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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 [IM 1.3.1 of this (é@
tion &>

As a consequence, the active substance is now named B. amyloliquefaciens QST 713. The old strain desi

formulation for the process of the re-approval of Bacillus amyloliquefaciens QST

is still used in some documents and can be considered as a synonym. Serenade éSO is the repr@ta‘uvé@’

as an active@u sta@))e
&

under regulation (EC) 1107/2009. 3 .
\

Q
Inclusion of B. subtilis QST 713 into Annex I of 91/414/EEC (now list of appr%% active subst@ces a@ordm%@

to (EU) No 540/2011) entered into force in February 2007 (C @nssmn Direct] five 2007/6/E(}@>B s@hs s @
QST 713 was notified and defended by AgraQuest Inc. Although formudy fion Serenadé ASOr@as ngt &
representative formulation in the dossier for Annex I inclasion of B. subfilis QST 713,shere th@ata bov&
mentioned product is summarized, since it represents lagédt informati n the B. a lzquefac enscQST 78
formulation. The representative formulation for th1 ial Annex I 1iicl x"f‘ S@ ade @%no I%er
produced. %) @ a\ 6
N ’ \
Here we submit all studies reviewed on the zofal leve@nd matx@a (pughc 11t ture and
summaries) for the new representative formuykation. r studies pr@ously d on @¢ zo velithe
reference study citation for these endpoints will be™in bh%\o 1nd@te they%have @en bmitted nal
level. All summaries will reflect the nam@f the»&t y teghSubstdnce as @11cate&1n the@udy New ¢ ulated
endpoints use the new strain designation @Ba%&%s am@zqug@zens QST 71@@ @9 N
S & o
Critical Good Agricultural Practlceéor renad ASO e su &rlze 10-1 es %ﬂere used as
reference for the calculation of OSUEKE theppisk agyessm As_$yorst @e th®©maximum number of
applications was considered for«Qe rlsk"%sess%ent witlfi¥t the frame e I‘l%( envelopt approach. Ecotoxicity
data relevant to the MCPA représent the relevgnt informationgg be uskd in t&@ sk agggssment of Serenade ASO,
as explained below in sectl@ IMOI0. '%Er are-fus used as referencé@)r t@lsk q&@ssmen‘c of Serenade
ASO. ~ N § o & R
o O ¥ .90 & S
Table 10-1 Summa}'@% criti@?G@Agr'@ﬂtur@rac .°\f0r SQena(é%\SO é\
A § @
Crop and/ F @s ai @) °\\Q %pphca&%l g :@ @& ication rate PHI | Remar
or situation G _CGroupof, 4 %u ) (day | ks
g pests @ ﬁod/ @n Ma& mbe @ L prdguict / ha “Wkg as/ha Water )
(crop cm@ed ‘2]429 i g (ngy, Interya a@ax @ a) max. rate per appl L/ha
destination /o exPf crop chetween @ er app e : |
purpose of\ R | 5688 plicatio op ]@ b) max. total rate per | ™Min/
crop) A ©) $ a) @e S b) maxMtotal | crop/season THaX
& R @ o @ @“ Op v ra»&p T
NN > o @) g\lﬁ%r crop§ ciyp/season
RO AN S
@?Q N Q) A @ason %
Strawberry G | Botryti Spra BB@H 55- a)6 ys) @a) 10 a) 0.140 kg 400- nr. | 10L/ha
@) cinerdd @ © % e . 1000 authori
® <} ® N N /N9 da)% b) 60 min. 1x 10" CFU/ha zed in
< Q Q 52 @ b) 0.84 kg UK
=) O @7 WP
& L9 Q & S min. 6 x 10 CFU/ha
Strawperry F Bgz%% Shraying @cn 5@}9 a;\e\(% days) a) 8* 2)0.112 kg 400- |nr.
AN A @ R D6 (Gdays) P48 min. 8 x 102 CFUMa | 000
@"° N @ Q& b) 0.672 kg
SEES N |
NI v @ min. 4.8x 10"
ﬂé %, © CFU/ha
Grapes @ |F }oﬂyn‘s © Spr@ BBCH 68-89 | a)9 (5 days) a) 8 a)0.112 kg 500- n.r.
@ @ ciner: @ % . n 1000
L SN é N )9 (Sdays) )72 min. 8x 10> CFU/ha
Q§ @@ > $ b) 1.008 kg
< min. 7.2x 1013
@ CFU/ha

n.r. — not relevant

*Please note for the purposes of calculating PEC values and risk assement the rate in Kg product/ha and CFU/g values were used as noted in
the tables.




Bayer CropScience AG Serenade ASO Doc M, IIIM1, Sec. 6, P. 10
(Bacillus amyloliquefaciens QST 713) Page 5 of 26

Table 10-2 Summary of the PEC calculations

Critical use Grapes, maximum of nine applications with 8 Kg* Serenade

ASO/ha each
Accumulated application rate 72 kg Serenade ASO/ha, @ @6

1.008 kg B. amyloliquefaciens QST 713/ha, ®\ Gy

3

7.2 x 10" CFU/ha S @2 A
Soil density 1.5 g/lem® (= 75 kg soil/ m?) @ N R
Incorporation depth 5 c¢m layer (= 50 L soil/m?) % . O % 2
Plant interception Not consider@}@ f\@& g}’ Q @}

. N AN

Distance 3m § . Q) S Q m@ &
Drift 27% KN N & S Ag © &
PECsoil 96 mg erenade As@kg drxwelg oil, w\,@ &

1.34 mg myloh@tefa lens QST713/ @ry weight sofly

9®>< 1 U/@ﬂry ht s .
Tnitial PECsw (30 cm) « 15024 g S‘égenad @ & & o

& 12108 ng myl% efa N QS@QIS/@ §
i CERRD e VN & ©
) S % <

& > *&%duct applied §Wha b@@}nsk c@ﬁnlated{@ﬁ(g/ha@
IIIM1 10 Rationale to waive a@ltmn l@@stm@ase(@én ad@ icd 1nf0r tlo§@owde(ﬁor MPCA,
to permit an assesn@ent of@e 1%:1“ of the MPEP o ta%et orgamisms @

No experlmenta@iata cé§ puta‘a@c@ eff @& to no@j -target specﬁ% ar@%la 1&¥or the formulation
Serenade ASOysince Europe dat, qulément refer to Te@ icalsgrade Active Ingredient
(TGAI). T@ infegmation®is pl@ente ih bas ossier f@ the MCPA Bacillus
amyloliquéfgciens @ST (pregipusly 1gna~t@} as B llus btzlzs&éST 713). Ecotoxicity data
relevan the MCPA re@ent th 1@t infé&@mation to be@sed in the risk assessment of

Seren@AK)@\/IPC{% @ @& Q
S & o & g@\’ @§ > &

@
11IM1 10.1 %ffects o@blrds & % @ © >

2 o
\No new stu(ﬁﬁs ar%is?lbml assessmg effe%@of Serenade ASO on birds. Risk assessment,

N
AN basing On d%h pre\ slx\tﬁ:valuat@%n nal oMEU iQ/e are summarized below.

Ovenag' am;&gumu@v w\?@) & @@
N A
e 10@@ E @Endpmnts @nciQ@ of B@jctllus subtilis QST 713, now designated

Qg amyloltquef@ljt@ens@T 71&0 blpg@ o
@

@ @ ° §EU oreed endpoints Endpoints used in risk
Study g)s tatice Tes{speci& S 0/10184/2003 - rev. final asse:’smen ¢
N 2‘% Y D | 14107/2006)
7" &@ 'PDso > 5000 mg QST 713
S Q :
Shoi éﬁf 7 b %] e Q Technical Powder/kg bw/d LDso > 380 mg
Techaical | quail @ (380 mg pure B. subtilis QST B. subtilis QST 713/kg
5 1SR poywder §ozmus 713/kg bw/d) b.w.
N tOXI q virginianus)
%, % AN (>10'"" CFU/kg bw/d)
$ @

QQ @ffects on birds for Serenade ASO were not evaluated as part of the EU review of Bacills subtilis
@ QST 713 now designated Bacillus amyloliquefaceins QST 713. However, further data for Serenade
ASO are not relevant as active substance data on toxicity to birds are used and the ingredients in the
formulation do not pose a risk to birds. Therefore, all relevant data were assessed in the EU review.
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Risk assessments for Serenade ASO with the proposed use pattern are provided here and are
considered adequate.

Risk Assessment

Toxicity o

The short-term toxicity of QST 713 Technical Powder to Colinus virginianus was evaluated ( T to @
Annex II, Doc IIM, Section 6, Point IIM 8.1). The test substance was administered at a dai ose o@ﬁ
5000 mg/kg bw/day for five days. No treatment related mortalities or effe@ of QST 713

Powder occurred in the test organism. The acute LDso can be determ@ to lie abov& the
concentration of 5000 mg/kg bw/day. @ @ o

n

Table 10.1-2 Summary of avian toxicity en@nnt for Bé;é%?us subttlts&gﬁST\%B né\}v”

designated B. amyloliquefaciens QST 713 N O © @ &@
Study type | Test substance Speci End@@nt ?&JRef %ce < ©
e, S Q ¢ @@ .
Coligys ©° & ﬁ &

ihort—term QST 713 Technical nianus &,D50> 5600 m axl., 1993

letary @ E &
toxicity Powder (Nortl-%?—ﬂ Sbw. PO @C?M-@B-O'\lﬁ

@%ObV@l e) w\g @§ N@ @

¥ Corresponding to > 380 mg pure amyl uefac@s QST 3/kg bw/d or o' CF@’kg b
S 3

Exposure @} \ @} s &6 & °\ éﬁ o §
Birds are typically exposed t8ry %dues helﬁod it foll(@mg thedilutj
the formulated product. D{ th proegsses, 1Huc 0%1 forptufationSpnstitgents arlikely to be
lost by volatilisation. Th‘%fore where oral ex@sure isthe magd rout exppstre, t W\\I’cny data for
the active substance a@used %refeﬂgce todata frest $with th fated aterlal Exposure
to Serenade ASO g derial a nhalati&% rou‘ées is ide unhn% & at the time of
application and fora sho&peno&rea&er, m%wﬂd thammals w111 @ve tg immediate vicinity
of spray operatmﬁ@s in re@onse@he an (jésturbance § @ %

N
The potential exp@e ofbirds @ Se@ade @O e mated @10w1ng GAP directed

applicatiggs-of the rodu@ln thegdiffer uses‘iat max1m m a 1cat1dg rates. The risk assessment
for effs on mrds 1s@me3@ut accordl 0 t 4' draft c@ the ‘European Food Safety
Auth@r Gk& ce ]&&umen%n @ Assé@ment Sy B1r nd M@mmals (EFSA Journal 2009)'.

> %
T(@’Clty@%lg\\ﬂ@atms K@j f@ @ @
@’ o K
‘NAcute tox1c1 e ra@( ERA
&@ Birds may & exgog‘; Se ad SO a@ restit,of fee@ng on contaminated vegetation, seeds or
insects. @dar(k&pos scen@ s fi %he ingended 1@\ are described in the EFSA Journal?. The
risk foxJsidicator spe of gach SCG@TIO w@ass ed in a screening assessment. Data on short-
term t@hcny@ the@’ovey oute tt@cny t@birds.
Acgprding €@ the
sifbstanceWith

A Jotnal (@%9)2 thd dally@ietary dose (DDD) was calculated for the active
@DD (multlple ap@tlorﬁ{@ (kgﬂg x s@rtcut value x MAF

oll \gf lae:
ith:

Shortcut @Me = de%ult parameter conf@mg food intake rate, body weight, concentration of the
v  substaneg,ih th t Qb@d On@e ercentile residues) and the fraction of diet obtained in the
treated area f@y the @}rd ind or @pecies/crop combination in question. In case of multiple
appligations a corrg$pondi AE~tmultiple application factor) is considered. The TER value was
@ulate@di@ the atute @lnt by the daily dietary dose (DDD) for each application rate.
e

&@

S The: ing assg@nent was performed for strawberries and grapes. The screening assessment is
{\9 shQyn in@)le 10.4-3.
cL T

European Food Safety Authority; Guidance Document on Risk Assessment for Birds & Mammals on request from
EFSA. EFSA Journal 2009; 7(12): 1438. [139 pp.].
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Table 10.1-3  Screening assessment for birds following GAP directed application of

Serenade ASO.
Indicator Test Toxicity Ap!)ll- Max. MAF Short T@
species Crop item LD cation [ number of |} cut
P 0 rate” |applications { value® @0) v
N q
Q )
Strawberries ;380 mg 6 @’Q 2.2 158.5% ;
Small ost713 |Z o2 SIS PR
. . subtilis = ) 2)
omnivorous Technical Ro o R o
bird Powder | 201 /ha >
Grapes 713/kg @ 24 @”95.@\ 14%8@
baw. R vl s
a)  Refers to B. amyloliquefaciens QST 71%Q€%orrespondmg@' 8 kg §erena&évASO/ha\§)r ﬂ@\ﬁtend@
uses) 9 AN
b) MAF according to 6 or 9 successive @hcatlons at %rvals 0@5 da@%&, provm&@m %@A G@%
document 20092 %\ N
c)  Short cut value based on the 90" p@nule @%md@ue@prow in % Gulg§ce document §092
The TERA values for grapes exc%%theo @ex \Q@%g f 10, i atlngQat S@j @SO
poses no risk to birds follow%g appli%atlon @cordl 0 t op@&e @atterp% s of th crop
scenarios. K S \ @
R S

Because the resulting ac@lTER @ues fOF str berrle as sk@tly b@f thedriggerwalue of 10 a
First Tier risk assessment ¥as pefforme q©\J170r @5 refi mex@@)gen focals species and
corresponding shor Valu\%\\depen g 0& cr tage@ provided indhe An%@x I of the EFSA
Guidance documeng (2009)>" Ac ing to the 1ntende AP f6p Sergnade Ase (please refer to
Appendix 2 of this segfjon) risk @gsessni@hit was perf@ %mlng@sm applications in
a

strawberries. Tcge Tisk assessmépt is s@n indable @4 -4 atid bF@O 1@7

% Q' 9 S} N
Table 10 Fivst Tidrisk assess t fo I}rds féHowi C&appl \mn of Serenade ASO in
& N ay
strawb, S & ©© D, @
R A s
@nar' O %neri%&;a] > TOX&CItyb Al§atwrﬁu Shortcut |\ \ o) TER
c) a)
@Jl@ w, spgl N @LDSO@S te® @ | value (10)
N i ) @ @ o7
%maﬂ@g%sect' ous N¢ N
A5 BBCH 2 26 {@“Wag%?i o S O 25.2 >612
&)

\‘O kY S \ %
Q\’) Small grinivorous @ é

N RS S

BBC%E 4 % ird @ > 38Q-mg B. Q 96 >160.6
VR 0.112 kg

@ O oy a&,@ Q" subfls QSTO| © 2.2
Q9 @g@ @ /kg By .
@5 ippli&:;ong Fsrtl ’frgulooojl g@ "\%@ 27.0 >57.1
. (1) . .
BBCH % % be%s & \©
> . Q ’S

a) Sl&ort cut vélue babed on }%?éntlle of residues provided in EFSA Guidance document 20092,
phc s at a minimum interval of 5 days provided in EFSA Guidance

AF accord1 &to si
docu nt Zﬁ
@ R@@ to %@ ylolj uefac:‘QST 713 (corresponding to 8 kg Serenade ASO/ha for the intended uses)

@ RA value, Iting from the First Tier risk assessment, is much higher than the Annex VI
{&a tr@ﬂr Vi oy, indicating that Serenade ASO does not pose acute risk to birds following

Q@ hcatﬁ@l in @awbemes according to the proposed use patterns.

@ Risk mitigation

2 European Food Safety Authority; Guidance Document on Risk Assessment for Birds & Mammals on request
from EFSA. EFSA Journal 2009; 7(12): 1438. [139 pp.].
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No risk mitigation measures are required.

Short-term and long-term toxicity exposure ratio (TERst/LT)

As the acute TER value indicates no risk to birds and no adverse effects were observed in short-term
toxicity studies, no long-term effects are to be expected upon field application of Serenade ASO
according to GAP. @ &

5 &
@ @ @
Effects on Terrestrial Vertebrates Other Than Birds @,Q S N
S

In this section, studies are submitted assessing the effect of Serena@%ASO on rag{@’legsg@efer st@@
Annex III, Doc IIIM1, Points IIIM1 7.1.1 and @l 7.1.3. A mary of the¥sis as&e%sme h

consideration of the current uses and the piously eval@igted studies éﬁpre ed below. &
Additionally, data from the assessment with adsimilar forr:%a@ product, Sggenad , co@inin&©

the same the active ingredient, as well as on%udy perfor with active &@stance . sulgyglis QD
713, are presented. 9 & o @}
Beside this, no relevant literature was idtiﬁed@to inf@l the"qgi%: as&@sme@of Seregade ASO to
terrestrial vertebrates other than birds 3, 9 N * A N S Y
o @ XN @% v @ AN
Overview and summary W\% o\@j N @ &% @@ @j @

O 'y N S §
Table 10.1-5  Ecotoxicolggical eg%point@ of %@ll[ﬂs&%ﬁﬁ.@@gr , nosdesighated B.
O

amyloliquefaciens QST Z@ for pfamma @ S &
§£U 2 @agree@ @Q @V ﬁ%efer@}ze °\L\9
@ | endpoints @j@ @ Qﬁ & ©© N
Test Tes® | 'S Endpoirds usegd in o
substance sﬁ%cies (SAN:;@@OI% /2003 @;isk aﬁessrr%&t s &) %
© > rew - q %,
» 12%00& é% ISR S
IS > s o & > O é& “ 1998
§ . @gD 81,13 X%ﬁ Q @@ I @y (please refer to Annex II,
QST \@ O |CRURnimah ) &7 @ Q] Doe 1M, Point IIM 5.1.1.1
Teéﬂcal O [ Rat N X@ N A N § *v | of the EU dossier)
Payder ©5.6510° CRu/kg [
@S dbw . PLDs 2.5 x 00| 1 474035.01-1
b J G S O crykebwyy
S ol & & L 1<
A N RN ISR \© . 1995
A >
RO N @“LDSQ\QOO(@;@/ ke =
> % @ by S (please refer to Annex II1
% >
QST@%W@ Rat) o Q @@ Doc I1IM1, Point IIIM1
Q@ @© < %% 2'5\X gi\f@/ kg 7.1.1 of the EU dossier)
§ 'W')Q ) @
K\ S .9 @ M-474041-01-1
SIS RIS ——JIeN
v § % Dso @OO fgike please refer to Doc IIIM1
AN Serenade PR N b.w.Q < . . ’
ASO - at © G 101&CCQ?FU/kg . Section 3, Point IIIM1 7.1.1
SN ) LDso>7 x 10 of this dossier
& D) CFU/kg b.w.
O N L@ ( . M-527086-01-1
q S corresponding to >
@@C\& > 9 & 5000 mg/kg bw.) | N 20150,
S
S e plssersfets Dol
N RS0 U ¥ (>8.27 x 10" CFU/L) ection 3, Point A
Q Q of this dossier
% M-527088-02-1

a)  Assuming a mean body weight of 200 g/animal
b)  in the Monograph E.M. is mentioned as author of the study although the study director was -
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Effects on mammals for Serenade ASO were not evaluated as part of the EU review of B. subtilis
QST 713 now designated B. amyloliquefaciens QST 713. However, further data on Serenade ASO
are not relevant as data on the active substance B. amyloliquefaciens QST 713 and a similar
formulated product (Serenade AS) on toxicity are used and are considered adequate. Serenad ,
also formulated as a suspension concentrate, contains the same amount of active ingred@i @b

Serenade ASO. Assuming that if even, adverse effects may only be due to consumption of ba
spores and not due to the co-formulants contained in Serenade ASO, ti# maximum r)Q a@f
referring to the content of B. amyloliquefaciens QST 713 is 7 x 10'° C@kg bw, corre&pondl
5,000 mg Serenade ASO/kg bw. Risk assessments for Serenade ASO basing on the 1m1.®LD 50
value and the proposed use pattern are provided here and are conmd@ adequate.

\ \
& @ &S &
Exposure @ O é\” @)
Mammals are typically exposed to dry residues on thel od items foll@;vmg t diluidn a@%
spraying of the formulated product. Duh%émese processe mu@@ ‘of thetformufation co@stltu@
are likely to be lost by volatilisation. T ore oral uptake by dln% con& nate@foo%ﬁ
main route of exposure. Dermal and '{%hflatlo exp%}re to, Sérena AS(Z)\a congjdered

unlikely, since at the time of applicagiph and@dor a short perfed th]%@ ter, gpst wild m. als will
@

leave the immediate vicinity of s%iy opetations girrespanse to an_disturbaage. F matQes,

pepper and aubergine apphcatlo& solely intehded 1n<§reenh es (Please refer to Appendi G of
this document). Accordingly, <:Z.; mafSwill be e ed crenade AS@?H thig crop &ario.

Thus, application in tomatoe epgi&\d au@ergn@yas net ¢ sugped 11@@ r1s essméat.

The potential exposure@% mann@:ls to %ere ades wa @tlmaﬁ follewing &?P directed
applications of the product in t@@ dif § appllc n rates? The risk assessment
for effects on mamy \Q 150@ attied out acc ing 1@‘( draft of th@ urofean Food Safety
Authority Guidance Docyment m@sk Aisessm nt for nd@@amn@ls (EFSA Journal 2009)2.

S
Toxicity expa&g%% r&&os @ § @x Q° W\g @ @y\f
& O O & R
Acute toxi@éy exl@'u@re io (’I@RA) 6 %\ @) é& &\
Mamm: ay be exp to@renad@ASO@ a regplt of feeding on contaminated vegetation,

seeds Qy'insed@)’ Stahdard e)%‘posurNcenaI@ for §@ 1nt@ded are described in the EFSA
Jou@ The\risk for indigator s;%:es ot”@ach scenariogwas assgssed in a screening assessment.
D@s on %@@ tern@axwlt@re used-as t}@@cov@c §z?ty@) mammals.

%ccordmg to sthe (E 200@ the d'fl@{ @ry &@7 (DDD) was calculated for the active

&@ substance the folfowingYormulae: @Q Q

DDD (mﬂ%ple) =gpplication ra@g/h&kx shggeut Vage x MAF

Wlth @ °\ @ @

Short mlue% &gﬁ eter ggmbining food\ntake rate, body weight, concentration of the
substance @Qe di ased;on t eX90™ pereentilgypesidues) and the fraction of diet obtained in the
&&%d ar€g for marnmal m@cator%gpeme crop combination in question. In case of multiple
pplications a @resp@mg%@ 1ple lication factor) is considered. The TER value was

@kulated b 1V1d1§ oint bysthe daily dietary dose (DDD) for each application rate.

The screening asses ent was p& rme@@r use in strawberries and grapes. Details are shown in

Table 10:5%.
& able 10,1 %@@ﬂ T &

v & @Q O
@%

& \%%ﬁ @@Q
é O -V N

2 European Food Safety Authority; Guidance Document on Risk Assessment for Birds & Mammals on request from EFSA.

EFSA Journal 2009; 7(12): 1438. [139 pp.].
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Table 10.1-6

Screening assessment for mammals following application of Serenade ASO.

. Toxicity nti Short | TER
Indl?ator Crop :lt“est A[:pllcatlon MAF? | cut
species 1tem LDso rate value® (10,)@> .
Strawberri >7x 107 22 S,
trawberries CFU/kg bw % @ .
Small Serenade ; 8 ke 3 ’ D
herbivorous corresponding | - Serenade @;Q 136 .4& &
mammals G ASO to 5000 mg ASO/ha 24 Q> @ 9 L
rapes Serenade N 2 O e N
ASO/kglby > ST
a)  MAF according to 6 successive applications in sttdwberries and Qesjfccessive appligations i apes%%\g
provided in EFSA Guidance document 20092 ® @
b)  Short cut value based on the 90 percentile ¢@résidues provi@d in EFSA Guld@ce docu*cnt

The TER4 valu

might be at risk if Serenade ASO is used mé}ese C
strawberries a First Tier risk assessré%

of IOQn Qng tHa® m

e for strawberries is be@%@the Annex\él tr1
or &1‘1 grape and

S ao&
t wa@perfoﬁ@ed

the r generlc focal species
and corresponding short cut value epen age a@ prov1ded nék '@I ofithe
EFSA Guidance document (200% ass%&sme sS o in T 10\2&97 and gﬁ-&
Table 10.1-7  First Tler@sk %%@ssm f0 mn%b foll@ing lica of S@renade
ASO in grapes. & @§ @t @ ©
J o
. @9 @ > Sh S
Scenario (@wrlciﬁ@?al @ Tomelty @® 1cat1@> MAF” TER
" speties & Epo & [@%rate, | e |O (10)
4 (X N <Q
% Sl S | O S .
AN I'blVOI'O%S § @ ©@% o $ A@ > 6.4
v mafvole” D @ o N .
Application - Q > S & S
crops cted& all ™ > 10100 Ulkg,
B >4 emNIvVorous . @ 9 % k @
S Y | @8kesS
@) N\ mammal 52 >50.1
©© ©© @1& @ con@ﬁ)onc@g to eren 2.4
@ =] “mouse” RN §()\§@ mg Serenade] Ai@ha
-J? o <Zo\aJLar > bASO@ bw@ (o
N © @erhi ous < N ©\
AS| BBCH \%@Lo \ mal \© * 3 8.1 >322
NOREEEN i g Q1 o> &
N} T O
a) $ort ¢ lue d on @\\990”"0 cie entll@f re&d@s provided in EFSA Guidance document 20092,
b)@MAF rdipg~o mn apph(@l%)ns ax’ minif@iim interval of 5 days provided in EFSA Guidance
\©) docuffgent (@ N N @
Q @@@ @
%rom the ob omriworous (“mouse”) and large herbivorous (“lagomorph”)

é mammals %

. @ =
@ned '@A Va@s,'§1
ceeded the va%nnex

%,  were below the frgger e. [1&n
N upon GAP diregied usof Sercmde
whe@ats were expe@e to 3090 m,
Dog, [IIM Poin .1).
ies, ‘ho
@01nt @Ml
Sinc
§ c&te@lue

Q§

&

gapes

rig

=

in grapes. However, no toxicity on mammals was detected

alue of 10, while small herbivorous mammals
ncluded that small herbivorous mammals might be at risk

“VO]G”

g b.w. during acute oral toxicity test (please refer to Annex III,
n exposing rats to Serenade ASO at acute inhalation toxicity
1ty or gross §bnormalities were detected (please refer to Annex III, Doc I1IM1,

as t’efore concluded, that Serenade was not classificated as toxic or

nm@ of the studies showed toxic effects, and TER values were exceeded the
tox101ty on mammals is expected upon GAP directed use of Serenade ASO in
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Table 10.1-8  First Tier risk assessment for mammals following application of Serenade
ASO in strawberries.

U

NS

@ Q)
From the obtained T AQvalue@ma]@lﬁn @s ( ), 8{11@2111 i ubo@é (“sh%w”) and large
herbivorous (“lagonge: h”)»@ mmals exceited the An v trlgger 0, while small
N
herbivorous mamthals vole” v@ be@w th trlgge&valuc be concluded that small
herbivorous mal@jnals @ht bept risk@pon GAP directed a@of S"@genade @S0 in strawberries.
However, no texicity gn mamifials w@etec R Wh ts weke ex 0 mg/kg b.w. during
acute oral tqgcny t leagg)refer © .>Q’ L D(@HH\% Point I 1 @1) When exposing rats

to Serenad@ASO ‘Gr ac@mmha tion t 1ty tﬁ’hes 0 mo tlity %\gross abnormalities were
detecte wasgl therefo ed, th @e wagynot classificated as toxic or harmful. Since
non of{he stu@s showed toxie effeets, an es w Qg’ as calculated, no toxicity on
mar@%ls 1%&pecte&§apon§@AP d@eted use of %re ade &S50 1n§t,rawberr1es

o &L .
%oreove@i)asmé\tm preyious %aluat%é%studl@@gt was conclu@é@d that B. subtilis QST 713, does not
\

ose risk on faamm Ca@a ion t ass%s the @4) up&%AP directed use in strawberries and
rapes is pr, ted
AS grap p N, O

Accord to th& oum%QOO déi/ die‘éa%y dose (DDD) was calculated for the active
substzﬁ@e he f mula@,

(mul 1cat rate@g/ha)@hon@value x MAF
ghortcut Value ‘def&@ pa%ﬁer cpmbini @ood intake rate, body weight, concentration of the

bstance m%e die Q@ased he§ pet‘é@ntlle residues) and the fraction of diet obtained in the

treated are?a§ or the mal in or 1es/cr0p combination in question. In case of multiple

%, apphcat spo% (m ple application factor) is considered. The TER value was
N calculate by dln%@:&he acu@nd t by the daily dietary dose (DDD) for each application rate.
The ﬁeenlng assesgmient v@ perﬁigmed for use in strawberries and grapes. Details are shown in

TllOl%
Bhos & O

&Q@@\’
< &

i Toxicit ication | Short TER
Scenario Generlc. focal y Application cut | MAF® .
species LDso rate value? (@ @
L SN §
arge S (©)
herbivourus @ @
mammal @LO >2\®
“lagomorph” &% . § § 2
A
Small . C?® X PO S
BBCH = 40 herbivourous |>7 * 10 Ulkg Q 54.6 @ § >15,2 é
mammal “vole” by, Qg | Q §
@ S Q >
Small corresponding to Serenade, T §2.4 ) &U
: 50a0-fhg Serenadey AS R P G @
omnivourous Q o P W S
mammal w ASO/kg,bw ST O b 9@6 N o H-
“mouse”  |[Q @ X @@% | @
y & | © Ol aaws
Small %% o\@' N 3 % § @ @
. . S
BBCH > 20 insectivoraus’ | @\ < NN 5.&9 w §2.6
mam S oaT N O = N S
“S s @ @ &9 @
S -
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Table 10.1-9  Screening assessment for mammals following application of Serenade ASQO.

- Toxicit icati Short | TER
Indl?ator Crop :l“est y Application MAF® | cut
species item LDso rate value® | (10)
. >7 % 10"

Strawberries CFU/kg bw 2.2% @1 1.5 @y
Small Serenade i 8 ke S P
herbivorous ASO Cogrgglg)ondmg Serenade @;Q 118.4 S RS
mammals to mg ASO/ha N

Grapes Serenade 24 . § %@M %@

ASO/kg kf) Y ST

a)  MATF according to 6 successive applications in stt§wberries and @%cessive appl@ﬁons i ape%\g
provided in EFSA Guidance document 20092 ® % L
b)  Short cut value based on the 90 percentile ¢@résidues provi@d in EFSA Guid&dce docu*cnt @2 éx
9’ N
The TERA value for strawberries is the @ex VI triggérof 10 @dlcatm th @amm@ ar@ at
risk if Serenade ASO is used in these cropscaccordifig t% ®or gr% F‘ﬁ‘st Tagr” risk
assessment was performed. For the %ﬁnem@, gefferic fo d@& rres ondln short cut
values depending on the crop sta are prvided g @x I of the EFSA dan@cun@ﬁt
(2009)2. The risk assessment 1s n m able i@ -1(@ % § @
”\9

v
Table 10.1-10  First Tler@sk @é‘s&ssm@t] for@amn&?x foll@ing @#hca of Sekenade
9
2

ASO in grapes.
J o
9 Tostelty O Sh ™ | TER
Scenario & ;1;1;;%6?31 (g 0@@ y&@g r:{ctan@> MAFY
o> s M8 | yalue» |O (10)
% S S [ & T S & 04
N I'blVOI'O%S §§ @ ©@% o $ @ >30.5
Applicatd n mafvole” ©© N é & o
crops cte all@w >R 101@U/1@ S
B 24 eqN1vordus @ §2 @& @@)
S ©\ © mammal oo e%pon o € Bke | 52 >239.6
@ @ ) @ ”K 50 @ Ser ade 2.4
@ [ mouse 0 me eenadq A@ G/ha
Rz ) &ASO@ bw@
Q & | Lag¥ & &
AN @ %wrbivorou o S) S
BBCAZ40 o oS o A 8.1 >153.8
> oy | & ©
% om@@% RS @@

[ @Sho Valu@a ed-gnthe 90 erc@nt@ of resiflies provided in EFSA Guidance document 20092,
MAF=accordiflg toaine ap@ tlon®t a n@imum interval of 5 days provided in EFSA Guidance
% document 28092 § &) @
@7 3 9 N
From the aine%T Axalues all exgc@ing the Annex IV trigger value of 10 it can be concluded
B that mamgals t at Rk upa®G irected use of Serenade ASO in grapes.
Ny @a@ é;\ 8 A@@ grap
Riskaitigation @ S
I\éééxsisk n\\i\;&fatio eas %are re%red
@Xghort@m 9@@ lon@rm toxicity exposure ratio (TERsT/LT)
s Shortterm effects@mammals for Serenade ASO were not evaluated as part of the EU review of B.
{% subyilis @' 743> now designated B. amyloliquefaciens QST 713. However, further data on

N) &ena e not relevant as data from another Serenade fungicide containing B. subtilis QST
Q § 13, now desﬁﬁted B. amyloliquefaciens, are available and have been already assessed in the EU
review.

2&?
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Table 10.1-11 Short term inhalation toxicity to mammals
Value
Substance Species Endpoint | (CFU B. subtilis Report
QST 713 .
/animal) @ @b
I 2004 &
oo | Gt
Biofungicide CFUnina % b
Rat LDso Addendum @0 thety
(WP q Monograpl%ﬁ%lte fssue: &
formulation)” 0 g/animal @ S @
Q 30.11. 206) § %, é
<
& O m 47@26 Q" o 4
< )
During the 28-day inhalation study cond@ d w1th a Screnade f@glmde@mta&l@lg B. Sabtilj @ST
713 (_ 2004; please re @&to Anggx Hl\@om Din the;%’U dossier of

B. subtilis QST 713, there were no si@ns of @(mu “ebservey an t@? mic §m pro%ed to be

non-pathogenic as spores were cleared fr iq\%lll b org@@ withinFeight weeks @ifter t t dage of
) &
exposure. Although inhalation igndt thNnaln ®Xpos route pla rotectlon pro vild

animals thriving in agriculturgfMiel on th@asm day ‘Stgdy a romo\}le ab ce of
toxicity in the three presen acu%g oral fhxicit, udles@ can ed no 1% g term
effects on mammals are to&@ d upQriti el c{@i of: ena

I1IM1 10.2 Effects on aquatic OF@HIS% @@;) @ @® & @

No new studies ar ﬁbmltt& assggding the effect Of forpfélated @oduc é?erena@ ASO on aquatic
organisms. Instead ata &m th @a%ses nt with’ Bacillits st@zs % 13 @gchnical product are
presented foro&l quatlc non-@ge ies. Pleas Qte that B oli ciens QST 713 was
previously demgnat ubtlzs § @ No Va@&hteratu}%ﬁ wasﬁd to inform the risk
assessmen@Ser e Aiﬁ to a@ua 1C O 1sms\ & &\
@ @

Table @’ Endpoints*Toxieity of ﬁ@allu ubtt QS%@B (now designated as B.
amy]@liqueﬁ%;ens QST 713) for a,mlatlc @anlsm §

@ Q S E&agre@ © Q @
c © % ) d § -
N2 %, %‘ po@s }ndp@’ts used
S Test item @'st spégies é (SANCO/1 4/2@ in } Reference
AN P N 3 <yev. fina asgessment
o & & 1@07/%6) >
. & Ry O
S & EAny §
d 1998
Q“% % § @% g@em&gtlc) a
@ 0 Q 1 0° (please refer to Annex II
AN NS @ Doc IIM, Section 6,
o v @@ \@ w0 L Point ITM 8.2.1 of the
@) @ £1.72 x 10° EU dossier)
QSTI13 SN F@
N &ef" ync & NOEC = 1.72
&@ %, S ®) 10° CFU/L M-473642-02-1
@ Pow @
Q@ @ﬁ R ©© 30-day (semi-static) - ctal, 2001a
{*ﬁ (ON Q> N LCso=1.4 x 1010 (submitted in June 2002,
N) @@ o @ CF%) L cited in Addendum 1 to
Q N the Monograph, date of
@ NOEC = 1.7 x 10° issue: 04.12.2002)
CFUL M-473492-01-1
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EU agreed
endpoints Endpoints used
Test item | Test species (SANCO/10184/200 | in risk Reference
3 - rev. final — assessment .
14/07/2006) &
Aquatic invertebrates D @ﬂ@
\J
48-hour (static) AN 1998b ©® Q¢
Daphnia ECs0=2.16 x 10° <O Acute toxicl{%ﬁ (pleasgrefer t"eg%lne}é\’
map a CFU/L S |ECso=2.1G% 10° |11 DO&M tion 62
g - CFUL Q PoIfU1IM 8272.1 gfithe
NOEC =2.6 x ¥Q® Q) S
CFU/L %@ Q& N dossi @© @
& & Prage2 ¢
&3

\ S @ S
21-daemi—$ic) &% w\f@; et@% 2004
EC _ 600 S L ©@’ {Submitted in June 2002,
Daphnia 2\ N @0 o] | &y cited R Addfium é

magna i L s \\ > &% Q\@ Fhe@/.[onographﬁof
v e: 04:12.20

SfcF &8 > §) W-478885-02
@)

QST 713 < > N
R N © ;
Technical @ © @@J) ©© @@ < ©©> 5 & ﬁ,
Powder «:§ : %1-@ (semi‘@tatic) @Q 8¢ é
Daphnia é& E§% =6 @%}08 CFUIL L(%g te@§ O\@ (please refer to Annex II
W{%a toxicity;, Q c1IM, Section 6,
%OE 1.5 8 int [IM 8.2.2.2 of the

o S NOEC = &g 10; dossier)
M-473638-02-1

@
IR VB

)

©) @ (This report was
submitted in June 2002

. S
2 9 %-day@emi-s ic) v
o ?Jaen@tes 2 \@7 and is cited in
@pugio §y

&Q gio N(i: 2'@&\ 109§ . O Addendum 1 to the
K N v, |GRVL N\ Monograph, date of
Q & Q" o, & Q
S N § ~ & O issue: 04.12.2002)
9 P E’f
RS " SN M-473476-01-1

Shigle ce<‘itlpalg%\%@U \\ & @\ @@

& o & 9 ‘@” R . 2000
QST 713 NS 7@%‘”0 Q (please refer to Annex II
\y\’ Technié%i SC@’@SJQ@J %} @ . NOEC > 3.3 x Doc IIM, Section 6,
R stlspicdts - ECS3.3 x 10 108 CFU/L Point IIM 8.2.3 of the
Powder S @ CF& EU dossier)
SV
SR i M-473469-01-1

\)
@ o O | N
& Fu da%:m S de ASO are not relevant as active substance data on toxicity are used and the
g\a ingvedients.t the f6rmulation do not pose a risk to aquatic species. Therefore, all relevant data were
N) eady @8sesséd in the EU review. Risk assessments for Serenade ASO with the proposed use
Q Lypattern are provided here and are considered adequate.

&
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N

Fish
Two semi-static renewal tests on rainbow trout (Oncorhynchus mykiss) were conducted with QST
713 Technical Powder over a period of 30 days (- & -, 1998a; - et al., 2001a).
Exposure through aqueous and dietary routes caused no adverse effects to O. mykiss based on
parameters of survival, infectivity and/or pathogenicity. The lowest LCso value was estimated g, be @
3.24 x 10° CFU/L and the no-observed-effect-concentration (NOEC) was determined to be =472 x S
10° CFU/L. Q\ @
& e

Aquatic invertebrates S QR

One short term (48-hour) and two long-term (21-day) studies on thi e@éct of QST@3 Techni

Powder on daphnids (Daphnia magna) were conducted ( &
ow tTo-
@@1%

al, 2001b). As a conclusion, an ECso value of 2.16 @09 CFU B. s
value for short-term toxicity of B. subtilis QST % to daphnids
ST @ Te%mjmca Q&owde g@ thass
1) Fhe lo no- obsewe&ffect-

observed-effect-concentration (NOEC) in the 48-hour assay w@ etermlnedstgj
subtilis QST 713/L. The lowest ECsg value r ltmg from t@ﬂ -day assa§ as de
CFU@ subtilis QSIN\713/L.
2ulis A/ -

x 108 CFU/L and the lowest NOEC was 1 :3~ 108 CFU/L.
One long-term (30-day) toxicity study of "7 the effect
shrimp (Palaemonetes pugio) was cégried ouﬁgjt
concentration (NOEC) for this speme@zvas &Jérml
@
. N

An acute toxicity study (72@&) @ Scen@esmu&subs tus v%s corfducted{with § 713
Technical Powder (Q 20@@ @vers@ffec@o ech Pow er were
observed at any test congentratiofyy Thetefore, d-EC %Qlues 10u1§ Théowest no-
observed-effect- concent&on %OEC@M th1®pem§was (@er =33 x 108
CFU B. subtilis QST TB/L. =, @ @ &

tob

Algae

NS
Exposure @
Aquatic organisfs ma)@e e sed ere ade ASQ an%ﬁczll&@zmyk@quefaczens QST 713
through spray it posure of a§§ rom this route was stimated by calculating
Predicted 1r0n %hcentration surfa%e wal (PE%SW) (seg Annex III, Doc 1M1,
Section 5 O AN

For 9 licat&'xs in %ey %(drlft valu@) %) a@uminorst case conditions of no

degradation a@olt facze \)ST N3 bet@en t spr@ resulting in an accumulated

ap@l@atio @t 72 er%%()@’e ASC &/ e iniid} conceiitration of Serenade ASO and
yloé@efa@@ns Q(%f 13 1030 cm %pth 1n§§urfac®\/aters@ as follows:

. @’
STable 10.2-@ECﬁ§alue§@r SerenadestASO Q@ NS
©
Test su&@lnce\©> ﬁ@“ Q\Q . Y%EC%&

o,

Serer 3 ASO r@@ S > O 1502.4 pg/L
B, amyloliglefaciens QSEN3 s & @103 pglL
@ amyl%queé@zenscg@r 71@ o dl1sx100crun

@)

o Lg %
@7 Toxicity exp %sure i%los @ ~

The 1n1t1§@13k ess S we &carri&)ut by comparing the PECsw values with the acute and

\y\’ long- “ternY” toxi Yy “endpoints. Q-e toty/exposure ratio (TER) for aquatic organisms is derived
from tlge ECso” or @% e (ac& risk assessment) or the NOEC (chronic risk assessment)
mg %&he fi Q
@ @
£\ & ©© 3 @ ECso, LCso or NOEC [CFU/L]
& P @@; B PECsw [CFU/L]
&% O @ N

& & ¥ 2

&

TERA for fish
Due to the absence of toxicity in the semi static studies conducted over a period of 30 days no acute
risk for fish is expected upon short term exposure to Serenade ASO.
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TERLT for fish

The lowest long-term toxicity endpoint for rainbow trout was used as it covers the acute risk
assessment. The resulting long-term TER value for B. amyloliquefaciens QST 713, based on the
maximum PECsw value following nine applications in vineyards X 3 m from the application site is

shown below.

Table 10.2-3 Fish long-term TER value for Serenade ASO (Bacillus subtilis QST

designated B. amyloliquefaciens QST 713) S %
Test organism Test substance NOEC PECSW@ TERL@ Tl:’lg@:
& 2]
) o 2 A
. QST 713 L2 10° | 1.5%106 SN 10
Oncorhynchus mykiss Technical Powder /L £ U/L 6% 7 e 10@
O N
713 is ab the Anne)&@ trigge va]@?of
ASO poses no risk tdish. S &
N R \© & @@
% @Q @f@j @ @6 o %
TERAa for Daphnia Q @ %

The acute Serenade ASO TER fox Daph

3 m from the application site gl
applications in vineyards x 3

LN
Table 10.2-4 Acute TER@@QM for>D. m@

om th&appli
rgfrom aprlicy

S

ere&a@ A§\®

@@’ magayl waSQ@(
wilig bag} on

maxi um
on site. The@s

) A8 h@ S SR
. ~ | Trigger
Test organism @ gl"e\:so\ig@@bstg@e ECs PE@ > Tg\\R;; value
L O
. %" |QST7 %2%6 x 100 1@% 1
Daphnia magnd @sT o ch@al Po @er FU L @ FUAL % ¢, 1440 100

The acute TER Valu@%r B. %nyloll@efacz@@ T@B

"\9
1§&bov the Am&%/l trigger value of 100,

indicatingihat GA dlI‘ use @ Sere@e A§ poses 1o risk@ fish.&

Risk %ﬁ igago@ O NP Q

Nq sk mitigation measure$are reqyired. Y

(a7 & -
@ ‘< @
Rur for Daphnia  ©
“~The TER ¢ @ere AS r Dap nia gna cale&@;d using the calculated PECsw at 3 m

&@ from the a@p 1cat1® site a JdowesONOEE, obtgu@d in the 21-day semi-static tests with

B. amyl@wefa&%s Q%] 1 3

Table@o 2- @aphq&m@ valu&for S@senad&o

res&ﬁ%ng T@Ru is presented below:

Q@Test@gan &s@)stan@ %EC PECsw TERLt | Trigger
@ QA ﬂ value
@% Daphni@mgn@Q @QS N 1.5 x 108 1.5 x10° 100 10
& Techn@ Pow@r CFU/L CFU/L

o trigger of 10 no long-term risk for daphnids is indicated.

er. Q ot likely to occur due to the restricted persistence of

SRS
From the TEKY; Val@ excg(%
Prol@ged €xpos ho

ylolii%;efac' S in wafer.
\ ©@
%FE @for a@ae §9
@ ute 1sk fo
{*ﬁ @ubtll
R, ca@ulat

Q@

Lapplication site, is given in the Table 10.2-6.

&

ae from exposure to Serenade ASO was assessed using the NOEC value for
Technical Powder, which was determined to be 3.3 x 108 CFU/L. The resulting
n the basis of the PECsw value for nine applications in vineyards at 3 m from the
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Table 10.2-6 Algae TERLt value for Serenade ASO

Test organism Test substance 7; g‘;‘és PECsw TERA T::;%E:r
Scenedesmus QST 713 3.3 x 108 1.5 x10° 220 10
subspicatus Technical Powder CFU/L CFU/L @
The TER value is above the Annex VI trigger value of 10, indicating that application of Seénade @
ASO according to the proposed label uses poses no risk to algae. Q\
& . @
@ S8
Risk mitigation @
No risk mitigation measures are required. &% . © .9 \y\f@
¥ < & 9 & &
IIIM1 10.3 Effects on bees I O % QQ & O
Q o &

@
No new studies are submitted assessing the gffect of formul@d pr@ﬁhct S@nade%SO on %%es &
No relevant literature was found to infor e risk assessment of@renad S@&@beei?@ @

Higher tier field studies for evaluatiog of congzst and@ral tokicity of Sere WPs¢ontailting the
same active ingredient, Bacillus sutbilis @713 nate@. amfipliqugfaciens QST 713,
have been evaluated as part of the KU rev% of B@rlllus @ itlis QST 743 . Ba @ stlge
calculations of a hazard quotient{1Q) fox.risk.a %essm@t wer t cor@ ered to be ne ssa§a no
adverse effects were noted un ﬁeld\%ndlt of uﬁg ~ NS
SIS &’ S

Effects on bumblebees (%@bus ﬁé}esm@ Were%r\eport @1 a @y conthicte @ et
al. (2009), which is sub@tted nd desgribed 1@16[311 Ann@ [IM,Boint {{M’ 8.7. In this
study, adult workers wgre €Sy ed t@l erendde by ¢pit g hcat@n or 1n1§£dation of treated
pollen or treated suPar watéks, Aftepl 1 weekS, confact ap tiopand ora p@: tion via treated
sugar water led to %rtalqg of bugy lebeé§ Unf%tunate& no r’e§ ults o@rorta%y were reported for
the previous weéfs, altfough R@mm .’ was performed y. eoV ata of the negative
control is not ﬁrese ould&be zerd\ Nevertheless, possible

clearly? how®yer 1t@stat§hat it s
ST @3 on @mb @ee was’c @s

toxicity of &gsubt presented, althidugh methods were not
performe der g ato@ractl LP. oreover, it @s to b&gconsidered that agricultural
use of BXsubtilis, QST @D3 d&ﬂ not imply nti (gnnlstr@on over such a long time as
carrie@ut bsﬁ et al. %@9) @e authdys thenf@elves $tated that the assessment did not

re%@ the 1st1@:0nd1t S i when @iministéted in a pollen patty or as a dry
forirulatigg the aythors reported adv@@e effests 1nd@1t1nir@at the toxicity was due to exposure

€ wet produ(?:{\y for a?g tem%contr@)us e)@)sur@and n@@g ikely under more realistic exposure
~sconditions. Q) 'S
S However, r@effect@vere observedin a, s@iy conduct @/ _(2006) submitted in Annex

II; Doc@l P(ﬁg} IH\@W H@by, ?bg,lmbl es (Be%zbus terrestris) were exposed to Serenade

MAX @ntal tilis §°T 713Wirecthd n@rect exposure of 300 g Serenade MAX/hL on
bees g% no@ ects bees\ orta@l?y was\almost zero percent in all treated greenhouses
thy ghor@@he erftire stuc

omparison to nted cogiyol. N@eovectivity at the hives was not influenced by direct or
%dlrect treatment. TIyS, Se eJV@X qgg thining the active substance B. subtilis QST 713 was

@7 evaluated Q! o safe@r bum ebee@
'S

péri@. Als@foragl g activity was high in treated greenhouses in

AN Q
S @
N b @@&@\@ Q&é\\
@* Q@
@x \;é@& @Q
N N O
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S
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Table 10.3-1 Ecotoxicological endpoints for honey bees

EU agreed endpoints

Test item (SANCO/10184/2003 - rev. | Reference
final — 14/07/2006) gfz
- etal., 1998a o
5-day dietary: LCso~ 8,900 &
T 713 Technical ppm (please refer t nex II, Doc 1D
I?S d7 3 Technica . . Section 6 Poip1IM 8.3 of thé'EU BN
owder Equlvalent.to ~1.8x10 dossier) Q @
CFU/mL diet LQ & @
Cy | MA473639-012 N \ v

\V @) %)
30-day field study N %%000 @

Serenade WP No effects at appli gase refer to A@Endu Q to ?%Q
& .

) ogeaph, d OfIS 041 00
QST 713/ha M-4%494-%r1 @\ O%

30-day dietiry eff&@studé) w 2003

QST 713 Technical | (larvae) %

refe dendum 2t
Powder pregd LDNetw@ 6 rap{ ate ssquo .09. @5)

%

3 ﬂ T
2004
@ > O LS
QST 713 Technical @ 30 @aboﬁ@ow @9 (@ase réfer Ac@dum@ to the
Powder «:§ NO}L 1@00 t&l 00, 000 ppm @’Iono@@ph date of 1s@ 30.09.2005)
& o M @88%&1 1
IS £ i
Effects on figes fo SO @ere eval‘u@ted asé&rt ofithe EN@HCW of Bacillus subtilis
QST 713@mow de51gnat ac amy que ens HowevéDfurthéh data on Serenade ASO are
not rel tlveo tan% at on tox1&@ are g5 dd and the ingedients in the formulation do
not to bges ence, ele Ant data@were @ircady Gisessed in the EU review. A
coris @‘ ﬁel@apph Ea%l@’ of Serenad@ASO/ ubtilisTQST 713 and the dosages which
we test&n the, available studigs i é@wde ere 1@ead d®a complete risk assessment and is
@nsidered ad quate @ @ ¥
\ 5?\9 Q @ &
Risk Assgs@lent @

A stud essmg the tar 1c1 and hogem%ﬁy of B. subtilis on the honey bee, Apis
mellife, was ondu 199 Tl@S -day LCsy value was determined to be 1.8 x
108 C 1et cor to® QQ’le ‘4‘\ dire use of Serenade ASO concentration of B.

llq en @ST 413 in h@tan& susp§ nsion is calculated for application in grapes, as
e ¢ the h1ghes$ ?

nc thI’l expeé@d as@er hectare 8L Serenade ASO, (useing 8 kg for risk

l used, suspended in a water volume of 500-1000 L
water. As L as worst cé the’soncentration of B.amyloliquefaciens in the tank mix will
be 1.6 X@ 0 C /L o6 x 467 CF&L Hence, the LCs value is 11 times higher than the
maximuiy co @1 ratiQn of myk&uefaczens in the tank mix suspension, indicating that
apphcagon of en&@ AS%@does n& ose risk to honey bees.

1eld s‘%{y @ Seféﬁa iofungicide Wettable Powder and free-living honey bees was
-da erlod& 2000). No adverse effects of Serenade WP were observed at

an aj at10§:9rate 1.12 kg B. subtilis QST 713/ha with a 5-day interval. In comparison, the
m%lngle@pphcatlon rate of Serenade ASO is 8 kg/ha, corresponding to 0.112 kg
@ myl uefactens QST 713/ha. Assuming a worst case of nine applications, and considering no
@egradat on O@erla on leaf and fruit surfaces and on flowers, the amount of B. amyloliquefaciens
QST 713 would result in 1.008 kg/ha (72 kg/ha Serenade ASO). The highest accumulated
application rate of Serenade ASO (1.008 kg B. amyloliquefaciens QST 713/ha) is far below the
amount of Serenade Biofungicide Wettable Powder (6.72 kg B. subtilis QST 713/ha) that was used

in the field study. Therefore, it is appropriate to conclude that also the use of Serenade ASO, which

lculatlon) rresp ng t
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contains no formulants of ecotoxicological concern compared to Serenade Biofungicide Wettable
Powder, at the highest application rate in grapes, is not expected to be hazardous to honeybees.

The comparison of the endpoints resulting from the above studies to the maximum application rates
of Serenade ASO is summarised in Table 10.3-2.

Table 10.3-2 Honey bee toxicity endpoints for Serenade ASO D Q
Applicatio Orate of @t\g&a@
Test substance Endpoint | Tested value ASO/ B yloliquefaci%zs X
713 L «©
) o ) 9
QST 713 Technical 1.8 x 108 @U/mL {1\\7 x 107 CFU/L tartkgmix &
Powder LCs d @ suspaasion (> @
T L
6.72 kg B. subtilis | © o, . .
4
Serenade WP NOEL ﬁ 713 /ha IS 1.(;08° kg B. @rtylogl\zq%faa@@ /hi @
“ o ¥ 9 o o

N
From the results of all studies it can be concluded, thdt0application o@eren@é Asgacco@g to

Good Agricultural Practice intended @s, dO@ ot pes€a risk to ho@ bee@@ %
(@) & o
N

&
Risk mitigation S P N N 5 & O & ¢
No risk mitigation measures ar@z&require@. @} &6 & Q\© éﬁ §
S .
N QN O
thees S .Y S O
IIIM1 10.4 Effects on arthropods (@r than ee% 6 ) S @@ N O\%
No new studies are @Jbrrgi%@? asség¥ing eff@@)f ulat@ pr t S%(enade ASO on
arthropods other th¥n” beesSNo vant literatures was @und @ inform~the ik assessment of

Serenade ASO to arthropiads othg€shan bées. o %
vy ugied s Splunbior e T s of et
Previously subnittted studies, @yalua §\~ for@é{le risk_assessmght of\Seren ASO on arthropods

other than bees, arespresented bel In datgyfrom, the asséssme ith Technical product
ar f@lated&produ&ont@ing tHesame active ingredient as

(Powder) Ser e WP %a simi
Serenad O glease r to @ex IISPoc @Ml@were asS¥sed. &
NV e s &

O N & N> Y D
@© @6 ©) & K@j < & § ~
g . % o\@ ¢§ Q %@
N S @ ©© SRS
'S X SR §©
§ NS \@@% é@
% @ @@%& & &
o N .U O .0 @
Q O © SN S D
¥ o K &2 ¢
= S @ W’
@7 NS @ @ N
i AN NG RN
% LS IR S
A (g @\@Q&©
° SN
&@ %%gf § N
§f§ Q & ©@
> O o
S &
{x’ O @o”\a
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Table 10.4-1  Ecotoxicological endpoints for arthropods other than bees
EU agreed endpoints Endpoints used
Test item (SANCO/10184/2003 - | Test species in risk Reference
rev. final — 14/07/2006) assessment * 3 I
B S
QST 713 Ifi};ﬁ; 16kg QST 713 (pleasg refer to Anne@, v
Technical >1.22 kg B. subtilis QST Typhlodromus pyri Do@l, section 6nt I@
Powder 713 /ha & S & |
M473991010° S &
\ Q,
<) < [ 20 NS
57713 |LRso>16kg QST 713 S @ @Q; A . @ &@
QST 7 TP/ha Aphidius SR | (please refst to Abslx o
Technical - TN Doc I} sectiq®) 6, paigt 1M
>1.22 kg B. subtilis QST | rhopalosiphi @ S -
Powder 713 /ha % Q o 8.4) « @) &@
oY N @ IMABIRDI2 ¢ @
. ~ B
S & &? <7 L g
QST 713 NOEC = 60.000 ppm | Hippodamia™s & @ bf(plea@frefe&tg Annex 11,
Technical B . ‘ % on %@ 7 Q Dge JIM, sé&tion @omt@M
Powder =4.56 g/L diet i& g\& \\ @ &% 8@§ " §
@ N~ 25 O @NA@%O& Q
S NN % S B 005
QST 713 Q o | torAhex IT
. NOEC = 600 ppm @rysopéela S} A ius ase Lger q«;%nnex' ’
Technical 0,046 o/L. diet D iea Bivac N ) . Poc %@, seg&on 6, point IIM
Powder —URah e 1e;c§ ’ & I ' & |84 Q
N S g fl.h e ””@ MA73488.01-2
k@
RN @ & E I S w al., 2001
é\g ¢§ %@@ © ©© 4> 16 k@éﬁzs’r% (Thisreport was submitted in
Technical S S) N . - ddendum 1 to the
_ Q" | Pewder/h %)
= g/L @6t °N Sitripengis . @) N . _
Powder @ N & N N Q 29 @ “Monograph, date of issue:
o O T g e ost | 0412:2002)
> & .0 O] &« ¢ B. sybulis QST
N . S1713%a « | M-473490-01-1
4 ©
@@@ &S <® © o p& T | L 19980
QST 7w NOEG :@ 000.pPin Naa - S) S o\© (please refer to Annex 11,
Technical —0 L i é\a ) o > & AN Doc IIM, section 6, point IIM
Powder @@§ & Q @ i% P %k? S) > 8.4)
Q’ N T L S M-473640-01-2
@ S . ©
MRS R . 20002
Accumulate@est : %:Q Rz @ (submitted in June 2002,
Serena 42.3 kg/ h&Sere Wp JT Tront v ’ cited in Addendum 1 to the
WP =42 B. subtilis X 2, . @p T Monograph, date of issue:
& QST 3 /hé \@’ Q@ Q 04.12.2002)
RS g O M-486909-01-1
¥
) N . 20000
éDAccﬁnu ated¥est rate: ©@ (submitted in June 2002,
Serenade@% 43@@/}1@”%@’“@ Tonhlodromus puri cited in Addendum 1 to the
WP & D33 ke B. s@is P Py Monograph, date of issue:
&% QST @ﬁ/ha% 04.12.2002)
> g v M-486910-01-1

¥ Risk has been assessed for those studies where results have been expressed in terms of the amount of test substance/ha.

&

Effects of the formulation Serenade ASO on arthropods were not evaluated as part of the EU review

of Bacillus subtilis QST 713, now designated as B. amyloliquefaciens QST 713. However,
additional data on Serenade ASO are considered not necessary since data of a similar formulated
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product and active substance data are available and the ingredients in the formulation Serenade ASO
do not pose a risk to arthropods, Hence all relevant data have been already assessed during the EU
review. Risk assessments for Serenade ASO with the proposed use pattern are provided in the
following and are considered adequate.

Toxicity @ @6
The acute toxicity and effect of B. subtilis QST 713 on reproduction of the predatdy mitepy
Typhlodromus pyri and the aphid parasitoid Aphidius rhopalosiphi (HymeI@ptera Bracong

determined in laboratory glass plate tests. Only slight effects on rtality (12. S&and 4@%
respectively) were observed at the tested rate of 16 kg QST 713 TP/ha (correspondm 2@@

subtilis QST 713/ha). Due to the absence of mortalities exceeding 5&‘% the LRso cal@e pr tedg;\f@

exceed 1.22 kg B. subtilis/ha. ©) & %
N @ @

The risk assessment strategy used here foll(@/s the approa@Qrecommen @m @
0

guidance document (2000) and the EC Guid@ce Document$ Q Terrestrial @otoxw g)? @
@Q

&
An overview on the obtained data is pro@ d in Table$0.4-2. Tie data Gan k\@pphe@or sk
assessment of Serenade ASO as formylants dO@ot po r1sk®rth§&@’ds @6 v\g

Table 10.4-2 Serenade ASO - Toxicity t@on t@%ét ar@é@:}pod@ v (§ é@% &’

) N Y
Test osed
Species gp ¢ st typ Refe@ce
substance 7 es&tage ﬁ@%’ 3 € (ké’od@ha) @ Q Q

S
Aphidius @ & MRS CC %Q%T 7§P & -

rhopalosqvh<Q %dult 2 @ >1.28%kg %@%HZIS@T 2000

QST 713 ! &ute
Technical $ - S %@Oﬂitdg oy @ST . ?P é}
Powder 7 p(%o o @ @"o— @& (glasgyplate) ét @ @ ’
P Caymp S gi@tbﬂ 2000
S o O Y o i3 )
y TS e & 0 O
§ é °\® § N - Q @@ AN @

R
E,@Qu%@ o @@’f;a ©§@

%—ﬁeld

«JVon-target a opo V1n he c@p be e@ 51dues from Serenade ASO by direct

contact eit It o ers ay or t@gh&g tact @ residues on plants and soil or in food
items. Tﬁ\max m nwyber uccessive treatmentsor Serenade ASO in grapes is 9 and the
max1m application gase is &(g/ha@he ingyeld %Josure is calculated according to ESCORT 2

(200065 usi e fo ing@latlom
PG O

ln ﬁeld = ax@m ag@atlo%@te [@/ha] x MAF
@’

Due to nl@pph%tlons kdefaWAE @ue (leaf) of 3.5 was adopted.

v
Table 10.4-3 @jfield@lR yalues go@apphcatlon of Serenade ASO
(&Q{%po&d rei;@ed tg@ Ap@catlon rate MAF PER (foliar)
¥« %hqué&en&QST 52 g as/ha 3.5 427 gas/ha
N 71 %Q S

o
N a) @fmes%ndmg@ kg Serenade ASO/ha

R
%

ESC(@/ 2 (2000): Guidance document on regulatory testing and risk assessment procedures for plant protection products
with non-target arthropods. From the ESCORT 2 workshop

4 EC Guidance Document on Terrestrial Ecotoxicology Under Council Directive 91/414/EEC, SANCO0/10329, 17 October
2002.
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Off-field

Risk assessment of areas immediately surrounding the crop is considered important since these areas
represent a natural reservoir for immigration, emigration and reproduction of arthropod populations

and provide increased species diversity. Exposure of non-target arthropods living in off-field areas

to Serenade ASO will mainly be due to spray drift. Off-field areas are assumed to be densely
vegetated and thus spray drift is unlikely to reach bare ground. Therefore, evaluation of expos@ via @b
soil residues in off-field areas was not considered. The off-field exposure value was calculated fron@y
in-field exposure in conjunction with drift values published by the JKI @006)5 as shn @s

following equation: @,Q A
Q N
Maximum in-field exposure (%\Lﬁ%ift/IOO) O f§ 2
PERoft-field = . ) S
Vegetdtion distribution@actor Q) Q\ @ @
o & & &

Vegetation distribution factor: The model us@§o estimate %drlft was d@elopai@for d @onm@
two-dimensional water surface and, as sucpdoes not account for ﬁ@terce@n and\d 11ut10n y thﬁge-
dimensional vegetation in off-crop area@é? herefore, a%getatl distrib d11 fagtdf is
incorporated into the equation when chulah@%ff- epr?s re, o e u ‘%“ﬁnctm with
toxicity endpoints derived from two@mens@nal ( or llsc) dles A dllu%)n factor
of 10 is recommended by ESCORK 2 gu1 e do entg @ @ & ¢
The PERotrfiela Was calculated fQr the “uge of "S@rena gra because herésthe @
exposure is expected due to t 1gh@sNr1ft @% andgnt mb Sof appcl%catloI@F or nige appliTitions
the drift value at 3 m distan Yo of app, @tlon rate (90‘@@&6@@ dri he dri
(% drift/100) is therefore i@ Q@ 0. 0 S
Ql @ © @Q N
The resulting PER¢r- ﬁ@ alue 1@how&§ Ta@lo z@% & @@) @@) . A
Table 10.4-4 Off- ﬁﬁ f lm?Preﬁ%ted Enwro;kmental@tes((@R) for Serensde ASO
Study type CMaxiiim 1%ﬁld :@Drlft R Vg@@atm@ %ff field foliar
foh% PER ©§ fagtpr &) distribution é PER
é’ @rs. /%L q@, S é*‘“‘%& O @ as/hay
%rift@())ﬂ

Gla@law\ P 427@ o gees &7 § Q 267
a) 1 Q7 %
F&%rape@fapg\g @tlons @ & @ @@ S @

‘”\;
Risk assess
\The risk to @n ta§ ods is asse usﬁ‘?the roach recommended in the published
& ESCORT,_ ¥ gua e docume@“@(x& and he @ Guidance Document on Terrestrial
Ecotoxi

In- ﬁel? % @ @ @©

ote‘@ ris @f Serepade S@ to 1 @eld no@target arthropods was assessed by calculation of
the”hazard quofig t ure/t(ﬁgmty) @th the predicted environmental rate (PER) and the
west lethal rate (L vah@ g togthe following formula:

& Qo S
&S Inﬁeld%k% Lo field BER & &
h @ 1&\0 o
@° @ &
@HQ tﬁ%ger ﬁa ier Qora@)ry is 2. The resulting HQin-rictla values are presented in Table 10.4-
%o Q

R

N
S e

o,

N (2
3 %llus 1@1 Institute spra§rift data from 27. March 2006, http://www.jki.bund.de/fileadmin/dam_uploads/ AT/abdrift-
eck /Abdrifteckwerte xls.xls
Escort 2 (2000): Guidance document on regulatory testing and risk assessment procedures for plant protection products
with non-target arthropods. From the ESCORT 2 workshop
4 EC Guidance Document on Terrestrial Ecotoxicology Under Council Directive 91/414/EEC, SANCO/10329, 17 October
2002.
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Table 10.4-5 In-field HQs for non-target arthropods

In-field foliar
Species LRso Trigger
P (g a.s./ha) PER HQ value
(g a.s./ha) o
Typhlodromus pyri . <
— — 1220 427 ©<0.35 & @
Aphidius rhopalosiphi S @ &
w .
Conclusion: the in-field HQ values indicate that GAP directed appli %1’[1011 of Serenad AS@oseif@
no risk to in-field non-target arthropods. @ Sy \ N &
Off-field X @ &9 2

In order to assess the potential risk of Serenade?\ASO to off- ﬁe@Qnon-target atthropods;the 1cte&©

j)

environmental rate (Table 10.4-4) is compdred with t oxicity en@@n’ts accordigg to ti®
following formula: @5 ) Q ©§
a5 @

. S
PER oy soq (2508, 0 > @{% & @@6

X

Co
LR 5, (g a.s./ly%) Q};\g @ Q ©@J

Off -field HQ =

YISO
The HQ trigger for off-field scriog\‘&? @} &6 %% ‘\ éﬁ

Correction factor: ESCOR@% g nce, @cu %(?(200@’ re& men éﬁ u@ g angyncertainty
(safety) factor of 10 i the Gff-field> H S@calcul ccourtty for whcertathty with the

extrapolation from T_pyri akd A. r@alo i as @wa@ spe@ ép off-field non- target

arthropods. HQofx- ﬁues{\\e’ given i Talde 10. &@ &@)Q @ é&
HQoft-field Values%e given) Ta@lo@ @ @ @f@ %@
Table 10.4-6 Off ﬁgﬁHQ@alues for non%@rget @%rop@ds " §
S b A © Off-field
A @50 @Q Of@ield % @Correc@ ion S foli::‘ Trigger
ies N |, \@ 2 @
O ¢ as/ha) | RER(zas. ha@ @ktor NS value
T i RS e
@phl@mu&%@ .9 @Q Q @
o pyr 9 NS L% s
. &> 1@ 267 Y %0 <0.022 2
S| Avhidge & s O 79O
rhopaé&szphz BN < N g N
» O

The B ﬁel@lQ veliie fo e t,e%@d nQas argehropods falls below the trigger value of 2,
indigating @n dirgcfed app@atlon Sereftide ASO does not pose an unacceptable risk to

n@-targe@rthrds 11&\1? ﬁe@areas@ @

%s HQ Valu@for ‘LIQJ cro@cen@ as. v\\zz%il as for the off-crop scenarios are below the trigger of
2, the ES@&RT Z%doc meqt and 329/20023 demand no further higher tier testing.

Risk mltlgatu@meam\'emgg
Not ) ¢
0 @ﬁnred% N S
< N
1M1 10. 5 ectsOn earfliworms @

v

o @% studfibs are) Qubmltted assessing the effect of formulated product Serenade ASO on

Plea@@ﬂote that B. amyloliquefaciens QST 713 was previously designated as B. subtilis
nary of assessment data is presented below. No relevant literature was found to
Q© @@1f0rm

thie ris sessment of Serenade ASO to earthworms.

3 Escort 2 (2000): Guidance document on regulatory testing and risk assessment procedures for plant protection products

with non-target arthropods. From the ESCORT 2 workshop
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Instead data of a laboratory study determining the acute toxicity of Serenade WP (content of
B. subtilis QST 713 of 5.07 x 10° CFU/g or 14.92% dry weight) to the earthworm Eisenia foetida is
presented. This study has already been evaluated as part of the EU review of B. subtilis QST 713.

Table 10.5-1  Ecotoxicological endpoints for earthworms & @
EU agreed endpoints : 9}:@
. Engpoints used i
Test item (SANCO/10184/2003 - rev. final - @ assessment_ ©)
14/07/2006) N L&

LCso 14 d > 1000 mg/kg artificial soil % @?
Serenade WP? - fﬁ@so >149.7 M subilis Q
or > 149.7 mg B. subtilis 713/ kg dry J 713/ kg % soil @ @

weight soil (Q @ @ S ©&

a) Content of B. subtilis QST 713 in Serenade W;°5.07 x 107 C§ /g or 14.92% (@ welghN ©© @&
Risk assessments for Serenade ASO \@ the propoﬁg use @%ern z% p&@ied ligre a@
considered adequate. . &’ @ 9%\ % N

Q @ %o & @
Toxicity @ & &’
The acute toxicity of the formula%% Ser&%e V\Q’ to t Qrth rm E ia foetz aw ete ed
in a laboratory study (| 002x¢ited um S ap date ssue
04.12.2002). The median le% co E’ntrath%l th t@t E ia fo@da dé@rmined
after 14 days exposure was@ %be gré@er tl;gﬂ OOO@g Se k mal@ll orl49.7

mg B. subtilis/ kg dry weight soil. @

Earthworm toxicity endp ts eﬁ@ surq@nse@r ab 0 5- % ©©> @@ °\

Table 10.5-2 Acutgﬁrthw%rm ﬁ@lmtyaendpomt%'or S@Qnade(@so
SO o Z
Test substanéeg @dpo@ Y alue < @ @ference

s & §49ﬂ1g B Subil O 2002

Serenad@@‘lp ‘o A §’ kg dgywelgh 11 S A M-473495-01-1
Sl 47349501
a) C(@Q,ﬁent (< @\ubti}{d@T 7*21@9 in Se&nade W@S 07@ @(59 CE@Q/ g or 1492% dry weight
@)

E ure @ K K@j
The expdgpre tolearth rms was esti f@ed b alcula@lg aximum predicted environmental
%ncentratlong\gn $0il( PECso; leas@efer to Annexgjll, D(&‘HMI Section 5, Point I[IIM1 9). The
PECSml val lated@Nor 9 appllcs ofﬁg Serenade ASO/ha assuming no degradation
of the pro% an t Sgge mgr@ﬁnt% rs be%een"t@e treatments and no plant interception as a
wors‘:[R§ nd& theseCs ndm@s andbasedon standard assumptions for the soil density and the
nco tion

epth, PE@@H A termed t@)e 96 mg Serenade ASO/kg dry weight soil

(1. 34 mg B Qﬂ lo fac QST 713/ksdry ht soil). In terms of CFU, this is equivalent to
96%10 @@u/k weig sc&@ W v
@
éLS oxicity exp sure r T@A a&d@ ER@

Acute risk.

The poteﬁ@ ac r1sk Serepade A EQO earthworms was assessed by comparing the maximum
1nstantart§0us‘$s with"the @-daym value to generate the acute TER value. The TERA was
calculated as owi@ @ &

> 7% /kg)§ @Q
B

@
N @
v Theves 1@ A value is shown in Table 10.5-3.
Q§ ble @ute TER value for earthworms
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Compound Maximum PECs for -
referred to LCso Serenade ASO TERs | Limit
> 149.7 mg B. subtilis/ kg | 1.34 mg amyloliquefaciens
Serenade ASO dry weight soil QST 713/kg dry weight soil > L7 |10

°

The acute TER value is much higher than the Annex VI acute trigger value of 10, indic@g thaft?
GAP directed application of Serenade ASO poses no acute risk to eaﬁhw@. @ @
<

. @ S
Long-term risk <
Due to the absence of acute toxicity no adverse effects on earthwor; %re to be ex&@ted eton up%@
prolonged exposure to Serenade ASO or B. amylol@efaciens QSRJ13.

Risk mitigation & %y
No risk mitigation measures are regarded ne%@)sary. Q& &©
9

g N

9 N . %) i@
Q7 Q é@' @ 6\ o % %
IIIM1 10.6 Effects on soil micro-organisms é& S

No new studies are submitted as ssing@ effegy of fe@nulate@pro ct Ser@de on oil
micro-organi No rel li % 2 ; i e R

ganisms. No relevant litegature’was fotind to gorm th%rlsk essment of S nad SO

to soil micro-organisms. SN @} & S AN é’

@ N o © %, QS Q

S ol & & o &

It is referred to the literature subréed f’@g%e active suﬁ%tance@amy quefagiens §7 713. The

ingredients of the prepal‘@on enadgzASO, @mul as a Qispensgiyn co tratey are inert, non

toxic and impose no ggvironmgntal ealth\risk ( 1de$l dat@plea@efe to Doc J-IIIM1).

Therefore, informatfon on “the n@obial pest cofitrol aggnt, B@myloliq efacigys QST 713 and

information on clo%ly rélated BCoubtilif\QST T3 (as itwas §evioys§@ desi%lated) is considered

Cs
<)

o,

4

applicable and réf@vant Kath re to & d late@’odue&
Studies on the %ffects%n micro-orgamisms @ no sidered to béwunece due to the following
generally agsgpted aspect {fthe eco ogy environmeptal belq%vmur > amyloliquefaciens and
rived fromw@pen lite@ture: & X Q AN
The acti&® substance B.eylaligquefaciens is embgr-of thg naturalgpicro-flora in soils and occurs
eogLa ica@%striction in K{%ost i envir@ment@niche@lcluding the immediate human
enyi®dnmepdt is an autoghthonodgsoil HICro-gganis d hast%riginally been isolated from soil
in @)eac chard in the US.A. %herqfo@@, its &ssible @ultipli€tion in this natural habitat does not
. @sturb the ng%lral i@-flord\, Althpagh it °co only @nd in soil, it occurs in almost any
Senvironmentg fcludigg’ nicHey in kitchenscand baghiroonts, For more information, please refer to
AS Annex 11, Iﬁ% HM,%% M 8.1gwo S©@n \3;@ \©
SO O S
Accordidg to the ing,, Documédt to B Epvijronmental Safety Evaluation of Microbial
Biocomrol @ts (; NCC@I 17<%@12-r@% 0, S&mber 2012)%. Tests assessing possible effects
of @icrob@@ pesticides %@%oil I@ro-pr@nisms@re not stringently significant for the following
reasons: @\
% e Risk caused@ntr@@iop @mic&gg@ganisms to the soil microbial community is minimal,
bec&ase so@micro ra n@ally%@uctuates in time and space. The natural populations are
»@‘1 ada%ted to their hat anﬁ@(hibit many defence mechanisms in order to assure their
o sarvivay) . O )
e Soil @robi@}:om munities SHow good resilience, and populations are able to recover even
&@% u&og extr detion. by methyl bromide.
R
@iti&g\glly, ratyre sear&g@las conducted to identify latest studies regarding possible effects of
@B. a liquélgciengspn soil microorganisms. Both studies confimed the above mentioned
& statéients g sinc y minor influence of Bacillus application on soil microorganisms were
{*ﬁ Ved@%r mexe information, please refer to Annex II, Doc IIM, Point IIM 8.10.
& & °
N

¢

3 Working Document to the Environmental Safety Evaluation of Microbial Biocontrol Agents, SANCO/12117/2012-rev.0,
September 2012, EUROPEAN COMMISSION HEALTH & CONSUMER PROTECTION DIRECTORATE-GENERAL
Directorate E — Safety of the food chain Unit E.3 — Chemicals, contaminants, pesticides.
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In conclusion, negative effect to the soil microflora following application of Serenade ASO
according to GAP directed uses are not expected.

Risk mitigation
No risk mitigation measures are regarded necessary. o
& &
5 &
I1IM1 10.7 Additional studies @b &@ ©®
No additional studies are required. © S
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