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

The company Bayer CropScience AG is submitting a dossier for the re-approval of the microorganism Bacillus
amyloliquefaciens QST 713 as an active substance under regulation (EC) 1107/2009, previously designated as
Bacillus subtilis QST 713. Due to most current information on taxonomy, B. subtilis QST 713 is classified as a
member of B. amyloliquefaciens group. As a consequence, the active substance is now named as
B. amyloliquefaciens subsp. plantarum QST 713, hereinafter named as B. amyloliquefaciens QST 713.

The initial evaluation of Bacillus subtilis QST 713 was performed under Directive 91/444. Data provided in the
initial dossier and in subsequent additional submissions according to the OECD do@f r guidance (2006) are

submitted as a “Baseline Dossier”, separately. I ,\o & &
Here we submit all new data and information basing on previous literature search d st@s. Q @
O S I
> V& e 8
¢ &S & @ 9
Q\ @ @

% @
N @
& N gt s P
SO VoS @
VLS e &N e
0" .0 v o X 9
@é},§©§©©
\@b@@w\g@Qo@@
NI SR
@ S v 9O o D
S Xy & o 8
S & @ & O <
O o« A 2 K &
©@§§©©@
NS S
AN ORI OIS
A9 & ¥ 5 e
£ L o I X
> @ @ S
"6\@@@@&
NN Q
8 & o &£
ISR, o &
¢ o
v L 1
L O N W
%%@@&@\
§&®



Bayer CropScience AG. Bacillus amyloliquefaciens QST 713 Doc M, IIM, Sec. 6, P. 9

Page 5 of 5

1M 9
1IM 9.1

1IM 9.2

1IM 9.3

Summary and Evaluation of Environmental Impact
Distribution and fate of MPCA
Fate and behaviour in soil

B. amyloliquefaciens QST 713 is ubiquitous bacterium. Thus, B. amyloliquefaciens spores may
germinate and proliferate in soils. However it has been shown that B. amyloliquefaciens QST 713
populations strongly decline by time in soil after application. Transportgtion through soil may
happen, but it was shown for close related B. subtilis strains, that vertical d@mal is limited.

For background information, please refer to the baseline dossier. N &

Fate and behaviour in water @@ @g\;a é
Surface water 6 s

9)
It has been shown, that Bacillus species occur W@ﬁwid@d Wef@valso ated @m marine
organisms (please refer to Annex II, Doc 1IM, Pojp€2.2). ég@’\a

Ground water %, K@ @
Translocation of B. amyloliquefaciens(,@ 713 %r ap %io %ﬂyough@ ma; Q@cur, but it is
strongly limited as the spores are c@ iy rbe%&s@rtic hei@, the risk of
groundwater contamination appear ligi$ after field app ion{;& amyl&fiquefaciens QST
713. More over, it is unlikely t oroe@ cur J oun er e@onme @due to insufficient
nutrient availability. Dilution dgyto co@uous Q}er fl d pr@ ion e groundwater flora
will cause a continuous declin@of the e pop@a ions and acc ation@ 1 not occur.

O'the

For the background inform{i%n, ple efer t baggline do%i : o\@»

SRS & N
Fate and behaviour in@r @ v %© @@ QQ
B. amyloliquefacie ST 743 sporg@may ocRr in afSl sa@ due to transportation via drift.
However, due to @k of nutrients yd strgs facto@s UV&gdiation or desiccation, survival of

living cells is @ed. noA rmat'from@en li re on B. amyloliquefaciens in air is
provided and anis ncg\’ own@‘g ca h@t for <@)res, and behaviour of B. amyloliquefaciens
in air is neg@ble. N) Q Q @ N
L. Q = O N
A 8§ S
SR N
Identiﬁcatig@ non-@ayget s@es a andzextent of their exposure

B. amylolrg' uefacie@%ST @ a@eciﬁc ll@against plant-pathogenic fungi and bacteria. Non-

target s s are €nside d not t at rigoyThis has been confirmed by numerous studies and the
. . . 0\ o, .
11terat%e> evw@i in P8 o Ky dos% ection. ' '
Please refer@e baselne dor for@background information.
S E®

e O L o
Identification o pre%l ions (@ecessary to minimize environmental contamination and to
protect non-target s@c J

As numerous studie@?and literature reviews have shown, B. amyloliquefaciens QST 713 is not toxic
to aquatic and terrestrial species, and considering the expected environmental concentration, no
hazard to populations of non-target species is expected. In conclusion, special precautions to
minimize environmental contamination and to protect non-target species are not relevant.

For more details on risk to non-target organisms, please refer to the baseline dossier and Annex
11IM, Doc IIIM, Point IIIM 11.
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