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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 classif;@s a @
member of B. amyloliquefaciens group. As a consequence, the active substance is now na as

B. amyloliquefaciens subsp. plantarum QST 713, hereinafter named as B. amyloliquefaciens QST 713. (%03
The initial evaluation of Bacillus subtilis QST 713 was performed under Directive 9 @4. Data prov@% in@e
initial dossier and in subsequent additional submissions according to the OECD &Eier guidance&(2096 re
submitted as a “Baseline Dossier”, separately.

@\
Here we submit all new data and information basing on previous literature search@%and studies\© . § %@
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Summary and Evaluation of Environmental Impact
1 Distribution and fate of MPCA
Fate and behaviour in soil

B. amyloliquefaciens QST 713 is ubiquitous bacterium. Thus, B. amyloliquefaciens spore&ay
germinate and proliferate in soils. However it has been shown that B. amyloliquefaciens %T 718y
populations strongly decline by time in soil after application. Transpoétron through@

happen, but it was shown for close related B. subtilis strains, that Vemcapersal is limfted.

For background information, please refer to the baseline dossier. % @@ @ &
o & oS
Fate and behaviour in water V @ g}’ Q\ @
Surface water @Q o é\g
> > R O &

It has been shown, that Bacillus species %@gur Worldwi@ and@were a§0©150@ed frofw ma&i@>
organisms (please refer to Annex II, Doc@, Point 8.2)\ @ Q @ &
For the background information, please refer tg the bagﬁne dis%ier %@’ 6
L & & D @Q
O S
Ground water % @ @ Q

Translocation of B. amyloliqu@@zens@%l’ 7& after %phca&% th,ro@h soil, may occur, it is

strongly limited as the OQ’!’ %ﬁead @bsor b &ail pt@\fcles ere@é, ©Qrisk of
groundwater contaminationgppeats_ eglr 1eld lica of amy quef ciens QST

@%
%
S

713. More over, it is u ely thd sporés. occuM gr dwa enV sufficient
nutrient availability. Dilution dug to c@@tlnuo®wate pre e gr(mndwater flora
will cause a continuoy@declitfe,of the@ore pop ulatr@s an 1on notg&ccur

For the backgroun@orma%n @se refer to the%aseh&@ﬂosm@@ ©

& @ @& @ @ \ %@
Fate and behmourl air @% Ko @ @

Howeve e to lack utr and@tress tors_as UV-fadiationSor desiccation, survival of
living S 1s 1ted> ce ag infi matron@m opent literature 0iZB. amyloliquefaciens in air is

providg ﬁlr 1S n&gﬁmoﬁv&n to b ablgNor sp&s fat¢Jand @avmur of B. amyloliquefaciens

in s negligible
© o) @b O @
» TN e % S
% @9 o @ @’
3@ Identlﬁcat@) of n%targe echat rl@%nd extent 0&81[‘ exposure
B. amy \wfa&ens 71;3 Qs s(%rﬁca agam‘S%plant-pathogemc fungi and bacteria. Non-

target 01es € Co reds&g to be 9t risk. Fhis l‘@ been confirmed by numerous studies and the
literatute red om@f thrs%dosm Sectio b\'

Pe re r 0 th&%seh
S § %@

S

dentification of%precmklons ﬁ@cessaﬁ@ to minimize environmental contamination and to

B. amyloligitefacie QST %) s§ores m OCCul\lIl areé%a S dué%go ransportation via drift.

s&@or th& ackground information.

As n@nerous S dle&gﬂd litgrature &\Q@lews have shown, B. amyloliquefaciens QST 713 is not toxic

to aquatic \and te trial §pecies,\and considering the expected environmental concentration, no

@rd tQ_ popujahons oﬁfvnon@rget species is expected. In conclusion, special precautions to
qJmni envifonme contafnination and to protect non-target species are not relevant.

Q@For @ore detdils oryisk to non-target organisms, please refer to the baseline dossier and Annex
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