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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 classified as
B. amyloliquefaciens. For further information, please refer to Annex II, Section 1, Point IIM 1.3.1 of this d er @
As a consequence, the active substance is now named B. amyloliquefaciens QST 713. The old strain desr&
is still used in some documents and can be considered as a synonym. Serenade ASO is the reprdsy tatlve
formulation for the process of the re-approval of Bacillus amyloliquefaciens QST 713 @an active sub& ce
regulation (EC) 1107/2009.
Inclusion of B. subtilis QST 713 into Annex I of 91/414/EEC (now list of approv% active subst@%es @rdmg@
to (EU) No 540/2011) entered into force in February 2007 (Co@nssmn Dlrec&% 2007/6/ECIYNB. subiilis s
QST 713 was notified and defended by AgraQuest Inc. Althpagh the form@ation Serenac@KAS as nofdhe @
representative formulation in the dossier for Annex I inclusion of B. subtilis\@ST 713, heré®he datdySf th ove @
mentioned product is summarized, since it represents st 1nformat1Qn on B. amylgliquefdciens @S
formulation. The representative formulation for the initiginnex I, Seren e W% <1ncln is @longer@odu&

arte

Here we submit all studies and new data and informais (pubhc hte ture gn@umm S): \ w\? @
%) >
Critical Good Agricultural Practices for Serenade &O aré&ummdrized 1@ able C;@ Th6§ wer used a%eference
for the calculation of exposure in the risk assessment. % worgt;Case, Qe maxt umber éapp on %{as
considered for the risk assessment within thexframe ‘of the r&k env @Qach e subm1 ata
and information based on previous literagve searches stud@s I%prod a \wag use the
calculation of exposure in the risk assess@nt N >
é N < Q@ \
‘”\9
Table 9-1 Summary of crltlcQGoqg)Agrl@jltura@racn@or S@nag O N
Cro.lz algl/ 2 PGests orf \@ A,(szatlon @ & q@phcanon rate @ ngI) Remarks
or situation roup o N(q ays
e s T e T
t
Elcels(:glaﬁon controte N @rop&@ befwen & @% §Hllax”@‘ per Qw
/ purpose @3}96350'% icat@ 2) @x. ratg, appl. % @ min /
of crop) Q > %, 2) per @e perappl. © b)%x totafsate ~ | MaX
@ ) v rop/seﬁson
@ S @ < b) per crop@ )b) maxgptal @
N O ' Y Season N m:;g@ @ﬁ S
@ @ & Cr easo§ S
Strawberry GE%U)}”‘S@ Spra@g BB&X 55-8%U J;) 6 @st) @10 a@()).MO kg 400- | n.r. 10L/ha
ciner@ B o QB @ ) 5 1000 authorized
2 9 % b@@ days)/Qb) 60 f%n. 1x 10 in UK
. & @7 & Q@ < eruma
&@ g . O Qb . Q |® \© b) 0.84 kg
O QO é’ RS 7 | min 6x 10"
NN PN R S CFU/ha
)

G4 o,
Strawberry | F iotrytis ©<$prayi@ BB(@@%-% ©§a) 6(5 @) a<)§ a)0.112 kg 400- | n.r.

r (C o 1000
Q0| © NN | b) 61Sdays) ) 48 min. 8 x 1012
K & @§ %,Q %gbd @éF CFU/ha
@ ) Q @ \% b) 0.672 kg
N .
N g Q min. 4.8x 10°
%o § @ (g ©@ N CFU/ha
Grapes F é;t@/tis (gOgrayiri@%BCI@S-% a@ (5days) ja)8 a)0.112 kg 500- | nur.
4 m”% & Wosdy b7 min. 8x 10" 1000
§ o ) CFU/ha
R éﬂ §9© SN b) 1.008 kg
Q@ §@ O min. 7.2x 10"
g &\% < CFU/ha

IQ% @ - 5 N i
n.rQ@? relev%ﬁg‘ Risk @essm@calcu]awd at 8 kg/ha application rate.

&
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IIIM19  Fate and behaviour in the environment for the Microbial Pest Control Product (Rationale to
waive testing, based on adequacy of information provided for MPCA, to permit an assessment
of the fate and behaviour of MPCP in the environment)

& &
Report; sannar o1 I I Y

416610-01-1

Title: Fate in model ecosystems of microbial species of potentia@ﬁe in genetic &glnee@%

Report No.: M-416610-01-1 Q S

Document No.: M-416610-01-1 @\% L9 o yf@

Gu@del%ne(s): o - @ @ g}’\ \°\ @}@ @

Guideline deviation(s): - V Q @ S %, g

GLP/GEP: no o &(@ . QQ @@ Q§©
@ o o

Ve g s e
% N L@ O o @
Fate and behaviour in soil @3 N 6\ 7,

° v
- A S S
Based on available information derived frofiustudigs-and @whe@teratur@j on illus gTrbtilis ard
Bacillus amyloliquefaciens bacteriaythe.gn 1rone tal fat %opula dynamlcst train@ST
713 upon field application of SQenade% O c@we s@arm S f@k . §
(E%\ O\ % S Q
Bacillus subtilis and Bacz&l@amy@tquef @ens atga @e natgyal ml(éy floraGn soils and
occurs without geograph@ restric %mo any en@sonm lr$ 1ncl@ﬁl &Wirect human
environment. Followi icatigr’of nade-A80 §grviva t] @dospores of Bacillus
amyloliquefaciens H@Oll iswyery li 3% for@peri@@ of a nths du time a natural
breakdown begins nd grgdually ces ghe nurg#ers of’ onreso&e alnu@g In a dry state endospores
can remain viablesfor sex@ral yeats, veg&tative cells, however, e far fhore r F@y degraded.
It is very unlikély thatendosporés of §lllu btilisQnd Baz\\“ﬂus a@ylolz\_@&zczens will germinate
and grow imtgQ, veget@e celfs, unle@enco@gm conditi mea avourable soil pH, soil
moisture gontent, swtficiemi’nutrignt avalabilitysand lack @etltlo& predation from other soil
micro- nlsm%% The célis w1ﬁ@oduce end organic magter, e.g. manure, declines. The
survi Ssubti i% in soif is a\dynaimc proés cofyistingQot several discernible phases:
atloréutgr @tlphc lation specfﬁc habitats, and is influenced by
gin ndlt]& regarding so type 1ve @TO ﬂ@a nut@nt availability, and fertilization.
@ue to its ublqulto&@dlstrl@%ﬁlon soﬂ@hd @ e of growth, B. subtilis and B.
Samyloliquef. and@res 1ntroduc@d 1nt0@>1 s aot expected to exceed the natural level
permanentl§®) @ SR
& <O & O &,\ & &
REN O N (3
Mom@ in sdil EE (&
An Valuat@of obalgg spre@wf B. @tzlzs @ B. amyloliquefaciens in the soil or to associated
@ronm@ts as g%@undwggter ig~Qf minQr concern, because dispersal of B. subtilis and B.
mylolzquefacz lack ‘@( Z@?OUS cts. It is generally accepted that population densities
@echne w1t creaih soi ept dlcat‘mg that the level of translocation to deeper layers is
negllglble ﬁaczllus btifis and B efaczens endospores are reported to as having longevity
% in grougd ater, owev@s; B. @nlzs °4g, not regarded as an autochthonous inhabitant of aquatic

N environments ot ﬁt@opt conditions for growth, e.g. waters are poor in organic C.
Ther@@re, prohfera und water is not likely to occur. Considering the negligible amount of
B. subtilis Q8. a olzq zens@ores probably reaching groundwater habitats and the absence of

e grqwth itas thus concluc@ﬂ that no threat of contamination of groundwater exists following

&ﬁc@@ns ()é@ﬂrenge ASO%Rcording to GAP.
& D S
{\9 Pgsible @tam@ tion with metabolite
Q© rsistefide of B subtilis and B. amyloliquefaciens in soil is restricted to viable spores which are
Lmetabolically inactive. Thus, production of new metabolites upon reaching the soil environment can
be excluded. Moreover, B. amyloliquefaciens QST 713 does not produce metabolites of toxicological
concern and no such substances are contained in the end-use product. Therefore, contamination with
metabolites is not of relevance for the evaluation of Serenade ASO.
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Please refer to the baseline dossier for the background information on fate and behaviour in soil. The
calculation was based on the accumulated field rate of Serenade ASO in grapes, with a maximum of
9 applications.

o

Predicted environmental concentration in soil (PECsoi1)

In order to perform a risk assessment for non-target organisms, the actual concentration o enadq
ASO upon nine applications in grapes is calculated as here the highest expo@se is expecte@

to the intended uses. The calculation bases on a maximum application raf £of 8 kg Serendde AS@f
assuming as a worst case that no degradation occurs between ap 11 ations. No ercq@on is
considered for the calculation. For the risk assessment the resultant<jad of Serenad® AS(@ 11 !;g@

A
related to the top 5 cm of soil to achieve the hlghe@leoretlcal sm(%ncentranon%

@ Q\ %@ @
S f the PECsoi calculati @Q 8
ummary of the Soil calculations @} < é\g Q ® Ny
Q & © AZ@
Critical use Gra omax1murn o1ne g{@catlonﬁlﬂc\@(g Séenade- &
A&O/ha eq%l @ 'y o\% 2,
Accumulated application rate 7Q<g S@\@enade @O/Ig % o
Qig 008 @’B olz R cze s QST @\'&/ha @7 @&
72108 /ha
72100 €F O & &
Soil density @Q@ 5 gleni = 73 kg sm%@% L S0
Incorporation depth Q& D5 cm Tayer &:%0 L sgi/\tjnz)m@\y @© § . w\i@
Plant interception @, &@ N@?onsi@wrjéd @CQD S s R@U %
PECsoil %§ > &Serenade AS l&dry Right
% & § 1. 34@g78 a@}lohquefacz@ QST %ﬁ)%/ki@y weight soil,
N N 9 9.6 106 QFU/k@,ay weitght so@ @@
SR N N .
§ TS e S O8
Fate and behavim§ wa@; @ @ \ KQ @@ & @
SN O S N

ﬁ/

AIC or@@msm@lay be@xposed @) Se
%ljacent @ater bodies.

drift from the application site into

de ASD thr
nt P Qcalcu!@n was erf&@led on the basis of nine applications

e pre
grapes, asx«@ere t %gh xpo e of aqua@on-ta@t organisms is to be expected. The
@mammum ratgsgonsideging 9 apphc@ns in Vi ney@ is 6.26% of the applied amount at a
m to'syrfacevaters,

distance
Drift wasalculdted ac

@ &
Su@@nar)@ ﬁ‘» the @SVX {@culat@s

a wosst case, no degt
d1ng£ KI @%y dréd
§ &
(&

a6 tus from 21.09. 2015).

o,

ation between the applications is assumed.

SR

)

N
9
onme

alculatlo f the@edlc@F env, &@ ntal concentration of Serenade ASO in lentic water

@7 bodies (P SW) < @

\‘”\a Appli ction @@at e ?Dis@lc Q@Brlft Amount of drift Initial PECsw [pg/L]
rat@kg/ ha mg/g@ “\@}m) (%) g/ha mg/m’ 1m 30 cm
< 5
@ 72K% 00 T~ k%) 6.26 4507.2 450.7 450.7 1502.49
S Q
@é& c@ulate@ppli ¥n rate of Serenade ASO for GAP directed use in grapes 9 x 8 kg/ha)
& Absording to Juli iihn Institut!, status September 2015.
@q\ﬁ c)®quiw}@%to 15§ X 10° CFU/L or 21.03 pg B. amyloliquefaciens QST 713/L
v

& & <>

&

! Basic Drift Values according to Julius Kiihn Institut: status September 2015,
http://www.jki.bund.de/no_cache/en/startseite/institute/anwendungstechnik/abdrift-eckwerte.html
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Due to the PECsw calculation, the initial concentration of Serenade ASO in 30 cm depth in surface
waters is 1502.4 pg/L (21.03 pg B. amyloliquefaciens /L) corresponding to 1.5 x 10° CFU/L.

Fate and behaviour in air .

o

Endospores are suitable for aerial distribution as they are easily blown about by wind (pleaseXefer 607
the baseline dossier, Annex II, Doc IIM, Section 5, Point I[IM 7.1.3). Therédore, under cof@jitiongsaf
use drift spacious transport may occur. Multiplication of B. amyloliqugggriens QST 718 in }h@lr,
aerosols or clouds can be excluded due to lack of organic matter supply and lack of migeral @ix to

adhere to. . %
Furthermore, unlike chemical products, evaporat o nd volatlht bacteria is 16t expe&%d to §a
factor to consider in assessing the fate in air. Hen®e, volatilisatigyy fr

om plant sgifaces fromy soil &
can be excluded. An investigation of photochemgcal—oxidativ&@gradation nQyris o relexatice i&©
view of the volatility characteristics of the bagteria. In additi@, during distr&@ion of vegetative cell®
of B. amyloliquefaciens QST 713 in air ey are exposed to sgyeral e@uonn@tal %%rfess fagfors
(desiccation, UV-radiation, temperature) erefore, su@ral egveget iye ¢ 1n airgsdimit€ddand
therefore not of relevance for the evalyation B Seremadte Ai&(plem@ refe@he baseline™dossier,
Annex II, Doc IIM, Section 5, Point Y 74%@ é}? ] 6@ o3 &
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