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Introduction

The company Bayer CropScience AG is submitting a dossier for the re-approval of
Bacillus amyloliquefaciens QST 713, previously designated as Bacillus subtilis QST 713, as an active substance
under regulation (EC) 1107/2009. Due to changes in taxonomy, B. subtilis QST 713 is now classi(i@"as
B. amyloliquefaciens. For further information, please refer to Annex II, Section 1, Point IIM 1.3.1 of this ier
As a consequence, the active substance is now named B. amyloliquefaciens QST 713. & old strain d atiofl0”
is still used in some documents and can be considered as a synonym. Serenade is the reg@senta@y
formulation for the process of the re-approval of Bacillus amyloliquefaciens QST 3 as an activ sulgst@lce
under regulation (EC) 1107/2009. Q& 2
Inclusion of B. subtilis QST 713 into Annex I of 91/414/EEC (now list of appreys % active sub t@ces a@ordm%

@

to (EU) No 540/2011) entered into force in February 2007 (C ission Direcfive 2007/6/EC2*\\L B iﬁ?hs s
QST 713 was notified and defended by AgraQuest Inc. Alth dugh the fo@wn Seren as nQt he &
representative formulation in the dossier for Annex I inclusion of B. subtiliDQST 713, hez&ggt e of t bov&
mentioned product is summarized, since it represents kst inform on B. am zque aciens T 1@
formulation. The representative formulation for the Gpitial Annex I1 ch@@n ade P, is no I@e
produced. Q7 @ \ %

%" w> @

5
Here we submit all studies reviewed on the zoftal le&@and 1S da@nd @’ﬂmat@a (pu{hc 11te%[ure and

summaries). @
Critical Good Agricultural Practices for Seri % K"@ are&%nmar@d in @able@ OWs §
o \ "\g \ % @ éﬁ S}
SEFSERSIR I S
AN S S
Q S CHEES AN
o © O § O 9 O
o = ¥ S @ O 0
RS ¥ e o & S
R S O N N
e O N L L N L9
~ I S NS R
% S 6 & ¥ .9 o O
S TS e e ¢
@ N & © @© @ @
S QO NTN N o 9 N
@© ©\ s N @,\ &\ ©§@ ?§
D & 0 O «F & O
@ . & O L@
9 N -\
S Y AT
A K O Ve & O
@ S
§ RENIIN > & >
TS F s s §
v O & .9 o O @
Q0O S & Db
SRS ,%Q & @
=) O @ %o
@7 °\@ Q @ D
Q AN N @& Q9
> SN S
h CANOI RS
@° N
@ %Q§ §@Q
< Q & 90
> O o
s &
{x’ O @o”\a



Bayer CropScience AG Serenade ASO Doc M, IIIM, Sec. 4, P. 8
(Bacillus amyloliquefaciens QST 713) page 5 of 7
Table 8-1 Summary of critical Good Agricultural Practice for Serenade ASO
Crop and/ | F | Pests or Application Application rate PHI | Remarks
or G | Group of . (days)
situation or | pests Me.thod Timing / qu. pumber L product/ha | kg as/ha Water
(crap I | controlled |/ Kind S;(;\;rg} g(r:uwr:l.egrllterval 2 max.rate | a) max. rate per appl L/ha §o S
destination crop & applications) | PCT appl b) max. total rate per min/ N (?
/ purpose season a) per use b) max. total | crop/season @ max @ 0
of crop) P rate per @ @ @
b) per crop/ crop/season (753 S @
season S «:\‘\
Strawberry | G | Botrytis Spraying | BBCH a) 6 (5days) |a) 10 a) 0.140 kg%ﬁ 400, Q.r. R @L/has&\:
cinerea 55-89 @ . % 10% authort
b) 6 (5 days) |b) 60? min. 1x @ CFU/ha Q) AN in UKD
b 0giie ¢ | FI's &
> > RO
@ w6 x 100 CFUm S 2 @
Strawberry | F f;;ltget;s Spraying ]535]3_2391{ a)6 (5 day@ a) 8 D a.) 0.31@ Q %((%) 1;;7@ @@
b) 6 (5days) |b)4& S mm@}lolz CfU7ha @ %,
9 LS
Q @ R @.672 @
@ S & §% & o
s LB @ @ﬂn.48x10‘3c@ha Q @ )
T . rayin, O o > - LT
oo |7 [ [ 22 Go¥s by (Slogibe e dee |8
Qb9 bsdays) W72 & sxm@mﬂn@
QF S % & o
§ (& S e S )1'0@ < N> v
Q 2 Sf@ [(\6 V@ my&@lx 1%1\\/@FU/h?,: N
n.r. — not relevant @\@ O\L\’ “ @7 &@ @Q @ é
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IIIM18  Residues in/on food and feed products for the Microbial Pest Control Product (rationale to
waive residue studies on MPCP)

This document reviews residue data for the microbial plant protection product Serenade ASO containipg
Bacillus amyloliquefaciens strain QST 713. @ @

N
Serenade ASO is a biological fungicide formulated as suspension concentrate. T@s content of q% actiye
ingredient B. amyloliquefaciens QST 713 in Serenade ASO minimum content og@, able spores &f 1 XQ%Z

CFU/kg (or 1.0 x 10'2 CFU/L). N
With regard to safety issues, it is important to note that B. su@s and BaczllQ%mylolzquef%%ns ar&natur@
present in our environment. Therefore, its application in Wtrol of p a@pathogemc ﬁ@gl ] on @

micro-flora. The experience that B. amyloliquefaciens 713 preseé no risk for h@nans @@nd t
environment has been confirmed by numerous studies.

@ @)
Q\© &

The applicant applies for a waiver for performlngges1du@jmdle&h S@enad&%o @ed eé%fle follpwing

fluctuation of the bacterium population in the biotope of the target patheggn and does&‘t’ dis @ the @Eural Q
(%é a

considerations: @ 2 S
] @’
> & Q = S & &

e Due to the fact that the active m(gfedle & a \Ble mggyo-or z%sm (@ubl itous occurren€g® and
predominance in the soil-microfl@zg the term res@le 15 f%t app@a e £Othis aratiQn. Spedifically,
no residue metabolism can be sfated, 0-01ga es @llo Tst T klnetlcs. With
regard to its natural gloka dls&utlom and %on pa@oge cha Q% and B.

ts (@Dnot i

amyloliquefaciens cells lefth th%surfaC@jof tre@ed ar@ or i@n pregjic y health or
environmental impacts. @ v\g @ @ Q @
% @ o 9

e No toxicity or path emcltas o ed San acit¥ toxm% studyrin ra&%erer@ie ASO induced no

signs of t0x101ty ose 0 OOO@g/kg corr gspondiagi.to atdeast 5 SQro°? @J per kg b.w. for male
and female rats (please T to %nnex 0C & \4" 1 S@ ﬁgomt 7. i\i) @
NN

ISR AN o

e Bacillus su@s arQ B. amgylolignkla czens@cm@mmt@sly and are gne of the prevalent bacterial

species imrJoils afd on d%fferent%lant Surfaces Colo tlon@ diffgrent foodstuffs is common, but
largel éfored@cause% sulﬁws is @rallﬁﬁwce%d o be § -paﬁmgemc

& >

» Foligwing application o @nade%% @Vlval@’the tlve S tance B. subtilis on leaves and fruits

s\wery hmlted@%V é atio(fs  the majorNimitidy facfor for survival of bacteria on leaves.

@Vlronmental‘bndm@ are usuall favo@able And restriét microbial growth, thus explaining the

generally l@@oqu\On leats of @wm §pr0&mc ba&rla on the leaf surface, e.g., B. subtilis and

B. amylo efac ns cel w111 t%p gro@h afte ion of organic matter supply. Several studies

have sho e of@ie b act ttial ulatiélls a few days after application (please refer to

Annex@ Do @ S@lon 4 & the @' dogstet of BGubtilis QST 713). Since colonization of the leaf

surface by B. my@ueﬁm@ens c 1but@3farg$to the protective effect against bacterial and fungal

pathogens, application ofSerenade=XSO @s to peated frequently.
@) < Q§r Ll S

B. subtilis hﬁ@beenc%ed forenzy %rod&)n on a large industrial scale, and is even used for food
\ production t\%ﬁhm%ﬁ Vlngausedé@alth @nwronmental hazards or damages.

> & @ A

@

e A p1 produ%‘ﬁfrui rryinga layeguilt up of Bacillus subtilis or B. amyloliquefaciens can easily be
w@vater or to consu@on or juice production.

&

&
Conclu%l Q@ % S

Prlma@é\l\*}ﬁ/ th hedlih’ andenvironmental risk potential of Bacillus subtilis and B. amyloliquefaciens, and its

ub@lous @ptributio ind@te that residual Bacillus subtilis and B. amyloliquefaciens cells may present only a
low Tisk potential. Secondly, the unfavourable environmental conditions prevailing on the leaf and fruit surfaces
and th pendence of Bacillus subtilis and B. amyloliquefaciens on organic matter supply are restricting its
growth. In addition, in processing of raw products no growth or sporulation of Bacillus subtilis and B.
amyloliquefaciens is expected to occur.
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It has been concluded that following application of Serenade ASO according to GAP, no accumulation of B.
subtilis Bacillus amyloliquefaciens QST 713 on leaves will occur since it was shown that persistence of Bacillus
subtilis and B. amyloliquefaciens on leaves and fruit surfaces is low.

Serenade ASO contains the active substance Bacillus amyloliquefaciens strain QST 713. The Microbiﬁes‘f @
Control Agent Bacillus subtilis QST 713 was included into Annex I of Directive 91/414/EEC on 01.02, 3907 and?
then approved according to the Commission Implementing Regulation (EU) No $§40/2011 of 2 2041,
implementing Regulation (EC) No 1107/2009 of the European Parliament. It included uiider Oit@) d
taxonomical name Bacillus subtilis QST 713. Due to the new information on Bagillus spp. taxonQmy thestrai

QST 713 was found to belong to Bacillus amyloliquefaciens and therefore its n %has been c};{@edoal@ in tl@gsﬂ

dossier. For details on taxonomy please refer to Annex I, Sect@ 1, Point IIM@jk. 1. g}g @\\ @}@ @
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