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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
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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 name& as @

B. amyloliquefaciens subsp. plantarum QST 713, hereinafter named as B. amyloliquefaciens QST 713. o @§

The initial evaluation of Bacillus subtilis QST 713 was performed under Directive 91/@4. Data provj in the
initial dossier and in subsequent additional submissions according to the OECD %@‘;\\ ier guidancek (2006,
submitted as a “Baseline Dossier”, separately. N

Here we submit all new data and information basing on previous literature searc&eﬁ%md studies,\© .9 &@
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IIM 6 Metabolism and residues studies on the microbial pest control agent
Report: KIIM 6/01 — _ (2015), literature review on bacillus amyloliquefaciens
QST713:

Residues in or on treated products, food and feed. Owner Bayer CropScience AG.

Unpublished @ >

Report No. 6791109-A2-06-01 o
M-535709-01-1 >

o &
Please refer to the baseline dossier for the background data. In the @itrent dossier seéveral hew
literature reports resulting from the literature search conducted in 20% are submitte @

R e o
2015). @ @ é\a\ \\ @}@ @
1IM 6.1 Rationale for waiver of residue data based on 1nf0rm@n showing @hat A not
hazardous to mammals, i.e. lack of potent1®or a known quammalian to& and@gatl res
from the acute oral toxicity test % @f S © &
Please refer to the baseline dossier. Q‘S@ N Q \ @ @
@ %\ @ 6 @

@ N

S
IIM 6.2  Rationale for waiver based on a s@stan@ated @ma tha &PCA@é u @(cur , on
treated food/feed stuffs in concentyatign abl hex than er na ditio
@ 0\ ngid g % ll@d a5

Please refer to the baseline do@e \ @} & @ \ @
Q & % "\ @
> @
IIM 6.3 Persistence and llkellhOOQOf mu@phcat}on in o?i\on cgps, fe gstn@@or fi stuf&

B. amylolzquefaczens S 713%s int gl {ded t ap onto the @gardm} the intended
fields of use res1du f B. Y%lolz ue aczeﬁ@fon 1 urf: are assomat@ with'the establishment
of colonization, thé&prlm phenoréon ogthls cg}act -bi ungwlg@ and dactericide. Colonization of
treated foliage %owde prot&stive I@yer and bas1cally 1@/01 n th@@mode of action of

B. subtilis agam§t pat%gen attéok.
S @ \§ & qs’ \§
For detai ease r@er t@@é bas@ne d(§er §9 Q AN
o @ & @
% proyi Qt{%d by the German Institute of

Medidal tion co @ised‘?&f sear s inM EDLI BIOSIS, CAB Abstracts and
SCISEA dzf«t@base??Search strate f@lme ﬁnd @ ref r&ces that are of relevance regarding
orts of residues onfcod agdfeed, ohfera on a perm@nce in the field as well as consumer

&Q\rlsk referrl c1es lllus amylo efac@s a acillus subtilis. For more details on the
11teratureo§ fer to (201 1tted in Point [IM 6.

Sever@b@rep@% w ing information on the behaviour of
@ylolz a(_; aci el at. (2011) evaluated the efficacy of the
kﬁ@ontro@tge Ioliquefiaciens in papaya. A set of fruits at 25-30% yellow was
%}llbjected to th ostest tr th P$004 (100 puL, 1 x 10° CFU/mL). At completion of
@1 e treatmen@@fmitsfre p@(ed sto;e"&afor 14 d at 10°C and at 80% RH. After cold storage,
fruits wergxallowed to ripen at storage and ripening fruits were washed in Ringer’s
solutlong% the shln was @red ugh 0.22 pm filters. Subsequently filters were transferred
to Ringer’s sajjtion, d bac fungi and yeast were grown on agar plates. Survival of
@)ﬁohquefaczen& was @pres@é in CFU, based on colony morphology. The PPCB004
posylationshowed#Hrst crease$n population after ripening at 25°C. However a similar increase
@ obs@ryed fi ngi agn% yeresent after the treatment, when the conditions allow their growth.
%not v\ﬁstu desc@es theSpostharvest treatment in wounds of citrus fruits with Pichia
Q@@gull @mondu BCO 5389 and B. subtilis ABS-S14 (I < 2. 2013). While
S iliepmygndii &olonized the fruit wounds rapidly within 6 days at 25°C, B. subtllzs increased only
S @rgin duri é%ﬁrst 3 days, and then the population stabilized for the remaining incubation period
days in total). Similar postharvest treatment with B. subtilis from Avogreen was investigated by
<§® _ et al., (2007): litchi fruit cv. McLean’s Red was harvested at commercial maturity,
dipped in B. subtilis solution at 1 x 108 CFU/mL, dried, packed, and cold stored at 2°C and 90% RH

for 18 days, and subsequently at 14°C and 75% RH for 2 days, to simulate market-shelf conditions.
Different packaging/treatment operations were tested: B. subtilis and prochloraz, packed in low
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density polyethylene (LDPE) or polypropylene (PP). Effective recovery of B. subtilis was observed
in the B. subtilis + PP combination, while it failed to survive in B. subtilis + LDPE combination.
These studies clearly indicate that the colonization capacities and population growth is strain and
condition dependent, and change even for one strain, when conditions vary.

It can be summarized that there exists a possibility of survival and even growth of microorgagi @
population on treated crops, but no risk is anticipated due to the fact that B. amylolzquefacza@
non-pathogenic, ubiquitous microorganism, prevalent in the microflora of different envir enta@ﬂ
compartments and media. This was further demonstrated in numeroysy Ostudies with

B. amyloliquefaciens QST713 (formerly classified as B. subtilis QS 513) which d&nonst@ d
absence of toxicity, pathogenicity, and infectivity. Even if an initial growth of B. amdeliq iens
is observed, it is meaningless, since the population will stablhze?& ecrease, du\@o the@ tr1e<g£@

competition, antagonism and environmental condl@s \ @}@ @
X S

Report: KIIM 6.3/06 — | M.s.. F (20 %ffe trof, ©

agent Bacillus amyloliquefaciens and 1-met cycloprope@ on the contr& f postharves iseasd®

and maintenance of fruit quality, pubhs port @ @ @}

Crop Prot, 30, 173-178 N \ S

& \ @ D .
M-518664-01-1 % RS & IS \ 2o

Abstract: Efficacy of blocontrol%ent B@ﬂllus @ylollq@faaens PP(@OO4 whe eva@d 0

control of anthracnose and pho Yopsi 1Ot in %) pa@ya ate(@llth l&rgnethyl cyclopigpene
} \Thls @eatméznt waé ated to Ghe uated ntrol,

commercial treatment (wagh Ehlorin , staidalone &ACP@% P m}- 004 treatment.
Although fruit pre-treate CP-dg ayed%e rpolg (@A) yellbw) 2 & co f@torage by
9e10 d, it showed hlgh‘@mm%nce apd sevegiyy of racn@se aﬁom an the fruit
subjected to commergigl treatiient. Applica Qn of 004after 1 >-tre tment (1-MCP +
PPCB004) reduced¥be antfiracnogg.and phofhopsisincidegg® andseverity storage (10°C,
85% RH for 14 (f)o\%md gipenin (§ 25°& The { WCP K PPCBO04 tr@men helped to retain the
fruit firmness, &gerall dudlity u h yellow skin (100° nd col lour after ripening. The
PPCB004 was\effec%/ely rec %Vere From dalgfie " PPCBO04 + PPCBO004 treated
fruit after ¢gld storage and@penm@ The 8PCB 0 tion howed a ncrease by 1 log units
after ripging in M%-ﬁ- PI@BOO@ate rult A er r@nlng %e recovery of PPCB004
popula &hlghe@o}o T@ unlts) in CP @PP% 004. @w total recovery of fungal
pop 1t surfacd aK rlperfmg wasyower @’ 1-MEP + PPCB004 and standalone
004 %te it. It %m be c@clud&ﬁ hat applicatidy of B. amyloliquefaciens PPCB004 with
p?rea (@I;paya at 25530% sk yellgw stag@)can significantly reduce disease incidence
@ssocmte with I- MC?@treat%nt T@ treatf@gnt h@ the Q@entlal for commercial application in

S the ‘organic a dust;
IS @@p )§[ ® &S O
Repor M }/07 w m_, (2013) Biocontrol of
citrus ostlg%%est datity pa et@ published report
Int Foéd ﬁal 33& 396@ @§

%@1893@ -1 N \
bstract: The@ote for E\%%g P%hza Wfliermondii BCC 5389 or Bacillus subtilis ABS-S14

y themselVé or i mblngﬁon he egwrol Penicillium digitatum in citrus, and their effects on
posthar\k@ qual%y of fruit was, 1nve§@ated The percentage of disease with the combined
antagofiists wagsempletely 1ted®p1d colonization of P. guilliermondii was observed in the
wounds durlr@’the t@}[ da to 6 @ at 25°C, whereas B. subtilis, increased marginally over 3
day@The populatigns th abiliggd for the remaining incubation period. The percentage of spore
inati&y% of QF.  digizatum mcubated with all treatments was inhibited by 100%. At
nceptration the combi antagonists of 1x10%8 CFU/mL, the incidence of green mould was

red to compgred with the pathogen control itself (92.93%) after 5 days of incubation at
& 25367 Th%ﬂomb on did not impair any of the quality parameters of fruit following incubation
o af25°C v d
& (o
N) v
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Report: KIIM 6.3/08 — || | | . . B 2007) Effect of a biocontrol

agent (Bacillus subtilis) and modified atmosphere packaging on postharvest decay control and
quality retention of litchi during storage, published report

Phytoparasitica, 35, 507-518

M-530513-01-1

(MAP) alone and in combinations was evaluated under cold storage as wWell as simulateg, arl%
shelf conditions to control decay and pericarp browning on litchi cv. ean’s Red’. Rruits w@r
dipped for 2 min at 15°C in Bacillus subtilis or prochloraz separately, packed in MARlow d&usity
polyethylene (LDPE) or polypropylene (PP)], heat sealed and st at 2°C and 90% r k§
days followed by 2 days at 14°C and 75% r.h. to @ulate market-ghelf C0ndlt101§§>§ cquitmercially
adopted sulfur dioxide treatment was 1nclude%s a compardive control. Eyuits ted With
B. subtilis + PP or prochloraz + PP and standgalone PP treat did not s @dec@r br@@mn
at 2°C. Decay and browning were controlle@significantly dfter 2 days at 1@°C in 43 + P
or prochloraz + PP treatments. However, rochloraz + PR affeggéd t @aturmkmh -ted co@r
of the pericarp and gave higher h® (hué{gngle) valuesWhe sta%—alone ment@@vl%z
~5% CO2) showed 11.3% decay d maln]@)to Altgy arzcx@ter f&and ados %ﬁumﬁgpp at

14°C. The effectiveness of the MA@was if@provedhat 14°wh§ sulgilis was combined with
PP, controlling decay and peric %brow g angpretainiqg the t

color and @grality, subﬁgls
survived in PP at 2° and 14°Cyxbut notin LDRE Stﬁl alon DP 3% O, ~1
combination treatments B. sypilis +\EDPE pro& oraz &L P’& alle com\\gol de an
pericarp browning. Highz&st pd@g atio %Nere serveaL}n L btll LDPFat both
2° and 14°C.Candida, Cryplococels an gosagg ar es wer mlna@ yeasts in
all LDPE treatments. Q o @ @& @ ©@ @ 0\"\9
. G & & @ @ SEECENN
IIM 6.4  Further informatioirequite v & @ o

AN
IIM 6.4.1 Non-viable reSIduZ% (& §9 @& @ S @ o )

D
B. subtilis doemot p %Vuce S1@ﬁca§uan@§ws of @?acelf{}tar engy % es ‘@y}éxins and is generally
N

cons1dered have deépee of @ulen .

Q S
Please @r to Qle bas@e d@@er Annéx Lb@ectlo@l Point IIM@ .6 and Section 6, Point IIM
6.4.1 N 9 Q

@\& \&\Q@
©©©%§<@’ @§r\’

5
1IM 6.42  Viable residues - © 9 2

%ue to the fa&gtha§ acti %\grea@ﬂ isa Vlalcr @’gamsm of ubiquitous occurrence and
1s

@ predormnaré%n thgspoil-mitroflora the te resi nogypplicable to this preparation.
Please r%gto thgbaselm@ngSS@aneNI S%mn 6@1nt 1IM 6.4. 2.

1IM 6.5 Sumn@@ry @%Sldﬁ haw@’ur a@\‘bver@ evale@%on

R@larlly@le lo alt&énd env&gonme"fxgl@l> otentlal of B. amyloliquefaciens, and its ubiquitous
istribution indécate t emd@cell oliquefaciens QST713 may present only a low risk
tential % N %

Secondly, e unfavourable env1r% entaf@ondmons prevailing on the leaf surface and the
%  dependengé of @Vlylo@’uefas o@sganlc matter supply are restricting its growth.
N > R

N N~
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