Predat ite@’@, O\Q @ x 1&@g a@a %ffec@ .7%
Typhl rom% pyri S ® @ N
! the calculation is based @maxmsgm app@tlon ($ of S@ﬁde 15 k@a) Cha ter 3.1
2 theoretical a.i. load t& tree ciown @Qs,ulated off the basis of @ L@ at 1% erena@ WP, ie. 10 kg
product containing 1 kg*a.i. ad 3000 tfees/ha &, Q
Q N @ @ \
SN - T
o D 6 & O & . O
IIM 9.3  Identificatigh™ of @eca ns l@ycessa§ 0 %ﬁimize@nvi]@amen&ﬁk contamination and to
protect target speci NI
EU- D@er %@M HB, Pom% \© S @ @@
& 2y

O

, Bacillus s@nlzs s, hon-

& azardous to tes@aqua

labelling din C{ﬁrectlv§f/54% Cis

M\ of pre

44%{ 1na|dl§f anyxgjgnificant h
g&auﬂ@ or r@mm@re

@
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directivg) 91/
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©)

O
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o @’
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